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Form Letters
Sample/example of 96 letters requesting DTSC to postpone regulation

1 Bade, David

2 Bansal, Mayank
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4 Barnaby, Brenda
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8 Bracco, Janine

9 Brown, Wes
10 Brunner, Thomas
11 Bufis, Mary
12 Burke, Dan

13 Case, Cindy

14 Chayes, Angelica
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16 Clark, Scot

17 Corkill, Katherine

18 Crawford, Timothy
19 Csiszar, Steven
20 Dandurand, Curran
21 Delaney, Thelma
22 Dietrich-Ganz, Candy
23 Elgueta, Elias
24 Ferrall, Gina
25 Flacks, Martin



26 Forno, Patrico

27 Fricano, Polly

28 Golin, Julie

29 Gupta, Mukat

30 Guyer, Denis

31 Hamad, Fayez

32 Harand, Harand
33 Hatch, Courtney
34 Heldenfels, Shelley
35 Hellman, Matthew
36 Henrietta, James
37 Hersey, Richard
38 Hill, Beverly
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41 Johnson, Jared
42 Jones, Cindy
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46 Kemp, Jamie
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63 Ornstein, Steve
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65 Patterson, Tony
66 Peck, April

67 Persons, Richard
68 Pinto, Juan

69 Pruett, Claire

70 Pum, Gregory

71 Rauchwerger, Jerry
72 Reyzis MD, Irene
73 Rhoades, Dean
74 Rivera, Lois

75 Robbins, Patricia



76 Ross, William
77 Salzano, Marinella
78 Schmucker, Patty
79 Serruys, Kari
80 shah, devyani
81 Shargani, Alan
82 Sharpe, Bridget
83 Sheman, Linda
84 Sill, Garth

85 Smith, Connie
86 Smith, Jill Ann
87 Swan, Jennifer
88 Tran, Ann

89 Tran, Maily

90 Veljkovic, lvana
91 Villalobos, Sally
92 Waite, Debbie
93 Werner, Dan

94 Winters, Carri
95 Wiseth, Wendy
96 Witwit, Ali

1142 Sample/example of 549 letters supporting the regulation's Chemical of Concern List
1 Abbott, Joanna
2 Abraham, Gabe
3 Acosta, Alberto
4 Acwich, Yael
5 Adams, David
6 Adams, Michael
7 Agostini, Luisa
8 Aikawa, Mark
9 Alexander, Beverley
10 Alvarado, Frank
11 Ambra, Leia
12 Anderson, Audrey
13 Anderson, Clifford
14 Anderson, Talaya
15 Andrews, Matt
16 Anson, Robert
17 Apple, Joy
18 Attrache, Ghaleb
19 Aubrey, Frances
20 Ayala, Gloria
21 Backer, Hans
22 Bailey, John
23 Baker, Beth
24 Balestreri, Barbara
25 Ballard, Nicholas
26 Bambery, Richard



27 Barry, Dwight

28 Barton-Paine, Dianne
29 Bass, Jennifer

30 Batallar, Abril

31 Battaglia, Rosemarry
32 Bautista, Ernesto
33 Beal, Jon

34 Bebb, Matthew

35 Becker, Chris

36 Bellak, Nina

37 Beltran, Cathy

38 Benjamin, Elaine
39 Benoit, Diane

40 Beres, Donna

41 Berkers, Jeff

42 Berry, Thomas

43 Bettendof, Lisa

44 Bhalla, Richa

45 Bill, Eileen

46 Billson, Christian
47 Birdsong, Kathy
48 Bithell, Marianne
49 Blakely, Dave

50 Bloom, Brendan
51 Bloomaquist, Linda
52 Blossom, Deborah
53 Blunt, Gerry

54 Bob, Michelle

55 Bogin, Ronald

56 BONFIELD, Timothy
57 bonnet, Guillaume
58 Borska, Erika

59 Boskin, Gertrude
60 Boudart, Jan

61 Bower, Rendall

62 Boyd, Ernest

63 Bozzuto, Joe

64 Bradshaw, Catherine
65 Brazier, Helene

66 Broderick, Barbara
67 Brown, Deena

68 Brown, Elliott

69 Bruce, Linda

70 Bruce, Melissa

71 Buckingham, Kim
72 buskirk, Van

73 Caidoy, Krystal

74 Calado, Liesl

75 Calbreath, David
76 Cape, Rown



77 Caputo, Nicole
78 Carlisle, Lindsay
79 Carney, Thom
80 Cattarin. John
81 Cavanaugh, Clay
82 Centurion, Bobboe
83 Chacon, Carol
84 Chambers, Lisa
85 Chandrasekaran, Vidya
86 Chavez, Nola
87 Chen, Jeffrey
88 chen, Tracey
89 Chin, Yvonne
90 Ciarra, Marcella
91 Clark, Jeff
92 Clark, Julie
93 Clark, Thomas
94 Cockle, Justine
95 Cohen, Eleanor
96 Cohen, Howard
97 Connelly, Kristin
98 Conteras, Alma
99 Cook, Craig
100 Corrigan, Sean
101 Costello, James
102 Couch, Charles
103 Courtney, Courtney
104 Cowing, Deborah
105 Cox, Molly
106 Craven, Will
107 Cripe, Teri
108 Cross, Pauline
109 Crow, Steve
110 Dagilis, Danielle
111 Dahl, Pamela
112 Daly, Robert
113 DamHorst, Kris
114 Danis, Susan
115 Dau, Lynn
116 Davila, Lea
117 Davis, Rebecca
118 Decker, Karen
119 Declercq, Tamara
120 Delrahim, Sandra
121 Denton, Deborah
122 Dev, Gita
123 Diaz, Mario
124 Dow, Linda
125 Dreyfus, Stuart
126 Edwards, Allan



127 Ehrke, Erik

128 Eklund, Steve

129 Emanuel, Myra
130 Engels, Thomas
131 Entenman, Richard
132 Ewald, William
133 Farnes, Randy
134 Feldman, M

135 Feldman, Ruth
136 Ferguson, Ezekiel
137 Finney, Barbara
138 Firshein, David
139 Fisher, Evelyn

140 Fleeman, Jeff

141 Flores, Josephine
142 Foss, Chris

143 Foss, Janice

144 Fox, Louis

145 Francis, Lena

146 Frank, Linda

147 Fraser, Alex

148 Friedland-Brown, Karen
149 Fruchey, Kate

150 Fuezy, Jon

151 Gab, Margie

152 Gaitanis, Constantine
153 Gallagher, Kathrun
154 Gallegos, Mark
155 Garcia, Felipe

156 Garcia, Mark

157 Garneau, Paul

158 Garvey, Henry
159 Gatheral, Tracey
160 Gebbie, Peter

161 Gembka, Lori

162 Georgia, Romola
163 Getter, Camile

164 Ghini, Elle

165 Gibb, Wayne

166 Gibbs, Nancy

167 Giddings, Linda
168 Giddings, Ron

169 Gilchrist, Tom

170 Gill, Katherine

171 Gillespie, Rhiannon
172 Gilliam, Jeffrey
173 Gilson, Miriam

174 Goff, Fred

175 Golden, Charlie
176 Golias, Theresa



177 Gonzalez, Katie
178 Gonzalez, Nydia
179 Goodwin, Truss
180 Gorham, Linda
181 Gosman, Amy
182 Gottfried, David
183 Graham-Ramos, Briana
184 Grande, Shari
185 Grave, Philip

186 Graves, Carolyn
187 Graves, Caryn
188 Gray, Ralph

189 Green, Don

190 Green, Tracy

191 Green, Will

192 Grosso, Anthony
193 Gueriera, Daniel
194 Guida, William
195 Guitierrz, Richard
196 Gulassa, Harriet
197 Hadley, Douglas
198 Haenk-Clark, Pam
199 Hagiu, loana

200 Hagstrom, Earl
201 Halizak, Kimberly
202 Hall, Anthony
203 Hammett, Cindy
204 Hammond, Sue
205 Hanna, Helen
206 Hardbarger, Michel
207 Harmon, Lucille
208 Harper, Darby
209 Hartman, Nancy
210 Hauf, John

211 Hedger, Deb

212 Hedley, Janet
213 Heinze, Aliyah
214 Hendershott, Kurt
215 High, Nicole

216 Hilyer, Lisa

217 Ho, Marjorie

218 Hodder, Mary
219 Hohle, Maggie
220 Holmes, Joseph
221 Holn, Harvey

222 Hong, Dary

223 Hope, John

224 Horsfall, Nathan
225 Houston, Ellie
226 Huang, Hongbin



227 Huang, Janey

228 Hughes, Eric

229 Hunt, Karen

230 Hyde, Karen

231 Ingra, G. Mason
232 Ino, Tiffany

233 Irvin, Katja

234 Jacobson, Rachel
235 Jenkins, Dan

236 Jerome, Jane

237 Johnsen, Brent

238 Johnson, Brandie
239 Johnston, Christina
240 Jones, J. Ray

241 Jones, Janet

242 Jordan, Christian
243 Joseph, Kazimieras
244 K, Patrick

245 Kaluza, Natasha
246 Katell, Katell

247 Kaufmann, Suzanna
248 Kaylor, Steve

249 Kelly, Charlotte

250 Kelly, Nancy

251 Khan, Seema

252 Khouri, Julianne
253 Kidambi, Madhava
254 Kiesling, Nancy
255 Kim, John

256 Kim, Meena

257 Kirby, Kathryn

258 Kirk, John

259 Kosanovic, Bruce
260 Koss, James

261 Kroemer, Harry
262 Kubota, Charleen
263 Kuczynski, Kathleen
264 La Puma, Karen
265 LaBrecque, Charyl
266 Lampman, Joscelyn
267 Landau, Jean-Claude
268 LaNew, Maryann
269 Lavensaler, Kurt
270 LeCount, David
271 Lee, Kathy

272 Lemons, Sheila
273 Leung, Lily

274 Lewis, Patrick

275 Liang, Ming

276 Linderman, Eileen



277 Lish, Christopher
278 Little, Ryan

279 Littlejohn, Will

280 Lockhart, Rebecca
281 Lockwood, Margo
282 Lombard, Ruth

283 Longland, Martiza
284 Lopez, Jimmy

285 Louie, Jo

286 Loustalot, Colin
287 Lucas, Steve

288 Luenow, Brian

289 Luikart, Heather
290 Lum, William

291 Lund, John

292 Lyman, Robert

293 M, Shunay

294 Maas, John

295 Macis, Michelle
296 Mack, Tina

297 Maddox, Terry

298 Mahoney, Dawn
299 Malik, Chinta

300 Mariposa, Virginia
301 Martin, Dalton

302 Martins, Sarah

303 Matson, Melissa
304 McAlister, Christopher
305 McCaig, David

306 McCallister, Gloria
307 McCaughey, John
308 McCool, Mike

309 McCullough, Denali
310 McDaniel, Shannon
311 McDonald, Kristen
312 McGraw, Stepheny
313 McNeely, Rhiannon Gillespie
314 McQuiston, Elizabeth
315 Meldon, Carolyn
316 Melvin, Joseph

317 Messer, Mark

318 Mewhinney, Bruce
319 Mezey, Jennifer
320 Michaels, Dana
321 Mihalovics, Dariko
322 Miller, Abigail

323 Miller, John

324 Miller, Lisa

325 Minault, Kent

326 Mintz, Kevin



327 Miracle, Cindy
328 Misuraca, Melinda
329 Moats, Jasmine
330 Montalvo, Chris
331 Moore, Gailen

332 Morales, Paul

333 Moreau, Jenny
334 Morelli, Randall
335 Moss, Elizabeth
336 Mueller, Barry

337 Murnane, John
338 Murphy, Joanie
339 Murphy, Katie

340 Murphy, Lisa

341 Nattenberg, Edward
342 Nelson, Ted

343 Nice, Robert

344 Nichols, Crystal
345 Nitzan, Ben

346 Nixon, Amy Jane
347 Noe, Lynn

348 Noonan, Robert
349 Norris, Jon

350 O'Connor, Meave
351 Odezynskyj, Maria
352 Oliver, Nancy

353 Olson, Dean

354 Omander, Susanne
355 Oporto, Christopher
356 Ornelas, Karen
357 Ory, Rhona

358 Ostrom, Gavin
359 Padgett, Susan
360 Page, Sydne

361 Paone, Anne

362 Pardini, Jenny
363 Parikhn, Mandar
364 Parker, Daniell
365 Parrish, Joan

366 Parrish, Kristoffer
367 Patti, Vincent

368 Peate, R.

369 Pena, Gustavo
370 Perlscy, Alex

371 Petrinovich, L.

372 Phillips, Marilyn
373 Phipps, Connie
374 Pichumani, Ramani
375 Pippen, Karma
376 Pletschet, Fran



377 Porter, Ted

378 Posch, Michael

379 Pounds, James
380 Prado, Rene

381 Pratt, Joe

382 Price, Charlotte
383 Prieto, Maria

384 Rabinowitz, Noel
385 Ramaswamy, Jagaw
386 Ramos, Cynthia
387 Rearden, Chance
388 Reed, Robert

389 Reiff, Shauna

390 Respecke, David
391 Rhodes, Lori

392 Richard, Anne Marie
393 Richard, Cheryl
394 Richter, Steve

395 Rickman, Roz

396 Roachford, Tom
397 Roberts, Les

398 Roberts, Leslie

399 Robie, Lisa

400 Rodocker, Mary
401 Rogers, Mike

402 Rohwedder, Shawn
403 Ross, Zack

404 Round, Lorraine
405 Rowe, Susan

406 Rudinow, Mattie
407 Russell, Teresa
408 Ruth, Carol

409 Rutland-Brown, Wesley
410 Ryan, Irmi

411 Rye, Cameron

412 S, Jeff

413 S, Robert

414 Salamander, Gilad
415 Sanchez, Henry
416 Sanders, Jason
417 Sandoval, Dore
418 Sapkin, Joshua
419 Sarkany, Jen

420 Sato, Nancy

421 Sato, Susan

422 Sawyer, Marvin
423 Saxon, Rolf

424 Scharich, Jeannette
425 Schmidt, Sunshine
426 Schmit, Joe



427 Schroder, Tim

428 Schwalbenberg, Peter
429 Scopazzi, Jennifer
430 Seifert, David

431 Seltzer, Jody

432 Semereaux, Melody
433 Seto, Jeneele

434 Shearer, Julie

435 Sheppard, Patrick
436 Sheridan, Lydia
437 Shiplacoff, David
438 Simms, Ellen

439 Sinclair, Ron

440 Singh, Madhulika
441 Singh, Rayeena
442 Sipan, Carol

443 Sjostrand, Margaret
444 Smelker, James
445 Smith, Glenn

446 Smith, Greg

447 Smith, Isabelle

448 Smith, Lawrence
449 Smith, Nicki

450 Sohn, Jennifer

451 Solari, Noreen

452 Solin, Donna

453 Songster, Jeff

454 Sox-Harris, Lara
455 Spencer, John

456 Spickler, Julie

457 Sprague, Belle

458 Standish, Jennifer
459 Stark, Marilyn

460 Starkweather, CK
461 Stellanova, Tammy
462 Stevens, Eric

463 Strugnell, Ann Christine
464 Suen, Aimee

465 Sultan, Yaldah

466 Sutherland, Megan
467 Sutton, Ellyn

468 Sweek, Tyler

469 Szmcak, Mark

470 Talbot, Michael
471 Tang, Carol

472 Tarlow, Carol

473 Tatman, Robin

474 Taylor, Leon P.
475 Taylor, Mary

476 Theil, Niki



477 Thompson, Catherine
478 Thurman, Anna
479 Tichman, Nadya
480 Timms, Dana

481 Tokay, Hale

482 Tomaselli, Richard
483 Tompt, Jay

484 Torres, Alicia

485 Tracy, Glen

486 Trahan, Judy

487 Ulam, Jim

488 Ungar, Ruth

489 Up, Fed Coles
490 Usman, Susan
491 Usmani, Ozair
492 Van Kaol, Elise

493 Van Sidcu, Michelle
494 Vanapalli, Kishore
495 Vancor, Lisa

496 Vaningen, Chris
497 Vargas, Yessenia
498 Velez, Erin Alden
499 Velicescu, Adrian
500 Venekatram, Saras
501 Vezian, Marc

502 Vidales, Angel

503 Vierra, Steve

504 Vinay, Sharon

505 Vizir, Vitali

506 Von Dehn, Verena
507 Vukic, Vesnar

508 Wahdan, Jo

509 Walker, Aurea

510 Wallin, William
511 Walsh, Dana

512 Warila, Jennifer
513 Warren, Patricia
514 Warrilow, Joanne
515 Watson, Donna
516 Watson, Fran

517 Watson, Mary Lou
518 Wattenberg, Jane
519 Watts, Nancy

520 Weissbuck, Brian
521 Weiss-Lampert, Laura
522 Welch, Heidi

523 Whitman, Jill

524 Whittle, Jeffrey
525 Wiebe, Tobey

526 Williams, Albert



527 Williams, Linda
528 Willis, Kimberly
529 Wilson, Barbara
530 Wilson, David
531 Wilson, Gary
532 Wilson, Jennifer
533 Wimsatt, Casey
534 Wolfs, Saul

535 Woodruff, Toni
536 Woods, Peter
537 Wright, Natalie
538 Wrucke, Robert
539 Wu, Chen

540 Wyckoff, Julia
541 Wyss, Marianne
542 Yamat, Yasmin
543 Yau, Dennis
544 Yoshida, Irene
545 Youabian, Anita
546 Yuen, Genevieve
547 Zerzan, Paula
548 Zhu, Meng

549 Zimmerman, Marjorie

*Attachments to some comments were too large to post. Please send a request to gcregs@dtsc.ca.gov if you
wish to view any attachments not posted here



BY EMAIL

October 10, 2012

Ms. Krysia Von Burg

Safer Consumer Product Alternatives regulation Coordinator
Regulation Section

Department of Toxic Substances Control

P.O. Box 806

Sacramento, CA 958112-00806

RE: Comments re DTSC’s July 27" Draft Regulation for the Safer Consumer Products

The Adhesive and Sealant Council (ASC) is a North American trade association representing 121
manufacturers of adhesives sealants and suppliers of raw materials to the industry. As director of
government relations for ASC, | am writing to express our members’ continuing concerns with the latest
regulatory proposal for the implementation of The Green Chemistry Initiative legislation.

As we have noted in comments to earlier versions of the proposed regulation, ASC, our members and our
industry support the concepts of green chemistry as well as the principles of product stewardship which
together lead manufacturers to developing new technologies while always keeping in mind public health
and environmental impacts. In reviewing the July 27" proposal, ASC recognizes that the Department has
made modifications to the earlier proposals, but our industry still remains deeply concerned with many of
the underlying precepts that remain in this proposal. It is still the belief of the Council that implementation
of this regulation as proposed could lead to companies abandoning California markets or relocating
manufacturing facilities to other states.

One of the many ongoing concerns of ASC members is the overly broad definition of consumer product.
This continuing approach for defining consumer products will allow for few exceptions and results in almost
any product that was bought, sold or leased in California (from the largest building structures to the
smallest retail item) to be scrutinized. It is difficult to reconcile the complexity of this approach with the
marginal improvement in health and environmental safety it is likely to advance. In addition, full
implementation of the regulation as drafted would create such an immense administrative and scientific
burden on the DTSC that it will not be feasible for the Agency to implement it.

For regulation to be an effective it needs a definition of consumer product that has focus and direction. A
realistic approach would begin with a review of the California Air Resources Board’s definition of consumer
product as defined in their consumer rule (see http://www.arb.ca.gov/consprod/regs/2008/3cp.htm).
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“Consumer Product” means a chemically formulated product used by household and institutional
consumers including, but not limited to, detergents; cleaning compounds; polishes; floor finishes;
cosmetics; personal care products; home, lawn, and garden products; disinfectants; sanitizers; aerosol
paints; and automotive specialty products; but does not include other paint products, furniture coatings, or
architectural coatings. As used in this article, the term “consumer product” shall also refer to aerosol
adhesives, including aerosol adhesives used for consumer, industrial, and commercial uses.

This definition has been utilized by CARB for more than a decade and it provides a manageable scope of
that regulation that continues to be lacking in the present draft language.

With regard to the Agency’s most recent proposal that would establish a list of approximately 1200
“Chemicals of Concern” (COC), ASC recognizes the fact that the DTSC is proposing to significantly reduce the
number of chemicals from it earlier proposals but unfortunately the effort stops there. This approach
remains seriously flawed unless the DTSC undertakes some sort of prioritization process that identifies a
discrete subset of the highest priority of the 1200 that should rightly be identified as Chemicals of Concern.
No other state, federal or international jurisdiction apart from California has sought to begin with 1200 or
more actionable chemicals.

Given the expansiveness of the list, there may be a large number of chemicals that will not come under
consideration by the DTSC process for a number of years yet in the interim formulated products containing
those chemicals may be implicated as hazardous to consumers simply because of poorly chosen list title.
ASC would recommend that the agency begin by identifying their more expansive list of chemicals as
“Chemicals Under Consideration.” DTSC should concentrate on crafting a manageable process focusing on
chemicals which exhibit the greatest hazards, such as substances known to cause cancer or developmental
or reproductive harm and substances known to be persistent, bioaccumulative and toxic in the
environment as designated by the US EPA and others. This discrete subgroup of chemicals with expected
exposures in California should be identified as Chemicals of Concern.

The DTSC’s approach to Alternative Assessments remains extremely open-ended and confusing. For
example, the proposed rule states that “the responsible entity shall take into account all projected and
direct and indirect cost impacts during the life cycle of the product and the alternatives being considered.”
Such an assignment is far too broad and complex of an undertaking for any manufacturer. There is no
guidance as to how a manufacturer could estimate all the factors involved or what methodologies and
scope could be utilized to deliver useful, reproducible results.

In addition, the establishment of accreditation bodies and assessors is unnecessary and simply will add
another cumbersome layer to the process that will simply increse costs by establishing a new regulatory
body with training schemes that duplicate well established standardized training.

Another concern with the revised proposal is that it no longer specifies a default concentration based on
trigger that determines whether a manufacturer can qualify for an exemption from the Alternative Analysis
requirement. Instead, DTSC will specify a threshold for each COC in any Priority Product. Such an arbitrary
approach will only further confuse formulators’ understanding of what constitutes a chemical of concern.
As an example, such an approach could result in rogue contaminants placing an otherwise benign product
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under scrutiny. There must be a fixed definition of what is de minimus and it must provide that “naturally
occurring” contaminants are exempted under any definition.

In addition, leaving a default concentration open-ended for different chemicals and different products will
add to the complexity for determining compliance with the regulation and leave manufacturers uncertain
to whether they are ever in compliance with regulations.

ASC is supportive of proposal establishing as a “de minimus” level a concentration less than or equal to
0.1%

Finally, ASC and its members continue to be concerned with the continued threat to manufacturers’ vital
intellectual property upon which all innovation is based in multiple ways. Any manufacturer whose product
may be selected as a “priority product” because its contains a “chemical of concern” are not only obligated
to pursue an alternative formula but in addition must also disclose to DTSC how they will develop changes
to a product and provide a summary of that to be made available to the public including their competition.
In addition, when conducting an alternative analysis a manufacturer can be compelled to identify all
chemicals in the current product as well any chemicals involved in alternative product being developed.

Should a manufacturer assert a claim of trade secret protection, the present regulation continues to
mandate that they provide DTSC with considerable irrevalant and extraneous information that clearly
modifies the legal definition of a trade secret For example, providing the estimated value of the
information to a manufacturing competitor, the estimated amount of effort and/or money expended in
developing a new formula, or defense of why chemical identity is not readily discoverable though reverse
engineering may not be that easy to calculate andis definitely not within the purview of any regulatory
body.

By even asking these type of questions, it appears that the DTSC is setting itself up in the role of judging the
value of one company’s innovative approach against another’s. Such an effort is clearly neither the role of
government nor the intent of the California Assembly when it passed AB1879.

Ultimately implementation of this regulation could threaten such damage to marketplace in the
area of CBI protection that it would be easy to envision many consumer product manufacturers
abandoning California markets rather than risk the loss of their intellectual property.

Again ASC and its members appreciate the opportunity to comment on the draft regulation and if
there are any questions or need for further explanation of any of these points, please do not
hesitate to contact me at 301/986-9700 ext. 112 or mark.collatz@ascouncil.org.

Respectfully Submitted,

Mark Collatz
Director of Government Relations
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Tel: 916-351-8524
Fax: 916-355-3603
william.hvidsten@asrojet.com

VWilliam E, Hvidsten
Senior Counsel
Environmental Law

October 5, 2012

Krysia Von Burg, Regulations Coordinator
Regulations Section

Department of Toxic Substances Control
P.O. Box 806

Sacramento, CA 95812-0806

Re: Acrojet-General Corporation Comments to Proposed Green Chemistry Regulations
Dear Ms. Von Burg:

Acrojet-General Corporation, a wholly owned subsidiary of GenCorp and headquartered in
Sacramento, California, is an aerospace and defense contractor principally serving the missile and
space propulsion, and defense and armaments markets. At Aerojet, industry leadership in
Sustainability has become “institutionalized” as a vital part of our 70-year old company culture. With
the implementation of Aerojet’s “Sustainability Initiative,” Aerojet’s focus on environmental
stewardship and corporate responsibility is at the forefront of our everyday business decisions.
Acrojet has recently commissioned a six MW solar facility (one of the largest industrial installations of
its kind in the U.S. and the largest in California), implemented a web-based system for the company-
wide collection and reporting of energy consumption, greenhouse gas emissions (GHG), water use,
waste and recycling and is reviewing means by which to reduce the environmental footprint of its fleet
vehicles. Under the direction of Aerojet’s Sustainability Executive Council, our company is mecting
the challenges and opportunities to operate in a cleaner, more sustainable fashion.

The Proposed Regulations Do Not Provide Sufficient Protections for Classified Information Protected
bv the United States Government

The subject rulemaking activity relative to safer consumer product alternatives (Green Chemistry)
may affect Aerojet’s operations as a government defense contractor. As a government defense
contractor, a significant portion of Aerojet’s activities constitute or involve the application of
Classified Information protected by the United States Government in the interest of national security.
The types of Classified Information may include the ultimate work product, the chemical formulation
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of the work product, i.e. a propellant, and the technology and processes used to manufacture that work
product. Unlike most civilian goods and services regulated by the Department of Commerce or
comparable state agency, military defense services, technical data and defense articles are subject to a
whole host of dictates, demands and restrictions regarding the disclosure and handling of Classified
Information or other information protected from disclosure on the basis of national security. A brief
summary of the protections required for Classified Information is provided below. A more detailed
summary is provided on Appendix 1.

Only the United States Government may Authorize Disclosure of Classified Information

A defense contractor neither determines whether information is classified nor makes the determination
to declassify such information, The authority for those determinations resides with the United States
Government. Simiiarly, the United States controls the authorized disclosure of Classified Information,
including the person or persons authorized to receive the information. Defense contractors are subject
to significant sanctions for unauthorized disclosure of Classified Information. For information that is
not deemed as classified, but still constitutes defense related technical data protected under the
International Traffic in Arms Regulations (ITAR), the Department must determine whether it and its
personnel are authorized to receive such information and ensure that such information does not
become accessible to anyone who is not a United States citizen or a foreign national with a valid
permanent resident (“green card”) status. ITAR further prohibits disclosure of defense related
technical data to any non-resident foreign national in the United States. Failure to adequately protect
such defense related technical data may subject Department personnel to sanctions.

Trade Secret Protections are not Sufficient to Protect Classified Information

The proposed Green Chemistry regulations do not provide the means by which to address the
mandatory prohibitions against providing Classified Information to the Department. Article 10
articulates the process by which the Department will handle information that is subject to trade secret
protection, confidentiality, privilege or other form of exemption from public disclosure. The process,
however, only addresses the prohibitions against the Department disclosing protected information.
Article 10 presumes the information will come into the hands of the Department and then specifies the
protections necessary to prevent public disclosure. It does not address situations where the defense
contractor is prohibited or otherwise restricted from disclosing such information to the Department.

Legislative and Regulatory Changes are Needed to Protect Classified Information

Aerojet urges the Department to seck legislative changes to create an additional exemption for this
type of information. In the interim, modifications to the proposed regulations are needed to address
the obligations of the government defense contractor when requested to provide information that may
be classified or otherwise protected on the basis of national security. The Department should also
modify the proposed regulations in a way that clearly spells out the manner in which the Department
will review and handle any information that is classified or otherwise protected on national security
grounds. Absent such modifications, a preemption issue arises from the direct conflict between the
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federal requirements for the protection of national security and those requirements to produce
information pursuant to the Green Chemistry regulations.

The Proposed Regulations may Conflict with Governmeni Defense Contract Specifications

The regulations as proposed may also present an unintended conflict with government defense
contract specifications. Modification of those contract specifications may or may not be possible.
Propulsive formulations are often derived over decades and their chemical components are inflexible.
Government specified formulations are also often fixed and inflexible. Once a formulation is
qualified, replacement chemicals cannot be substituted without a lengthy and complex re-engineering
and requalification process or a reformulation may simply not be technically feasible, The proposed
regulations do not provide an adequate process that recognizes what may be inflexible requirements of
the United States Government in the manufacture of goods utilized for national defense purposes.

Proposed Modifications

Aerojet’s proposed modifications to the regulations addressing the production and handling of
Classified Information are also provided below.

Purpose: To recognize the potential conflict that arises when a defense contractor is required to
provide Classified Information (o the Department.

Add new subsection (2)(21) to Section 69501.1- Classified Information means information owned by,
produced by or for, or is under the control of the United States Government, the unauthorized
disclosure of which could reasonably be expected to result in identifiable or describable damage to the
national security and as more further defined in Presidential Executive Order 13526,

Add subsection (b)(3) to Section 69501.2 as follows- Classified Information Notification. A
responsible entity that is a manufacturer of a product is not responsible for complying with the
applicable requirements of this chapter if the manufacturer provides a wrilten notice to the Departiment
containing information demonstrating to the Department’s satisfaction that the product is subject to
any federal requirement relating to Classified Information or other limitations on the basis of national
security. The notice should be provided no later than the due date for compliance with this
requirement. The notice must contain all of the following information:

(A) The name of and contact information for the manufacturer;

(B) A statement signed by the owner, or an officer of the company, or an authorized representative
certifying that the information constitutes Classified Information or is subject to limitations on the
basis of national security.

(C) A brief description of the nature of the information to the extent such information does not
constityte Classified Information or information subject to limitations on the basis of national
security; and

(D) The name and contact information for the United States Government Official authorized to
determine the eligibility for access to Classified Information or information subject to limitations
on the basis of national security.
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Aerojet is pleased to be able to submit these comments and would be happy to assist the Department in
formulating adequate protections for information vital to national security.

Very truly yours, %
William E. Hvidsten

cc:  Chris Conley
John Bobis



APPENDIX 1

SUMMARY OF PROTECTIONS REQUIRED FOR CLASSIFIED INFORMATION

Executive Order 13526

Executive Order 13526 (effective January 5, 2010) sets forth the bases for
determining and ultimate handling of classified data generated by the U.S.
Government and government contractors, Among the protected information are
weapons systems and scientific and technological data related to national security.
(Section 1.4) Section 4.1 of the Executive Order provides the basis for determining
an individual is authorized to receive classified information, A person may have
access to classified information only if she/he has received a favorable determination
of eligibility for access by a federal agency director or his/her designee; the person
has signed an approved non-disclosure agreement; and the person has a need to know
the information. The person must also receive required training regarding the
safeguarding of classified information and the criminal, civil, and administrative
sanctions that may be imposed on an individual who fails fo protect classified
information from unauthorized disclosure. United States officers and employees and
government contractors, among others, are subject to sanctions for disclosure to
unauthorized individuals of information properly classified under this order or
predecessor orders. Sanctions include termination of classification authority and loss
or denial of access to classified information. (Section 5.5)

Naticnal Industrial Security Program

Aerojet is subject to the Department of Defense Directive 5220.22, “National
Industrial Security Program™ (NISP). The National Industrial Security Program
Operating Manual (NISPOM), reissued on February 28, 2006, prescribes the
requirements, restrictions and other safeguards to prevent unauthorized disclosure of
classified information. The NISPOM controls the authorized disclosure of classified
information in the possession of contractors of the U.S. Government. The manual
implements applicable federal statutes, executive orders, national directives,
international treaties and certain government-to-government agreements,

Classification and Declassification., As set forth in Executive Order 13526, a
classification decision can only be made by a U.S. Government official. The
contractor does not have the authority to make the decision to declassify
information. NISPOM makes clear that downgrading or declassifying actions must
be based on a directed action such as a Contract Security Classification Specification
or upon formal notification by the Government Contracting Authority. (Section 4-
107)
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Disclosure of Clagsified Information. In general, contractors must ensure that
classified information is disclosed only to persons authorized to receive such
information, (Section 5-500) Disclosure of classified information to a contractor’s
employees is limited to those employees who have a need to know for the
performance of their specific tasks and services, (Section 5-501) Although
NISPOM does not address disclosure of classified information to state and local
agencies, disclosure of such information to other federal agencies is prohibited
unless specifically authorized by the agency that has classification jurisdiction over
the information, (Section 5-506) Public disclosure of classified information or
unclassified information pertaining to a classified contract is prohibited absent prior
review and clearance specified in the Contract Security Classification Specification
ot by the Government Contracting Authority. (Section 5-511).

Reproduction and Transmission of Classified Information. NISPOM imposes
similar restraints on the reproduction, physical delivery and electronic transmission
of classified material, Reproduction of TOP SECRET documents other than in the
preparation of a contract deliverable requires the consent of the Government
Contracting Authority.  Reproduction of SECRET and CONFIDENTIAL
documents are subject to limited circumstances. The Cognizant Security Agency
is responsible for accrediting automated information systems used to process
classified information in industry. (Section 5-601; 5-400; 5-401-404; and Section
8) Posting classified or other confidential information on the Department’s
website, as proposed in Section 69301.7, would clearly run afoul of these
obligations,

Authorized Access to Classified Information. Access to classified information
requires personnel security clearances.  The Cognizant Security Agency
determines the eligibility for access to classified information in accordance with
the national standards. The contractor is required to limit requests for personnel
security clearances necessary for operational efficiency. The establishment of
“pools” of cleared employees is prohibited. (Section 2-200) Contractors, such as
Aerojet, are not permitted to grant security clearances. {Section 2-206)

International Traffic in Arms Regulations

Disclosure of Defense Related Technical Data. Exports of military defense
services, technical data and defense articles are subject to detailed licensing
requirements on design, marketing and demonstration activities prior to sale and
permanent export. These requirements are found in the International Traffic in
Arms Regulations (“ITAR”) 22 C.F.R. § 120 ef seq. ITAR’s application extends
to explosives, energetic materials, propellants, including, but not limited to
perchlorates and hydrazine, and pyrotechnics and specially formulated fuels for
aircraft, missile and naval applications. ITAR further prohibits disclosure of

Aerojet-General Corperation

Comments to Proposed Green Chemistry Regulations
October 5, 2012

Page 2



defense related technical data to any non-resident foreign national in the United
States.

Verification of Eligibility. Prior to receiving any protected documents subject to
ITAR regulation, the Department would have to verify that it is eligible to receive
such information. Department personnel or other persons who may have access to
the defense related technical data must be United States citizens or foreign
nationals with a valid permanent resident (“green card”) status. Those individuals,
in turn, must comply with the ITAR regulations in general and the disclosure
restrictions. Foreign national employees who do not require such access must be
segregated from all TTAR-controlled technical data, and internal polices and
controls must be in place to prevent any unauthorized access.

Violations. Incidental or unintended access by a foreign national is a violation of
the ITAR and may subject the individual disclosing the information to substantial
penalties and even criminal enforcement actions. Any requirement that Aerojet or
any other holder of a license for export of military defense services, technical data
and defense articles, without adequate assurance from the Department that the
information will not be accessible to unauthorized persons, subjects them to civil
or administrative penalties, potential criminal enforcement action or even
debarment from further export activity, Similarly, the Department’s employees
who do not prevent such access may also be subject to penalty. See 22 CFR §§
127.1 (b) and (d) and 127.7,
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October 11, 2012

Krysia Von Burg, Regulations Coordinator
Regulations Section

Department of Toxic Substances Control
P.O. Box 806

Sacramento, CA 95812-0806

Re: AHRI Comments — Safer Consumer Products Proposed Regulations

Dear Ms. Von Burg:

These comments are submitted by the Air-Conditioning, Heating, and Refrigeration Institute
(AHRI) in response to the proposed regulations on safer consumer products issued by the
California Department of Toxic Substances Control (DTSC) in July 2012.

AHRI is the trade association representing manufacturers of heating, cooling, water heating,
and commercial refrigeration equipment including manufacturers of commercial HYAC pumps.
More than 300 members strong, AHRI is an internationally recognized advocate for the industry,
and develops standards for and certifies the performance of many of the products manufactured
by our members. In North America, the annual output of the HVACR industry is worth more than
$20 billion. In the United States alone, our members employ approximately 130,000 people, and
support some 800,000 dealers, contractors and technicians.

We believe that as written, the proposed regulations create an uncertain regulatory
environment for our industry since the chemicals of concern (COC) and the priority products
lists will not be published until after the effective date of the regulations. We view the COC
and the priority product lists as being essential pieces of the safer consumer products
regulations. The proposed regulations also provide DTSC with limitless discretionary
authority over a process that will be used to regulate consumer products, thereby eliminating
virtually any certainty that a business might have in terms of regulatory treatment once the
COC and the priority product lists are published. It will be nearly impossible for
manufacturers to design compliant products since compliance is an ever-shifting target
under the proposed regulations. It would be difficult for our industry to keep track of an
expansive COC list, especially if the list lacks a prioritization process. Rather than targeting
thousands of chemicals at once, the DTSC should focus its efforts on targeting chemicals
that pose the greatest hazard. The priority product list should be based on scientifically valid
criteria that clearly outline how DTSC identified the priority products. The process of
developing the priority product list should focus on intentionally-added chemicals in products
and reasonable and foreseeable exposure to those chemicals.

The proposed regulations require that the responsible entity submit the preliminary
alternatives analysis (AA) report no later than 180 days after the date the product is listed on
DTSC's final priority products list. Additionally, the responsible entity is required to submit
the final AA report no later than 12 months after the DTSC issues a notice of compliance for

2111 Wilson Boulevard | Suite 5oo | Arlington | Virginia | 22201-3001 USA
PHONE 703 524 8800 | FAX 703 5621942 | www.ahrinet.org
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the preliminary AA report. We believe that the 180-day and the 12-month submission
deadlines are too stringent given the fact that our industry not only has to face the
uncertainty with respect to the COC and priority product lists but may also have to allocate a
significant amount of time and resources to develop viable solutions that comply with the
proposed regulations.

8 69501.5.(b)(F)(6) of the proposed regulations indicates that a list of all preliminary AA
reports and final AA reports will be posted on DTSC’s website. Such language has the
potential of publicizing a manufacturer’s future production plans, thereby impeding
innovation and competition, and could expose industry participants to liability under
applicable federal antitrust laws. Hence, the proposed regulations should be amended to
clarify that any information designated by a manufacturer to be a "Trade Secret" shall not be
included on DTSC's website.

When addressing regulatory duplication, the proposed regulations state that DTSC may
exempt a product that is regulated by other federal or state regulatory programs, or
international trade agreements. The recognition of duplicative regulations is absolutely
essential in the required prioritization process that will determine what chemicals and
products will be subject to the safer consumer products regulations. Our industry is already
subject to several regulations that are issued by various federal and state regulatory bodies.
Some of these regulatory bodies are:

U.S. Environmental Protection Agency (EPA)

U.S. Department of Energy (DOE)

California Energy Commission (CEC)

South Coast Air Quality Management District (SCAQMD)
California Air Resources Board

We recommend that DTSC account for the regulations issued by the organizations mentioned
above in order to avoid placing an unnecessary burden on our industry through regulatory
duplication. Regulatory duplication for any product should be a straightforward question — is the
potential health or environmental impact from the chemical in the product regulated by another
agency or not? Where that is the case, by definition any action by DTSC would be regulatory
duplication and should be avoided. As an example, § 69501.1.(a)(3) of the proposed regulations
defines greenhouse gases like hydrofluorocarbons (HFCs), nitrogen oxides and nitrous oxides
(NOX) as air contaminants that have adverse impacts on air quality. The proposed regulations
state that these “contaminants” have the ability to result in adverse public health and have
ecological, soil, or water impacts. On what basis did the department include this language in the
proposed regulations? What research study provides a basis for classifying greenhouse gases
as air contaminants? Additionally, the fact that this section lists various greenhouse gases
suggests that DTSC has not yet accounted for the existing federal and state regulations on
greenhouse gases. HFCs are currently regulated by the EPA and have never been classified by
EPA as air pollutants. On October 30, 2009, EPA published a final rule with respect to the
mandatory reporting of greenhouse gases that requires the reporting of annual emissions of
certain HFCs (74 FR 56260). On March 12, 2004, EPA issued a final rule on venting and sales
of refrigerant substitutes (69 FR 11946). The rule sustains the Clean Air Act prohibition against
venting HFCs. DTSC should recognize EPA’s efforts with respect to HFCs and remove all
references to HFCs from the safer consumer products proposed regulations, so that
unnecessary regulatory duplication can be avoided.


http://www.epa.gov/ghgreporting/documents/pdf/2009/GHG-MRR-FinalPreamble.pdf
http://www.gpo.gov/fdsys/pkg/FR-2004-03-12/pdf/04-3817.pdf
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AHRI appreciates the opportunity to provide these comments. If you have any questions
regarding this submission, please do not hesitate to contact me.

Sincerely,

Aniruddh Roy

Regulatory Engineer

Air-Conditioning, Heating, and Refrigeration Institute
2111 Wilson Boulevard, Suite 500

Arlington, VA 22201-3001, USA

Phone 703-600-0383

Fax 703-562-1942

aroy@abhrinet.org



mailto:aroy@ahrinet.org

11/705/2012 MON §:4l FAX . oeos/ozr

.

BOEING

Ajrlines for America”
We Connect the World

Qctober 11, 2012

Submitted Via Email:

Krysia Von Burg, Regulations Coordinator
Regulations Sectian

Departrnent of Toxic Substances Control
P.0. Box 806

Sacramento, CA 65812-0806
geregs@dtsc.ca.gov

RE: Comments on Proposed Safer Consumer Products Regulations (Proposed New Chapter 55,
division 4.5 of Title 22, California Code of Regulations)

Department Reference Number: R-2011-02

Office of Administrative Law Notice File Number: Z-2012-0717-04

To Whom It May Concern:

Airlines for America (“"A4A”) and The Boeing Company appreciate this opportunity to
submit carmments on the Department of Toxic Substances Control (“DTSC”)'s proposed Safer
Consumer Products Regulations (“proposed regulations”). AdA is the principal trade and service
organization of the U.S. airline industr\,f.1 its membar airlines and their affiliates transport more
thzn 90 percent of all U.5. airline passenger and cargo traffic. :

The Baeing Company is the world's leading aerospace company and the largest
manufacturer of commercial jetliners and military aircraft combined. Additienally, Boeing
designs and manufactures rotarcraft, electronic and defanse systems, missiles, satellites, launch

" vehicles and advanced information and communication systems. The company also provides
numerous military and commercial airline support services.

AdA, its mambers, and Boelng take environmental protection seriously and we have a
strong record of advancing envirpnmental prataction within our operations and throughout our
respective supply chalns, Qur achievement has largely been the result of a relentless
commitment to innovation and efficiency improvement, a commitment that extends to the
green chemistry arena. Accordingly, we generally support the goals of this regulatory initiative.

! The members of A4A are: Alaska Alrlines, Inc., American Airlines, Inc., Atlas Air, Inc., Delta Air Lines, Inc.,
Federal Express Corparation, Hawalian Alrlines, JetBlue Airways Corp., Southwast Airlines Co., United
Airlines, Inc., United Parcel Service Co., and US Airways, Inc. Air Canada is an associate member.



11/05/2012 MON 9:41 Fax

Like all regulatory schemes, however, the proposed regulations must be structured to mesh
with the existing legal structure governing aviation. The defining characteristic of our industry is
that safety is our core mission and cannot be compromised. To help ensure the safety of air
transportation, the Federal Aviation Administration (“FAA”) was granted exclusive authority to
specify the requirements under which U.S. aircraft and aircraft components are approved,
aircraft maintenance is performed, and aircraft are operated. Aircraft operators are required by
law to operate under these strict controls and attempts by states to regulate aircraft operations
have consistently been struck down by the courts under the dactrine of federal preemption.?

It also is critical to understand the importance of aviation to the California economy and
the nation as a whole. The FAA reports that commaercial aviation is ultimately responsible for
4.9to0 5.2 percent of U.S. gross domestic product {“GDP”) and helps generate 51.2 to $1.3
trillion in annual economic activity, $370 to $405 billion in annual personal earnings and 9.7 to
10.5 million jobs.? Aviation is even more important to the California economy:

* In 2009, aviation drove 4.8% of California’s GOP and accounted for about 1.1 million
jobs, about 5.5% of total employment in the state.

* "[ln 2008, a]cross all states, a total value of $562.1 billion in goods was transported by
air. California ranked highest with $101.4 billion [or, 18% of the national total) **

»  “{in 2008, t]he value of domestic alr freight from California accounts for about one-fifth
of the value all domestic shipments, or $39 billion.”®

* According to U.S, Department of Commerce, nearly half of all exports from California
are shipped by air. Together, California imports and exports shipped by air were valued
at over $160 billion in 2011 (about $440 million per day).”

s Within the State of California, Boeing is the largest manufacturar with about 21,000
employees.

? Courts have consistently held the Federal Aviation Act of 1958 creates a “unifarm and exclusive system
of federal regulation” of aircraft that preempts state and local regulation. Burbank v. Lockheed Air
Terminal, Inc,, 411 U.8. 624, 639 (1973); see also Amerlcan Airfines v, Department of Transp., 202 F.3d
788, 801 {Sth Cir, 2000) {aviation regulation s an area where “[flederal contral is intensive and exclusive”)
{quoting Northwest Airlings, fne. v. Minnesota, 322 U.5. 292, 3030 (1944)). This pervasive federal
regulatory scheme extends not only to aircraft in flight, but also to aireraft-related operations on the
ground. In addition, the Alrline Deregulation Act {"ADA”) precludes states from “enactiing] or
enforcefing] 2 law, regulation, or other provision having the foree and effect of law related to 2 price,
route or service.” 49 U.5.C. § 41713(b){1). '

* FAA, The Economic Impact of Civil Aviation on the U.5. Economy {August 2011}, ovailable at;
Jfwww faa.gov/air traffic/publications/media/FAA Econamlc_Impact Rpt 2011 .pdf,

“id. 3t p. 8.
% 1d. at p. 40.
S 1d,

’ Percentages are based on value of shipments. See U.S. Dept. of Commerce, International Trade
Administration State Impert Data (http://tse.export.gov/stateimports/TSIREports.aspx?DATA=) and State
Export Data (http://tse.export.oov/TSE/TSEReports.aspx?DATA=SED).

gove/021
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* Boeing has about 4,100 suppliers/vendors, supperting an estimated 200,000 direct and
indirect jobs. The goads and services purchased from these suppllers/vendors are
worth more than $6.8 hillion to the California economy.

e Boeing also has more than 56,000 retirees in the state and contributed mare than §11.3
million to California charities.®

We understand that the purpose of the present regulatory proposal is to establish a
structure for future regulation. It is difficult to assess the ultimate impact of such a scheme, for
example, before the chemicals of concern and priority products are determined. However,
ensuring that essential considerations are built into the structure of the regulation from the
beginning is vital to the long-term viability of this regulation. Most fundamentally, this means
recognizing safety is the aviation industry’s overriding imperative® and the limits of the State’s
authority under federal law.

B Executive Summary

As discussed in greater detail below, the proposed regulations are preempted as applied
1o aviation. Courts have long held that the Faderal Aviation Administration Authorization Act
{“FAA Act”) and its implementing regulations create a “uniform and exclusive system of federal
regulation” of aviation safety that preempts state and local regulation.’® Further, the Airline
Deregulation Act ("ADA”) expressly prohibits statas fram enacting or enforcing any law related
to a “price, route, or sarvice” of an air carrier,

We therefore request that DTSC, consistent with its authorizing legislation™ and its

stated intent to aveid “duplicat[ion of] or conflict with existing federa! law”™: (1) acknowledge

in the final regulations, or in the rulemaking record, that the State is preciuded from regulating

® Based on 2011 annual data,

* For example, General Electric recently discovered that their decision to use a new, lawer |ead coating on
certaln jet engines caused cracks on the engine shafts. See Croeks Spur Board to Urge Check of Dreamliner
Engines, N.Y. Times, Sept. 14, 2012. Reports indicate that the coatings were Intenced to keep molsture
off the threads of the engine shaft, however, the lower-tead cpating had actually sealad in maoisture,
which weakened the steel when it came under pressure. http://www nytimes.com/2012/08/15/

business/national-transportatign-safety-board-urges-frequent-inspactions-of-ge-engines himl As a result,
several 7875 were removed fram service and/or had their engines replaced until the cracking could be

corrected, potentially affecting rates, routes, and services,

® Burbani v. Lockheed Air Terminal, Inc., 411 U.5. 624, 639 (1973); see alsc American Airfines v.
Department of Transp., 202 F.3d 788, 801 (5th Cir, 2000} {aviation regulation is an area where “[flederal
control [s Intenslve and exclusive”) {quoting Northwest Airfines, Inc, v. Minnesota, 322 \).5. 292, 3030
{1944)). .

Y California Health & Safety Code § 25257.1(b) (“This article does not authorize the Department to
supersede the regulatory autharity of any other department or agency.”)

2 Initial Statement of Reasons (“{SOR”) for the California Green Chemistry Froposed Safer Consumer
Product Alternative Regulations (R-2010-05) at p. 10,
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aviation; {2) acknowledge that the State cannot identify products used to maintain, service, or
repair aircraft and related equipment as “priority products”; and, (3) revise specified definitions
and operative provisions in the proposed regulations accordingly, as set forth harein.

It As Reinforced by its Autharizing Legislation, DTSC is Preempted from Regulating
Aviation.

DTSC has stated that it does not intend to promulgate regulations that “duplicate ar
conflict with federal law,”™ a statement which s entirely consistent with California Health &
Safety Code section 25257.1(b). This section specifies that the statutory article “does not
autharize the department to supersede the regulatory authority of any other department or
agency.” To act within the authority conferred under the California Green Chemistry legislation
and consistent with federal law, it is critical to understand the preemptive effect of federallaw.
Itis particularly important with respéct to the aviation industry.

A. The FAA Act preempts the entire field of aviation safety.**

The FAA Act provides that “[t]he United States Government has exclusive sovergignty of
airspace of the United States.”™ The principal objectives of the FAA Act are to promote safety
and efficiency and the development of air commerce.’® To achieve the statutory purposes of
the FAA Act, Congress pravided extensive and glenary authority to the FAA to implement these

B |SOR at.p. 10.

“ Article VI of the United States Constitution pravidas that tha laws of the United States “shall be the
supreme law of the fand . . . anything in the constitution or laws of any state to the contrary
notwithstandlng.” Federal law may supersede state law in several different ways. Congress may preempt
state law through exprass statutocy terms or “exprass preemption.” Japes v. Roth Packing Company, 430
U.5. 519, 525 (1977). Alternatively, Congressional intent to preempt state law in a particular field may be
inferred from a scheme of federal regulation "so pervasive as 1o make reasonable the inference that
Congress |eft no room for the State to supplement it,” and where the state law touches a field in which
the federal interest is so dominant that the federal system will be assumed to preclude enforcement of
state laws on the same subject. Pocific Gos and Efectric v, State Enargy Resources Conservotion &
Developrment Cammission, 461 U.5. 190,203-204 (1983). This is known as field pregmption. In areas
where Congress has not completely displaced state regulation, federal law may nonetheless preempt
state law to the extent it conflicts with federal law, either because compliance with beth federal law and
state regulations is "a physical impossibility” {Florida Lime & Avocado Growers, Inc. v. Paul, 373 U5, 132,
142-43 {1963)}) or because the state law stands “as an gbstacle to the accomplishment and execution of
the full purposes and objectlves of Congress.” Hines v. Davidowitz, 312 U.5. 52, 67 (1941}, This is known
as conflict preemption. In addition ta preemption, the Commerce Clause of the U.S, Constitution places
limits on the amount of regulatory control that DTSC may exert over commerce that takes place whally
outside the state. See CTS Corp. v. Dynomics Corp. of America, 481 U.5. 69, 88-89 (1987); see also FHeoly v,
Beer Inst.,, 491 1.5, 324, 336 (1989). To the axtent that the proposed regulations had the practical effect
of controlling conduct beyond the boundaries of the State (e.g., the design, manufacture, or operation of
aireraft out of state and/or the purchase and use of chemicals in out-of-state operations for alreraft that
may aperate in California), these cauld unduly burden interstate commerce.

¥ 29 U.5.C. § 40103(a).
49 U.S.C. § 40101 et seq,
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objectives.”” The FAA has exercised this authority by promulgating regulations that broadly
regulate aircraft and passenger safety.® This extensive body of federal regulation leaves no
raom for states to establish or impose aireraft or passenger safety requirements different than
or in addition t0 the federal requirements. In Montalvo v. Spirit Airfines, the Ninth Circuit Court
of Appeals held, “[TIhe FAA preempts tha entire field of aviation safety through implied field
preemption. The FAA and regulations promulgated pursuant to it establish complete and
thorough safety standards for air travel, which are not subject to supplementation by, or
vatiation among, state Jaws.”**

In City of Burbank v, Lockheed Air Terminal, the Supreme Court ruled that the FAA Act
preempted local regulations that intruded upon the free flow of aircraft on the ground and in
the air,2® The Court conciuded that under the FAA Act, “the delicate balance between safety
and efficiency . . . and the protection of persons on the ground” imposed by federal aviation law
“requires a uniform and exclusive system of federal regulation if the congressional abjectives
underlying the Federal Aviation Act are to be fulfilled.”* The pervasive nature of this scheme of
federal regulation led the Court to conclude that Congress had Intended to fully preempt the
field of aircraft operations. According to the Court:

Federal control is intensive and exclusive. Planes do not wander abaut in the sky like
vagrant clouds. They move only by federal permissien, subject to federal inspection, in
the hands of federally certified personnel and undar an intricate system of federal
commands.?

Courts hrave consistently adopted this preemption mode! 10 invalidate or limit state laws
regulating aircraft operation, including laws that were not specificatly directed at aviation, but
which nonetheless regulated aircraft flights indirectly.”

Y see .9, 49 U.S.C. §§ 60203, 44502, and 44721.

*® See e.g,, 14 C.F.R. Parts 21 (certification procedures for products and parts), 25 (airworthiness
standards: transport category zirplanes), 33 {airworthiness standards: aircraft angines), 39 (airworthiness
directives), 43 (maintenance, preventative maintenance, rebuilding, and aiteration), 61 (certifleation:
pilats, fllght instructors, and ground instructors), 63 (certification: flight erewmembers other than pifots),
65 {certification: airmen othar than flight crewmembers), 91 (general operating and flight rules), 113 (
certification: air carriers and commercial operators), 121 (operating requirements: domestic, flag, and
supplemental operations), 145 (repair stations),

* Montaivo v. Spirit Arlines, 508 F.3d 464, 468 (9th Cir, 2007) (emphasis added).
® city of Burbanic v. Lockheed Air Termingl, Inc., 411 U.5, 624, 639 {1973),

a1 ’

.

2 1d, at 633-34 (quoting Northwest Airlines, Inc. v. Minnesota, 322 U.S. 292, 303 (1944) (Jackson, 1.,
concurring)).

B g.g., Montalvo v. Spirit Airfings, 508 F.3d 464, 468 (9th Cir. 2007); U.S, Airways, Inc. v. O'Donnell, 627
F.3d 1318, 1326 (10th Cir.2010); Greene v, 8.F, Goodrich Avionics Sys., inc., 409 F.3d 784, 795 (6th
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FAA oversees every aspect of aircraft design, engineering, and maintenance, approves
aircraft design and requires certification aircraft meet approved design and astablishes stringent
mandates governing ongoing maintenance and modification of aircraft. FAA regulations
establish detailed requiremants applicable to virtually every part and product used on or in the
maintenance of aircraft that can take the form of performance standards applicable to parts and
products used on aircraft.” Requirements in FAA regulations can also specify or limit the use of
certain chemicals.®® The point is that FAA has plainly preempted the field and DTSC is precluded
from issuing “supplementing” regulations; DTSC retains no authority to act in this sphere, even if
the FAA has not acted to regulate a specific chemical or product.

Preemption applies in the aviation context evan where the FAA has not specifically
addressed the issue targeted under state law. For example, in Montalve, the court held that
plaintiffs could not maintain negligence ctaims against the airlines for their allaged failure to
warn passengers of the risks of developing deep vain thrombosis, because, even though FAA
regulations da not address such risks, federal law preempts the entire field of aviation safety.
Similarly, DTSC is preempted from regulating aviation safety under the proposed regulations,
refated to reducing consumer exposure to chemicals from products, even if federal
requiremants do not relate to the precise issues covered [n the regulations. In the present
context, preemption of State authority 1o regulate the use of certain chemicals or products used
in gircraft or aircraft maintenance does not depend on the presence of federal regulations that
specifically address chemicals ar products.®®

Cir.2005); Abdulloh v, Am, Airfines, Inc., 181 F.3d 263, 367-68 (3d Cir.1999); French v. Pan Am Express, Inc.,
869 F.2d 1, 5 (15t Cir.1989).

¥ £ 9., 14 CFR 25.735(b)(2} (requiring “[fJiuid lost from a brake hydraulic system following failure . . . is
insufficient to cause ar support a hazardous fire on the ground or in flight”); 14 CFR 25.733(g} (requiring
"whaels must be inflated with dry nitrogen or other gases shown to be inert so the gas mixtura in the tire
does not contain oxygen in excass of 5 percent by volume”); 14 CFR Part 25, Appendix F (detalling fire
resistance standards applicable te 2 wide varlety of aircraft parts, Including interior ceiling and wall
panals, floor covering, textilas, seat cushlons, padding, decorative and non-decorative coated fabrics,
leather, trays, galley furnishings, partitions, galley structure, large cabinet walls, structural flooring,
electrical conduit, air ducting, joint and edge covering, clear plastic windows and slgns, materials used in
the construction of stowage compartments, etc.)

* £.g., 76 Fed, Reg. 77367-69 {requirlng use of “alodined rub strips”).

*® Even in the tort context, an area of law traditionally within the pelice powers of the states, courts have
recognized that the FAA Act preempts state standards of care relating to aviation safety. E£.q., Abdulla,
181 F.2d at 371 {finding that even when there is no specific federal provision or regulation governing air
safety, the ganeral standard of care In FAA Act regulations prohibiting the "careless or reckless” operation
of an alrcraft preempts “any state or territorial standards of care relating to aviation safety”) (emphasis in
original); Curtin v. Fort Authority of New York, 183 F. Supp. 2d 654, 668-671 {S.D.N.Y. 2002) {finding that
the standard of care in a negligenca action relating to aviation safety is a matter of federal, not state, law
given that FAA Act regulations set cut a "general standard of care" for the aviation industry supplemanted
by "an array of specific safaty standards”).
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B. The ADA expressly preempts any state regulation that significantly impacts airline
rates, routes, or services,

In addition to implied field preemption under the FAA Act, the ADA expressly prohibits
statas from enacting or enfarcing any Yaw “related to a price, route, or service of an alr
carrier¥ The U.S. Supreme Court has interpreted the term "related to” broadly to preempt all
stata laws that have “a connection with or referance to” airline prices, routes, or services.”® in
Morales v. Trons World Airlines, Inc., the Supreme Court found that a state’s enforcement of
fare advertising guidelines was preempted as applied to airline fare advertising bacause the
obligations imposed by the guidelines severely burdened the airdines’ ability to place restrictions
on lowar priced seats and to advertise lower fares.”® The Morales decision made clear that a
state law need nat expressly address the airline industry or be specifically designed to affect it;
as long as the law has a connection with airline prices, routes or services, preemption of the law
is mandated under the ADA.

In Rowe v, N.H, Motor Transportation Associotion, the Supreme Court recently
reaffirmed Moroles and its broad interpretation of ADA preemption,” The state law at issue
sought to compel tobacco retailers to use a “delivery service” that provided certain assurances
about the recipients of the tobacco purchases. The Supreme Court held in Rowe that: (1) state
laws “having a connection with, or reference to carrier rates, routes, or services are pre-
empted”; {2} “such pre-emption may occur even if a state law’'s effect on rates, routes or
services is only indirect”; (3} “it makas no difference whether a state Jaw is consistent or
inconsistent with federal regulation”; and (4) “pre-emption occurs at least where state laws
have a ‘significant impact’ related to Congress’ deregulatory and pre-emption-related
objectives.”?*

n, Consistent with its Authorizing Legislation, DTSC May Not Regulate Aviation as
Contemplated hy the Proposed Regulations,

Given the “intensive and exclusive” fedaral control noted above, DTSC cannat apply the
proposed regulations to aviation because federal law preempts the entire field of aviation
safety.” :

¥ 49 U.5.C. § 41713(0){2).

% Morales v. Trans World Airfines, Inc,, 504 U.5. 374, 384 {1992).
 1d. at 388-90.

* 1d. at 386.

* Rowe v. N.H. Motor Transp. Ass’n, 128 S. Ct, 989 (U.S. 2008).
* 1d. at 995 {internal quotation marks omitted).

* |n contrast ta conflict preemption, which applies only ta the extent that a state law conflicts with
federal law or stands in the way of effectuating the purpose of the federal law, field preemption zpplies
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A. Preemption applies to aircraft and operation of aircraft,

To the extent that the proposed regulations could regulate aircraft owned or operated
by the aitlines or sale by airlines of air transportation services as “consumer products,” they
would be piainly preempted. In particular, the proposed regulations could be interpreted as
authorizing the impasition (in certain clrcumstances specified in § 89506.5) of restrictions on the
settings in which a product may be sold or used, the form in which a product may be sold, who
may purchase or use a product, and “any other use restriction” that reduces the amount of
chemicals of concern in the product or reduces the abllity of the product to cause an exposure.

Any restrictions on chemicals ar materials in aircraft used by aitiines to transport
passengers would require airlines to cease routing aircraft containing these chemicals into the
state, a result that would clearly have a significant impact on rates, routes and services, as well
as aircraft operations. As such, the ADA would preempt the proposed regulation due to its
direct relation to airline prices, routes or services™ and under the FAA Act due to its
impermissible encroachment into or supplementation of FAA's regulation of aircraft operations
and safaty.

B. Preamption applies to aircraft parts and components and aireraft maintenance,

The FAA, exercising its exclusive jurisdiction over aircraft safety, certifies aireraft and
aircraft components. In order to operate a U.S. registered afrcraft in any airspace, FAA requires
that the aircraft maintain an Airworthiness Certificate,®® As one part of maintaining
certification, an aireraft must comply with all applicable Alrworthiness Directives {“ADs”) that

 FAA adoapts over the aircraft’s service life® ADs are rules ssued by FAA that direct actions
necessary to ensure that aircraft remain at or above their certified level of safety. The ADs
prescribe specific ingpections, repairs, modifications, maintenance, and/or aperating
procedures.”’ Alrworthiness Directives, including referenced manufacturer Service Bulletins or
Instructions for Continued Airworthiness {"ICAs"), are explicit regarding the actions to be
performed and materials to be used.™ ADs address the full range of aircraft parts and

more broadly based on the inference that Congress intended to occupy the entlre field at the excluslon of
state regulation in the same area.

EL] A . - .
In the present cantext, air transportation is a service, not a praduct,

*To obtain and maintaln an airworthiness certificate, the operator must ensure that the configuration of
the aircraft, including all related products or articles, are consistent with the FAA-approved specifications.
See FAA Qrder No, 8130.26, sections 200{a) and 4002(a) (Aug. 31, 2010).

% See jd, at section 4002(a)(9).

* see FAA database of Current Airworthiness Directives by Make, ovailable at http://rel.faa.gov/
Regulatory and Gyuidance Library/rgAD.nsf/Frameset?QpenPage.

* 1d, An ICA is a manual or set of manuals that a manufacturer must provide along with an aircraft,
aireraft part, or other associated product. 1CAs must Include servicing Information with instructions
covering topics including, but not limited to, servicing parts, task capacities, types of fluid to be used,
applicable pressures for the various systems, access panals for inspection and servicing, lubrication peints,
and types of lubricants to be used. '
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components, from aircraft engines and skins to aircraft furnishings, insulation, and coffee
Ex)
makers.

To the extent the proposed regulations would impede the use of products necessary or
mandated for aircraft malntenance and safety, the regulations would also be preempted under
the ADA as an impermissible state law relating to prices, routes or services.*® The U.S. Supreme
Court has concluded that where a state law has a “significant impact” on airline prices, routes ar
services, it is preempted under the ADA, aven if the law Is nat specifically designed to affect the
alrline industry and has only an indirect affect on prices, routes or services.™

The zirlines must be able to maintain access to spare parts, supplies, and other
materials that support the safe flight and operation of aircraft, Under FAA regulations, airlines
are required to have these items available at all points along their service route as necessary for
the proper servicing, maintenance, and preventative maintenance of airplanes and auxiliary
equipment.”? Interruptions to airlines’ access to, use of, ar price paid for service and
malntenance products resulting from state regulation would impact the airlines’ abllity to offer
required service in California. Hence, any regulation which may impair the airlines’ ability to
procure materials needed to perform required serwce, or which has the effect of driving costs of
said items up, is expressly preempted by the ADA.*

Given fedaral preemption in the field of aviation safety, preemption of state regulations
affecting routes, rates and services, and the clear limitation on the Department’s rulemaking
authority under Section 25257.1(b), we respectfully request that DTSC:

(1) Provide a categorical exemption for aviation:

a. Exclude “federally certified products” from the definition of consumer product by adding
the following language:

§ 69501.1{a)(22){D} “Caonsumer product” or “Product” does not mean a "federally
certified product.”

And,

§ 69501.1{a)(XX} “Federally certified product” means:

¥ See FAA database of Current Airworthiness Directives,

* Morafes v. Trans World Airlings, Inc, 504 U.S. 374, 384 {1992).
“* Rowe ot 364; Morales at 390.

“ See e.9., 14 CFR §121.105.

“* Regulation that prohibits or makes it more challenging to perform nan-essential aircraft maintenance in
California also has the effect of moving these operations, and associated jobs, out of state.
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.  Aproduct manufactured in accordance with a design certified or approved by the
Federal Aviation Administration or the Department of Defansa:

ii. A prodyct that is used as a replacement part or component of a product identified in
{3} or,

iii. Aproduct identified in a federally certified program or procedure for the repair or

majntenance of a product Identified in (a) or {b),

b. Add new language to the final regulation recognizing the limitations on DTSC's authority
to impose requirements related to aviation safety Specifically, section 69501 should be
revised as follows:

§ 69501, Purpose and Applicability.

{b}{1) Except as provided in paragraphs (2}-aad, (3), and (4), this chapter applies to all
cansumer products placed Into the stream of commerce in California.
... {4) this chapter does not apply to any consumer product that is required to be

certified or aoproved far such use by the Federal Aviation Administration_or the

Department of Defense.

¢. Include language (n the Final Statement of Reasons (“FSOR”) acknowledging Supreme
Court and Ninth Circuit Court of Appeals precedent on federal preemption of the field of
aviation safety.”

d. Include language in the FSOR acknowledging that the ADA expressly preempts state
laws that relate to airline rates, routes, or services.!

{2} Clarify that the Regulations Cannot Apply to Operation of Aircraft or the Sale of Air
Transportation Servicas,

In the ahsence of a categorical exemption applicable (o aviation, DTSC must at least
canfirm that air transportation services and aircraft used to provide same are not “consumer
products” within the scope of the Safer Consumer Products Regulations, by adding the
following language to section 69501.1:

§ 69501.1(a)(22}{X)_“Consumer product” or “Product” does not include (i) the sale of
transnortation services, such as transportation by air, vessal, vehicle, or rail; or the
aircraft, vessel, vehicle,_or train used by a service provider to orovrde such

transportation,

In the absence of a categorical exemption applicable to aviation, DTSC also must clarify
that aircraft operators would not be considered “importers” of aircraft based on their operation
and movement of aircraft across borders for the purpase of providing transportation services,
and that aircraft operators would not be considered “importers” of products {e.g., replacement

“ See e.g., Burbank v. Lockheed Air Terminal, Inc., 411 U.S, 624, 639 (1873); Montalva v. Spirit Airlines,
508 F.3d 464, 468 (Ith Cir. 2007).

* See 49 US.C. § 41713{b)(1).

10
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parts or maintenance supplies for aircraft and associated equipment} for use in its own
workplaces when the operator dogs nat sell or distribute these products to “consumers.”
Specifically, we respectfully request that DTSC Revise Section 69501.1{a)(35), as follows:

§ 69502.1(a)(35) “Impart” means to bring, or arrange to bring, a consumner product into’
the United States for purposes of placing the product into the siream of commerce.
“Import” includes reimporting a consumer product manufactured or processed, in
whole orin part, in the United States. Aircraft (or any aircraft part or component),
vessels, vehicles, and other equipment are not “imported” if they cross borders

incidentsl to, or for the purpase of_providing transportation services. ...

If aircraft were considered to be within the scope of cansumer products, the change
above is necessary. Otherwise, nearly every aircraft operator would be an “importer” and
hence, responsible party with regard ta the aircraft in its fleet, simply by virtue of crossing U.S.
borders in connection with provision of air transportation serviges. If the above language is not
included in the final regulation as requested above, DTSC should at least explain in the FSOR
that the operation of aircraft into or aut of the United States would not constitute the “import”
of such aircraft, nor would it constitute “import” of any part or component thereof.

Similarly, we respectfully request that DTSC include the following sentence at the end of
Section 69501.1(a)(35):

A person does not become an importer for purposes of these regulations, by imparting

pragducts only for use in its own workplaces, and not to sell or distribute to consumers.

As noted previously, FAA requiras airlines to have certain parts and supplies in stock at
g¢ach repair facility and available for use at any airport for unscheduled maintenance activities.
If aviation were regulated under the proposed regulations, the revision shown above is
hecessary; otherwise, an airline would become an importer, and hence a responsible party, with
respect to products which it is mandated by aw to keep in stock for use by its emplayees or
contractors in servicing the aircraft.

{3) DTSC Must Require Consideration of the Preemptive Effect of Federal Law in the
Determination of Priority Products.

Specifically, sections 69503.2(a}(3} and 63501.1 should be ravised as follows:

* The proposed regulation does not take account of field preemption ar express preemption. Froposed
section 69503.2{a)(3) requires DTSC to consider only the extent to which faderal requiraments “address,
and provide adequate protections with respect 1o, the same adverse public hea'th and environmenta!
impacts and exposure pathways that are being considered as a basis for the product being listed as a
Pricrity Product.” This proposed language does not consider that under both field and express
preemption, state action may be preempted even if federal regulatlon does not address the same issues
or impacts that are targeted by the state regulation. See sections [ {A) and (B), above, and FN 14.

11
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§ 69503.2(3){3) Other Regulatory Programs. The Department shall cansider the scope
aof other California and federal laws, and international agreements with the force of
domestic law, under which the product or the Chemical(s) of Concern in the product
is/are regulated, and the extent to which these other regulatory programs (Al preempt
the regulation of the product; (8) impose specifications or certification requirements on
the product; (C) are subject to requirements related to classified information and
information subject to limitations on the basis of hational security; and/or, {D} address,
and provide adequate protections with respect to the same adverse public health and
environmental impacts and exposure pathways that are being considered as a basis for
the product being listed as a Priority Product. The Department shall not :denufv any
“federally certified product” as a “priority product.”

§ 69501.1{a)(XX) “Federaliy Certified Product” means:

a} A praduct manufactured in accordance with a design certified ar approvad by the
Federal Aviation Administration or the Department of Defense;

b} Aproduct that is used as a replacement part or component of a product identified in
(a);or _

¢} A product identified in a federally certified program or procedure for the repair or
maintenance of a product identified in {a} or (b).

v, Additional Clarifications Needed in the Regulations

Irrespective of DTSC's views on federal preemption, the following additional issues need
to be resolved regarding functionat acceptability, public safety, and the definitions for the terms
“manufacture,” “retailer,” “functionally acceptable” and "technically and economlcallv feasible”

alternatives,

A. DTSCshould revise propoesed Section 69501.1(2){40)"-(41) to clarify that aircraft
operators would not be considered “manufacturers” of aircraft based on their
repair or installation of standardized companents on aircraft (even if such actien
resulted In the addition/replenishment or increased concentration of a chemical
of concern).”*

7 proposed section 69501.1(a)(40) defines “manufacture” to mean make, produce, or assemble. The
section goes on to explzin that “manufacture” dees not include (A) repair or refurbishment of an existing
consumer product, (B} installation of standardized componeénts ta an existing consumer product, o, |C)
making non-material alterations tc an existing consumer product, unfess the action results in the addition,
cr increased concentration, ar a Chemical of Concern, or replacemem of a Chemical of Concern, ina
product {Emphasis added.)

*® The FAA certifies alreraft and mandates specific repalr and preventative aircra®t maintenance
procedures. Operators do not have a choice regarding whather to do aircraft maintenance or repalirs, nor
do they have a chaice regarding the materials with which these procedures are performed. Hence, it does
not make sense to classify operators as “manufacturers” based on performance of required duties,
particularly since they do not have the freedom to modify protocols for exlsting aireraft, nor do they have
the ability to adopt altarnative alrcraft designs.

12
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Specifically, we respectfully request that DTSC remave the qualifying language from the
definition of “manufacture” in section £9501.1{a)(40), as follows:

§ 69501.1{a)(40) “Manufacture” meansto make, produce, or assemble. Manufacture
does not include any of the following actions, unlessthe actionresults-in-the-addition,

{A) Repair or refurbishment of an existing consumer product;
(B} Installation of standardized companants to an existing consumer product; or
{C) Making non-material alterations to an existing consumer product.

The Initial Staternent of Reasons {*ISOR") accompanying the proposed regulation
discusses the intent of the exclusion of repair, refurbishment, replacement parts, and alterations
from the definition of “manufacture” as follows: “Existing products, especially durable goods,
may need to have replacement parts available for service, repair and maintenance. By allowing
these three exclusions, repair and maintenance of existing products can continue without the
involvement of this regulatory program.” We agree with the sentiment of this provision.”

However, the addition of language that would make repair, refurbishment, installation
of replacement parts, or non-material alterations fall into the “manufacture” category if they
“rasult[ed] in the addition, or increased congentration, of a Chemical of Concern, or
replacement of a Chemical of Concern” is extremely problematic. This language could
effectively render the exclusions without effect. For example, under this modified definition, an
aircraft operator’s use of 8 maintenance product containing a chemical of concern to perform
mandatory maintenance could potentially render the gperator a “manufacturer” of aircraft.
This resultis inconsistent with DTSC's stated intent in the ISOR.

B. DTSC should revise proposed Section 89501.1(a)(55) to clarify that “retailer” does
not include a person who purchases products {e.g., replacement parts or
maintenance supplies) for use in its own workplaces and who does not sell or
distribute these products to “consumers.”

Specifically, we respectfully request that DTSC revise section §9501.1{a)(55), as follows:

§ 69501.1{a)(56) “Retailer” means a person to whom a consumer product is delivered
or sold for purposes of sale or distribution by the person to a consumer. "Retailer” does
not include a person to whom a product is deliverad or sold for purposes of use by the
person or one of their employeas or contractors, if the product will not be sold or
distributed to customers.

As referenced above, aircraft operators are mandated to keep specified service, repalr,
and maintenance products on hand for use by their repair technicians. If there is not a pravision

* |SOR at 28-29,

13
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to address this, airlines would be considered “retailers” for all of the products they are required
to stock in order to meet faderal requirements,

€. DTSCshould revise proposed Sections 69501,1{2){31), 69505.4(a}(2){B)(3), and
£9506(a) to clarify tha meaning of “functionally accaptable” and Include
conslderation of functienal acceptability in the Alternatives Analysis and
Regulatory Response Sectlons,

Specifically, we respectfully request that DTSC revise sections 69501.1(a}{31),
£9595.4(a){2){B}(3), and 69506(a} as follows:

§ £9501.1{a}{31) “Functionally acceptable” means that an alternative product meets
beth all of the following requirements;
{A) The product complies with all applicable legal requirements;

(B)

At a¥a n-boro 80340 Iy 2Tk PV B T s ho-prod )

The product is compliant with all applicable safety standards
approval or certification requirements in the relevant industry;
(C) The product meets other produst criteria applicable to the specific nature of the

product, ineluding but not limited to: durability; and functional performance: and
(D) The product would not create significant administrative or other burdens on the

Department, the responsible entities, the product end-users, or the public including
difficulty in regulatory enforcement.

and regulatory

§ 69505.4(a)(2)(B){3) A determination of whether a functionally acceptable and
“technically and econamically feasible alternative” exists.

§ 69506(a) The Department shall identify and require implementation of regulatory
respanses designed to protect public health and the environment, and maximize the use
of alternatives of least concern, where such alternatives are functionally acceptable and
technically and economically feasible.

D. DTSC should revise proposed Section 69501,1(59} to clarify the meaning of
“technically and ecenomically feasible alternative.”

Specifically, we respectfully request that DTSC revise section 69501.1(59) as fo!lows:

(59) “Technically and economically feasible alternative” means an alternative product or

chemical for which: '

(A) The technical knowledge, equipment, materials, and other rasources avallable in
the marketplace are expected to be sufficient to develop and implement the

~alternative, and to meet consumer demand after an appropriate phase-in period;

ard . :

{B) The manufacturer's operating margin is not significantly reduced; and

{C) There s not an associated material increase in consumey or business costs.

14
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E. DTSCshould revise proposed Section 69506.6(d)(2){(A) to include consideration of
safety in the analysis of product sales prohibitions.

Specifically, we respectfully request that DTSC revise Section 63506,6(d)(2){A) as
follows:

§ 69506.6(d)(2)(A} The overall beneficial public safety, health_econgmic, societal, and
environmental impacts of the product significantly sutweigh the overall adverse public
_health and environmental impacts of the product; and ...

The reason for this modification is that we beliave that befare the DTSC decides to ban or
otherwise restrict a product that the DTSC should consider the purpose the product services and
the potential broader impacts that would be caused by regulating the product. For example,
restrictlons could result in certain businesses needing to relocate outside of the State in order to
conduct needed maintenance or a product may serve a broader safety or societal benefit that
should be considered before deciding to restrict a product for which a safer alternative does not
exist.

V. Economic Impacts

A. Regulatory action by DTSC, such as Iistingé Priority Product, requires DT5C to
comply with California Administrative Procedure Act requirements,

The California Administrative Procedura Act (“APA”) regquires that any agency proposing
ta adopt, arend, or repeal any administration assess the potential for adverse economic
impacts on California business enterprises and individuals. The current proposal largely avoids
the issue of economic impacts based on DTSC's assertion that thesa impacts cannot be
quantified until the initial list of Priority Products is released,™ If this is the case, we ask that
DTSC commit to revisiting the economic impact issues when taking subsequent action, including
but not limited to listing Priority Products.

Waiting until the alternatives assessment or regulatory response phases to consider
economic aspects of the regulation is not acceptable. The listing of a Priority Product is a form
of rulemaking, and as such, DTSC will be operating under APA rulemaking requirements.” The
APA specifies that:

* See a.g,, ISOR at p. 4 {“DTSC has determined that until the initial list of Priority Products is released that
it cannot quantify the number of jobs that may be crestad or eliminated”) and Attachment to the
Economic and Fiscal Impact Statement {Std. Form 399} (“The ‘Econcmic Analysis of California’s Green
Chemistry Regulations for Safer Consumer Products’ does notinclude an estimate of the costs of the SCP
regulations....Itis not possible to estimate the ¢asts to businesses and individuals until implementation is
under way”).

! Every “regulation” is subject to the rulemaking procedures of the APA unlass expressly exempted by
statute. Californiz Government Code § 11346. California Government Code section 11342.600 defines
"regulation” as “every rule, regulation, order, or standard of general application or the amendment,

i5
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{A]ssessing the potential for adverse economic impact shall require agencies... to adhere
to the following requirements ..,

{1) The proposed adoption, amendment, or repeal of a regulation shall be based on
adequate information concerning the need for, and consequences of, proposed
governmental action.

(2) The state agency, prior to submitting a proposal to adopt, amend, or repeal a
regulation to the office, shall consider the proposal's impact on business, with
consideration of industries affected including the ablility of California businesses to
compete with businesses in other states. For purposes of evaluating the impact on the
ability of California businesses to compete with businesses in other states, an agency
shal consider, but not be fimited to, information supplied by interested parties.™

We respectfully request DTSC’s acknowledgement that it will comply with APA
requirements {including, but not limitad to analysis of economic impacts)™ when identifying
Chemicals of Concern, Prierity Products, Alternatives Analysis Thresholds, and Regulatory
Responses.

We alsa request that In DTSC’s consideration of economic feasibility, the Department
look broadly, not just at manufacturers of Priority Products, but also on econamic impacts felt
by other businesses and individuals. Many businesses, including A4A member airlines and
Boeing, would ba significantly impacted if prices of products used or sold by the business
increased or If product relied upon by a business were no longer distributed in California. This
request is consistent with the proposed changes to sectian 69501.1(59} shown in section IV{D),
above.

vI. Conclusion

For the reasons outlined above, the proposed regulations are preempted to the extent
they would: (1) overlap with aviation safety (a field occupied at the federal level by the FAA);
and/or, (2) regulate airline prices, routes, or services (directly or indirectly), We respectfully
request that DTSC recognize the unique character of the aviation sector and reflect that
recognition appropriately in the final regulations and rulemaking recard, We also respectfully

supplement, or revisian of any rule, regulation, order or standard adopted by any state agency to
Implément, interpret, or make specific the law enferced or administerad by It, or to govern its
procedure.”

* california Government Code §11346,3(a}{1)-(2) {emphasis added).

* While it appears in some respect that DTSC intends to follow notice and comment procedures for each
stage of implementation, it is less clear whather DTSC intends to'mest all applicable APA reguirements,
For example, there are sevaral statements in the 1S0R which seem to indicate that rather than respanding
to all comments submitted as part of the Priority Praducts rulemaking, DTSC will look for latitude te
datarmine which comments warrant a response. See e.g. ISOR at 103 and 158, Under the APA, an the
other hand, an agency 13 required to address each comment received, so long as It s directed at the
agency’s proposed action or to the procedures followed by the agency In proposing or adopting the
action. See CA Govt. Code § 11346.9{a)(3}.
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reguest that DTSC consider our comments regarding safety and ecanomic considerations, and
suggested clarifications to certain definitions in the proposed regulation.

Thank you for your consideration,

Sincerely yours,

T2 eetzed

Timothy A. Pohle Michael A, Beasley

Sr. Managing Director Sr. Enviranmental Specialist
Environmentai Affairs Enterprise EHS Strategy Policy Analysis
Airlines for America The Boeing Company
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Moreover, a full environmental impact and multimedia assessment of the rulemaking,
together with a robust Alternatives Analysis (“AA”) and full economic analysis of all feasible
alternatives, is necessary in order for the DTSC to comply with the Statute, the Administrative
Procedures Act (“APA”) and the California Environmental Quality Act (“CEQA™).

The Alliance submitted extensive comments on all prior versions of draft regulations, and
hereby incorporates each of its previous comments by reference in this letter.! Throughout the
regulatory development process, the Alliance has consistently advocated for revisions that will
render the Green Chemistry Regulations more effective, efficient and expedient, while
maximizing the potential for environmental benefits envisioned by the Statute.

I. EXECUTIVE SUMMARY
The Alliance has five major concerns with the July 2012 Proposal:
1. Violation of Health and Safety Code § 25257.1

Health and Safety Code § 25257.1 prohibits the Department from adopting regulations
which limit, duplicate, and/or conflict with the regulatory authority of other departments or
agencies. The July 2012 Proposal does not comply with § 25257.1; instead, it purports to allow
the Department to “consider” other regulatory programs as it implements its own rules. This
language falls short of the clear statutory directive to avoid duplicative or conflicting regulations
and puts the Department in the position of evaluating whether the rules of other agencies
“provide adequate protections” with respect to any issues of concern to the Department. The
rules should be changed to provide a blanket exemption for products already regulated under
existing schemes, including automobiles and their components.

2. Violation of Due Process: The July 2012 Proposal Does Not Comply with
Fundamental Requirements of the Administrative Procedure Act

The July 2012 Proposal sets in motion a piecemeal process whereby the details of
regulatory requirements will be developed through an evolving series of vaguely described
processes, including the posting of lists, work plans, and other “guidance” on the Department’s
website. These yet-to-be-developed documents will have a major impact on the actual tasks that
the regulated community will be expected to perform in carrying out the requirements of the July
2012 Proposal, including the requirement to undertake the critical AAs that are the heart of July
2012 Proposal. All such documents should be subjected to the APA notice-and-comment
process before they are finalized. Otherwise, the public and the regulated community will not
have sufficient information to understand the full scope of the program, which is necessary in
order to provide meaningful and thorough comments. The Department has a legal duty to expose
all aspects of its regulatory program to public comment; it may not relegate key elements to
some uncertain, piecemeal, future process conducted without APA compliance.

! Attachment C to this letter is an index of all previous Auto Alliance comments. We also incorporate by
reference the exhaustive comments submitted by the Durable Products Coalition, European Union, TechAmerica,
American Chemistry Council, Consumer Specialty Products Association, California Chamber of Commerce,
California Foundation for Commerce and Education, and ICF International.
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3. The July 2012 Proposal Is Not Supported By Required Economic Impact
Analysis

The APA requires that a certain set of basic information be provided as a means to
allowing stakeholders to understand how proposed regulations will impact the economy,
businesses and consumers. The Department has not complied with this requirement. The
Department claims that the July 2012 Proposal is too general, vague and open-ended for it to be
able to identify how business would be impacted. While we share the Department’s concern
about the overbreadth and vagueness of the proposed rules, this does not excuse the Department
from the requirement to comply with its statutory duties. Government Code § 11346.3(a)
requires that state agencies proposing to adopt regulations assess the potential for adverse
economic impacts on California businesses and individuals. It requires that a state agency
“consider the proposal’s impact on business, with consideration of industries affected including
the ability of California businesses to compete with businesses in other states.” Cal. Gov. Code
§ 11346.3(a)(2). The agency should prepare an “economic impact analysis that assesses whether
and to what extent” the regulation will affect: creation or elimination of jobs in California,
creation or elimination of existing businesses in California, the expansion of businesses currently
doing business in California, and the benefits of the regulation to the health and welfare of
Californians. Id. at § 11346.3(b).

4, Violation of CEQA

CEQA requires the preparation of a program Environmental Impact Report (“EIR”) prior
to adoption of the proposed regulations. The Statute’s requirement that a multi-media analysis
be prepared unless it is conclusively determined that there is no potential for a significant
adverse effect on public health or the environment is a tacit, if not express, recognition of the real
potential that adoption of Green Chemistry Regulations could result in significant environmental
impacts.

Instead of preparing a programmatic EIR or the necessary multi-media analysis, the
Department relies on a Notice of Exemption which alternatively asserts a statutory and
categorical exemption to which it is not legally entitled. It is critically necessary for the
Department to conduct a programmatic analysis now, so that it can make any modifications to
the July 2012 Proposal that are necessary to address potentially significant environmental
impacts and can analyze reasonable and feasible alternatives to specific provisions of the July
2012 Proposal - or the July 2012 Proposal as a whole - before the regulations are adopted and
enforced.

DTSC attempts to limit the scope of the environmental review required by CEQA to the
Department’s own administrative activities, thereby ignoring any “reasonably foreseeable”
activities that might occur as a result of the Department adopting the July 2012 Proposal. DTSC
implies that the “project” consists merely of DTSC’s “intellectual evaluation and analysis” (i.e.,
Department employees administering the program in an office environment). However, in its
Economic Analysis, its Initial Statement of Reasons and in public statements, the Department
states that it anticipates a growth in green business and overall growth in jobs. The Department
also asserts that having a large list of Chemicals of Concern (“COCs”) will serve as a signal to
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the market to switch out of these chemicals to other product ingredients. If these potential
changes are reasonably foreseeable enough to justify the purported economic benefits of the July
2012 Proposal, then the potential impacts of said changes must be analyzed under CEQA and in
the multimedia analysis that is required under the Statute.

S. Other Substantive Problems with the July 2012 Proposal

A typical automobile has about 30,000 parts, and most individual parts are themselves
composed of multiple materials. Each major automaker works with a global network of more
than 1,000 suppliers. Automakers track over 2,500 substances in a common data system at a
0.1% level which has resulted in over 304 million data sheets and 100,000 system users. While
DTSC acknowledges the complexity of automobiles in its inclusion of the concept of “highly
durable products,” the proposed regulatory steps and structure do not accommodate the unique
considerations of such products.

The July 2012 Proposal also fails to acknowledge the steps that automakers and suppliers
are already taking to identify substances of concern and impose engineering standards that
restrict the use of such substances and prevent regrettable substitutions. This system, now in
place for more than a decade, is already a well-established tool for identifying substances of
concern and imposing engineering standards that restrict the use of substances of concern and
prevent regrettable substitutions.

Finally, the July 12 proposal fails to address the potential for conflict with the stringent
performance, quality, reliability and safety standards that automakers must meet.

In light of the complexity of our products, we have the following concerns with respect to
the workability of the July 2012 Proposal:

A. Chemical Scope

As the Alliance has stated repeatedly throughout the regulatory development process, the
July 2012 Proposal, similar to all previous proposals, does not set forth an achievable scope of
chemicals to be regulated. Although the Statute specifically calls for chemical prioritization, the
July 2012 Proposal does not prioritize. Instead, it calls for an initial COC list of up to 1,200
chemicals and contemplates addressing trace amounts of chemicals (below the 0.1% level). The
scope of chemicals to be regulated is simply not practical, meaningful or legally defensible.

Of particular concern is the DTSC’s plan to include in this list certain naturally occurring
contaminants and contaminants from recycled materials. DTSC’s interpretation therefore
completely dis-incentivizes automotive recycling (e.g., steel) and further discourages the use of
recycled metals and plastics out of concern of likely untraceable and inconsequential levels of
naturally occurring and historic trace materials.

B. Product Scope

The Alliance applauds the Department’s decision to limit the initial scope of products
regulated under the July 2012 Proposal. That said, the definition of “component” remains vague,
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allowing for complex assemblies such as engines to be the subject of an alternative analysis.
Additionally, the petition process provided for in Article 4 of the July 2012 Proposal (and only
recently added to the regulatory scheme) enables the regulation of an endless scope of products
from day one, irrespective of whether said products are on the initial Priority Products list
published by the Department. Given the gravity of the task before the Department, the scope of
products to be regulated must be further refined.

C. Reporting Scope

Put simply, the July 2012 Proposal requires too much from both the Department and
industry. The current draft of the regulations sets forth unworkable reporting obligations that
implicate enormously high compliance costs, and which will require unprecedented amounts of
Department manpower. Examples include the multiplicity of notifications and open-ended data
requests. Moreover, it requires the submittal of information that is unnecessary and the submittal
of which could compromise valuable trade secrets and stifle innovation. Prior to adoption, the
scope of reporting under the July 2012 Proposal must be refined.

D. Regulatory Response Scheme

The July 2012 Proposal sets forth multiple regulatory responses that can be undertaken
by the Department. While some of these potential responses are expressly provided for under the
Statute, many are not. In addition, many would be overly burdensome for both the Department
and industry, and some raise potential conflicts with existing regulatory schemes. These are
discussed in some detail below but include the labeling and end of life requirements. The
regulatory response scheme set forth in the July 2012 Proposal requires further consideration and
revision prior to adoption of the regulations.

II. LEGAL DEFICIENCIES
In addition to textual issues that are described in Section III below, the July 2012
Proposal suffers from a number of significant legal deficiencies. These issues are described

below.

1. Constitutional Violations

A. Ultra Vires and Overbreadth

As a threshold matter, the July 2012 proposal is overbroad. As an illustration of this fact,
the Alliance focuses the Department’s attention on the plain language of the Statute.
Specifically, the plain language of Health and Safety Code § 25257.1:

(a) This article does not limit and shall not be construed to limit
the department's or any other department's or agency's existing
authority over hazardous materials.

(b) This article does not authorize the department to supersede the
regulatory authority of any other department or agency.
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(©) The department shall not duplicate or adopt conflicting
regulations for product categories already regulated or subject
to pending regulation consistent with the purposes of this
article.

The plain language of § 25257.1 directs the Department to develop regulations by
identifying the universe of what is already regulated and drafting in such a way as to avoid any
conflicts with that universe. As currently drafted, however, the July 2012 Proposal is in direct
conflict with the Statute. Section 69503.2(a)(3) states:

Other Regulatory Programs. The Department shall consider the scope
of other California and federal laws, and international agreements with
the force of domestic law, under which the product or the Chemical(s)
of Concern in the product is/are regulated, and the extent to which
these other regulatory requirements address, and provide adequate
protections with respect to, the same adverse public health and
environmental impacts and exposure pathways that are being
considered as a basis for the product being listed as a Priority Product.
[Emphasis added.]

Under this language, the Department would treat the existence of other regulatory
programs merely as a factor to be “considered,” which falls short of the clear statutory directive
to avoid duplicative or conflicting regulations. The Department appears to be attempting to
reserve the right to second-guess the degree to which the regulatory programs of other agencies
“provide adequate protections” with respect to any issues of concern to the Department. Taken
to its logical conclusion, this language can be understood to mean that unless existing regulations
address the entire lifecycle of a product to the Department’s satisfaction, the Department retains
the right to regulate. This provision in the July 2012 Proposal is not consistent with the statute,
nor is it faithful to the policy objectives that the legislature was seeking to achieve with §
25257.1. The goal of the legislature was to impose a clear limit on the scope of the Department’s
authority. In contrast, the July 2012 Proposal would put the Department in the role of evaluating
the adequacy of other agencies’ regulations and filling in the “gaps™ as perceived by the
Department.

In order to comply with the statute, the Department must, prior to adoption of the July
2012 Proposal, either 1) undertake a robust analysis of where conflicts exist, and amend the
regulations to address the same, or 2) amend the Proposal to include an express exemption for
products already regulated. Absent these changes, the July 2012 Proposal is unreasonably
overbroad and subject to challenge on the grounds that it is u/tra vires.

B. Due Process

The Summary of the Proposed Regulations (“Summary”) that was released with the July
2012 Proposal includes a Section V, which highlights the key implementation milestones for
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purposes of the regulations. Notably, many of the key milestones (e.g., the First COC list?, First
(proposed) Priority Products list, AA Guidance, etc.) will not be released until sometime after the
regulations are adopted. In addition, §§ 69505 and 69505.3(b)(2)}(A)2) of the July 2012
Proposal reference the AA Guidance and other information that is to be posted on the
Department’s website (but not yet available), and that must be considered in developing AA
under the regulations. It is not clear when this information will be released to the public, and
how this information will inform the process.

The inability to review these critical documents during the public comment period on the
July 2012 Proposal raises due process concerns. Because it is virtually impossible to effectively
comment on the July 2012 Proposal and preserve our rights under the APA without having
access to these other key documents, the Alliance is being deprived of meaningful participation
in the regulatory adoption process for the July 2012 Proposal. Moreover, various aspects of the
regulatory scheme give rise to the possibility that affected entities will be deprived of property
by means of a regulatory adoption process that is wholly inadequate and does not comport with
the requirements of the APA. If the Department does not address these notice issues and/or the
failure to comply with APA requirements, adoption of the July 2012 Proposal will most certainly
give rise to valid claims for violations of affected stakeholders procedural and substantive due
process rights. Parratt v. Taylor, 451 U.S. 527, 537 (1981) (There are two basic elements to a
claim for violation of procedural due process: (1) deprivation of a protected interest, (2) by
means of inadequate procedures.); Rochin v. California, 342 U.S. 165, 208 (1952) (Substantive
due process can be summarized as a constitutional guarantee of respect for rights that are “so
rooted in the traditions and conscience of our people as to be ranked as fundamental, or are
implicit in the concept of ordered liberty.” Where government action “shocks the conscience” or
is “inherently impermissible” an action alleging a violation of substantive due process rights is

propet.).

At a minimum, the Department must ensure that upon release, all documents critical to
the implementation of the July 2012 Proposal are subjected to the same rigorous APA process
that the July 2012 Proposal is being subjected to (see the additional discussion of notice-and-
comment requirements below).

C. Vagueness/Ambiguity

Absent the ability to review the July 2012 Proposal together with the aforementioned key
documents, and based upon the information that has been released to date, the Alliance must
presume that one or more of the key documents referenced above will include subjective
requirements that will place the validity of each said document and the July 2012 Proposal in
jeopardy. Laws regulating industry must give fair notice of the conduct that is required or
proscribed. This is essential to the protections provided by the Due Process Clause of the Fifth
Amendment, which also requires the invalidation of impermissibly vague laws. See FCC v. Fox

2 It is our understanding that the initial COC List has already been finalized. As a means to addressing
some of the concerns set forth herein, the Auto Alliance urges the Department to release the list for consideration in
connection with the July 2012 Proposal.
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Television Stations, Inc. et al. 132 S.Ct. 2307, 2309 (2012), citing Connally v. General Constr.
Co., 269 U.S. 385,391 (1926) and United States v. Williams, 553 U.S. 285, 304 (2008).

As alluded to above, the industries subject to compliance with the July 2012 Proposal are
entitled to a regulatory proposal that includes objective standards that they can rely upon with
certainty. To the extent that the July 2012 Proposal and/or other documents referenced in the
July 2012 Proposal and released after adoption of the July 2012 Proposal do not contain
reasonable, objective standards; they are all subject to legal challenge. See People v. Mobil
(1983) 143 Cal.AEde 261, 276, citing Paccar, Inc. v. National Highway Traffic Safety, 573
F.2d 632, 634 (9" Cir. 1978) (“Manufacturers who are held to standards of compliance are
entitled to testing criteria that they can rely upon with certainty. The procedures should be
rational and unequivocally demonstrable. Compliance should be based upon objective measures
rather than subjective opinions of human beings . . . Statutes prescribing penalties, civil or
criminal, must be drafted without ambiguity.”).

D. Commerce Clause

The aforementioned problems with the July 2012 Proposal implicate a fourth and final
constitutional issue. As currently drafted, the July 2012 Proposal has the potential to result in
unreasonable interference with interstate commerce by imposing excessive regulatory burdens on
entities outside of California. As an example, product reformulation that is required under the
July 2012 Proposal might ultimately impose excessive costs on manufacturers located in other
states, potentially leading to job losses and other adverse economic consequences. Also, the
proposal unfairly benefits manufacturers located in California who export to other states. These
negative impacts may be of little concern to California, since the lost jobs would not be
California jobs, but they may be a major concern in other states and regions. Moreover, the
infrastructure that could ultimately be required to accomplish the Department’s preferred product
reformulation may influence how and where said products are manufactured, forcing certain
regulatory and land use decisions on the part of other states. In sum, the breadth (or overbreadth)
of the July 2012 Proposal raises commerce clause/dormant commerce clause problems that
should be further analyzed prior to adoption. This analysis should be undertaken in conjunction
with the preparation of a comprehensive economic impact analysis, as discussed below.

2. APA Issues

A. Economic Impact Statement

The Economic Impact Statement prepared for the July 2012 Proposal is wholly deficient.
After a cursory analysis, containing little more than general predictions unsupported by facts and
analysis, the Department has concluded that: “this regulation may have a significant statewide
economic impact directly affecting businesses, but that it is not expected to affect the ability of
California businesses to compete with businesses in other states.” 45-Day Public Notice at 27.

Government Code § 11346.3 requires that state agencies proposing to adopt regulations
assess the potential for adverse economic impacts on California businesses and individuals. Cal.
Gov. Code § 11346.3(a). It requires that a state agency “consider the proposal’s impact on
business, with consideration of industries affected including the ability of California businesses
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to compete with businesses in other states.” Id. at § 11346.3(a)(2). The agency should prepare
an “economic impact analysis that assesses whether and to what extent” the regulation will
affect: creation or elimination of jobs in California, creation or elimination of existing businesses
in California, the expansion of businesses currently doing business in California, and the benefits
of the regulation to the health and welfare of Californians. Id. at § 11346.3(b). If, however, the
agency initially determines that a regulation “will not have a significant, statewide adverse
economic impact directly affecting business,” an agency does not have to prepare the economic
impact analysis and “shall provide in the record facts, evidence, documents, testimony, or other
evidence upon which the agency relies to support its initial determination.” Id. at §
11346.5(a)(8). Section 11346.3(e) provides that:

Analyses conducted pursuant to this section are intended to provide agencies
and the public with tools to determine whether the regulatory proposal is an
efficient and effective means of implementing the policy decisions enacted in
statute or by other provisions of law in the least burdensome manner.
Regulatory impact analysis shall inform the agencies and the public of the
economic consequences of regulatory choices, not reassess statutory policy. . .

In Western States Petroleum Association v. Cal. State Bd. of Equalization, 2010 WL
3384044 (Superior Ct. L.A. County, April 27, 2010), a superior court invalidated a California
State Board of Equalization (“BOE”) rule on the grounds that the economic impact statement
was not sufficient to comply with Government Code § 11346.3. The court found that “[t]he
Economic Impact Statement prepared by the BOE does not comply with [the § 11346.3]
requirement because the calculation of costs contained therein bears no relationship to the actual
effect of the change from the [old to the new methodology], and also because the BOE did not
determine the cost (tax) that a [particular type of refinery] would necessarily incur in reasonable
compliance with the new rule [as required under Government Code § 11346.5(a)(9)], but instead
the BOE attempted to determine the cumulative economic impact of the new rule based on the
aggregate assessed value of all California refineries.”

Given the fact that the Department acknowledges several potential negative economic
impacts in its 45-day public notice, e.g., the regulation “may have the effect of increasing the
costs of products . . . may have a possible short term minimal impact on the reduction of jobs . . .
may have a significant statewide economic impact directly affecting some businesses . . .,” (see
45-Day Public Notice at 29-30), a more thorough analysis of potential economic impacts is
required. The aforementioned conclusions, coupled with a determination that it is not possible,
due to the nature of the regulations, to quantify any of the potential economic costs (businesses,
jobs, and otherwise) of the July 2012 Proposal, does not satisfy the requirements of the
Government Code. The Department must provide additional information about potential
economic impacts, and compare said costs to those of meaningful alternatives (See Health and
Safety Code § 57005), if it hopes to comply with Government Code § 11346.3 and avoid a
successful legal challenge.

By failing to provide an economic analysis, the Department has made it impossible to
assess how automakers will be affected. We are concerned that the brief review of the potential
economic impacts performed by an economist for the California Foundation for Commerce and
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Education indicates that the impacts on industry could be severe. The report prepared for the
California Foundation for Commerce and Education by Andrew Chang and Company is
Attachment E to this letter.

We urge the Department to suspend this rulemaking until it conduct a full economic
analysis as required by and to consider alternative regulatory designs and language in light of

that analysis.

B. Notice-and-Comment Requirements

Article 5 of the July 2012 Proposal addresses the AA process, which is at the core of the
July 2012 Proposal. Within Article 5, §§ 69505.3 and 69505.4 lay out a two-stage AA process
(with five steps in the first stage and three steps in the second stage), describing in general terms
the purposes and goals of each step. Other portions of Article 5 address such issues as the timing
and mechanics of preparing and submitting an AA report, certain factual information that must
be included as part of each AA report, and the review/approval process for AA reports.

The AA process has the potential to be very time-consuming and resource-intensive, and
the July 2012 Proposal leaves open a great many unknowns with respect to the process. Just to
cite one example, Stage 2, Step 1 requires the responsible entity to “evaluate and compare the
economic impacts of the Priority Product and the alternatives.” § 69505.4(a)(2)(C). While the
proposed rules do define the term “cost impact,” they neither specify a methodology to be used
in carrying out the economic analysis, nor do they provide any indication regarding what level of
detail the DTSC will require. The same can be said for many of the other tasks and evaluations
required by Atrticle 5.

Section 69505(a) of the July 2012 Proposal, which is the very first section under Article
5, provides as follows:

Before finalizing the initial list of Priority Products under § 69503.4, the
Department shall make available on its website guidance materials to
assist persons in performing AAs in accordance with this article. The
Department shall periodically revise and update the guidance materials.

Presumably, the guidance referred to in § 69505(a) will be used by the Department to fill in the
extensive “blanks” in the AA process and give responsible parties more concrete direction on
how to carry out their Article 5 tasks.

It is clear that any AA guidance the Department may issue must be subject to notice-and-
comment rulemaking under the California APA, as well as future work plans and listing
decisions. The APA sets forth a mandatory process in which “regulations” are subject to a
notice-and-comment process before they may be formally adopted. The notice-and-comment
process provides a means for the regulated community and other interested parties to
communicate pertinent information to the agencies in advance of rulemaking. Among other
things, this helps to ensure that the standards are feasible and take into account the realities of the
affected industry.
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The APA defines the term “regulation” very broadly to include “every rule, regulation,
order, or standard of general application or the amendment, supplement, or revision of any rule,
regulation, order, or standard adopted by any state agency to implement, interpret, or make
specific the law enforced or administered by it, or to govern its procedure, except one that relates
only to the internal management of the state agency.” Cal. Gov. Code § 11342(g). In other
words, the applicability of the APA to a given agency communication or directive is determined
by the nature of the communication or directive, not by what the agency has chosen to call it.
Thus, any effort by the Department to create a “standard of general application,” to “make
specific the law enforced or administered by it,” or to “govern the procedure” of such a law —
even if styled by the agency as “guidance” — must be treated as a “regulation” under the APA,
subject to notice and comment.

If an agency attempts to bypass the notice-and-comment requirements of the APA, the
result can be an “underground regulation.” This is defined as any “regulation” that has not
properly been adopted as a regulation and filed with the Secretary of State pursuant to the APA.
1 CCR § 250. Unless expressly exempted from the APA by statute, underground regulations are
prohibited. See, e.g., California Government Code §§ 11342.600, 11346. State agencies are
prohibited from “issuing, utilizing, enforcing, or attempting to enforce” any “guideline, criterion,
bulletin, manual, instruction, order, standard of general application, or other rule” which is a
regulation, and which has not been adopted under the APA. Cal. Gov. Code § 11340.5(a).

Here, where the DTSC is seeking to establish an all-new AA process applicable to a wide
range of industries, it is especially important that the APA process be followed. Any direction
the DTSC may provide to responsible entities with respect to the AA process, whether styled as
“guidance” or otherwise, should be fully vetted with the public before it becomes effective. The
DTSC has no more experience with the AA process than the regulated community does, and thus
the DTSC needs all the feedback it can get on the processes and requirements it seeks to impose.
It would not be in the best interests of the DTSC, the regulated community, or the State of
California for the DTSC to release AA guidance that is unrealistic or excessively burdensome, or
that would fail to achieve the desired objectives for one reason or another.

In light of the above, the Alliance hereby requests the DTSC to follow the APA notice-
and-comment process for the guidance materials prepared by the DTSC pursuant to § 69505(a).
In addition, since any guidance materials must go hand-in-hand with the formal regulations, it
must be recognized that the publication of such guidance materials may alert the regulated
community to new issues or concerns with respect to the July 2012 Proposal itself. To the extent
that this occurs, the Alliance hereby requests that the DTSC accept further comments on the July
2012 Proposal at the same time that it accepts comments on the AA guidance materials.

C. Alternatives Analysis

The 45-day public notice that accompanied the release of the July 2012 Proposal includes
a very brief discussion of alternatives. Among other things, the section titled: “Consideration of
Alternatives” describes the purported alternatives to the July 2012 Proposal that have been
considered and rejected by the Department, and clearly demonstrates that no meaningful
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alternatives to the July 2012 Proposal have been given consideration over the course of the
lengthy regulatory process.

Aside from the “Do Nothing” alternative, the Department claims to considered a
“Products and Chemical Hazard Categories prioritization Process to Develop Safer Consumer
Products,” and then goes on to describe earlier drafts of the proposed regulations as a third
alternative. Prior drafts of what is now the July 2012 did not deviate substantially from the
approach that is set forth in the July 2012 Proposal. Accordingly, it is apparent that the
Department has done little more than summarily address one other possible regulatory approach.

Government Code § 57005 requires that before adopting any major regulation the
Department “consider whether there is a less costly alternative or combination of alternatives
which would be equally as effective in achieving increments of environmental protection in a
manner that ensures full compliance with statutory mandates within the same amount of time as
the proposed regulatory requirements.” The Alliance believes that there are several viable
alternatives to the July 2012 Proposal that have yet to be considered. Attachment D to this letter
identifies several alternative regulatory designs that would be equally, if not more, effective in
achieving the aims of the Statute.

D. CEQA and Multimedia Environmental Review

The July 2012 Proposal has the real potential to result in “direct physical change[s] in the
environment” and/or “reasonably foreseeable indirect physical change[s] in the environment,”
and an initial study and programmatic environmental impact report must be completed prior to
adoption of the July 2012 Proposal. See Public Resources Code § 21065 and CEQA Guidelines
§ 15378 (definitions of “Project™). See also CEQA Guidelines § 15168; and Plastic Pipe and
Fittings Association v. California Building Standards Commission (2004) 124 Cal.App.4™ 1390,
1413 (“Thus, an activity need not cause an immediate environmental impact to be considered a
project. We conclude that the regulations here at issue¢ may have a reasonably foreseeable
indirect environmental impact for the reasons expressed [during public comment].”).

The Alliance has reviewed the draft Notice of Exemption (“NOE”) prepared to satisfy the
Department’s obligations under CEQA. As indicated in previous correspondence, an NOE is not
sufficient to satisfy the Department’s obligations. The NOE circulated in connection with the
July 2012 Proposal does not change our opinion on this issue. Specifically, the Department’s
belief that the July 2012 Proposal will “eliminate or reduce the adverse public health and
environmental impacts of consumer products. . .” is simply not enough to support its reliance on
a CEQA exemption. See e.g., Dunn-Edwards Corp. v. Bay Area Air Quality Management Dist.
(1992) 9 Cal.App.4th 644,656-658 (Categorical exemption is inapplicable where adoption of
regulations tightening emission standards for architectural solvents will result in environmental
effects.).

CEQA analysis is required to be conducted prior to adoption of the July 2012 Proposal,
and should be conducted in a programmatic EIR that analyzes the potential for impacts and
potential alternatives to the July 2012 Proposal and/or specific provisions of the July 2012
Proposal that may be feasible and might reduce the potential for significant environmental
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impacts in connection with its adoption. Preparation of a program environmental document will
ensure that the Department considers broad policy alternatives and program wide mitigation
measures at a time when the agency has the greatest ability to deal with cumulative impact
problems. A programmatic document will also play an important role in establishing a structure
within which future reviews and related actions can most effectively be conducted. See In re
Bgy-Delta Programmatic Environmental Impact Report Coordinated Proceedings (2008) 43 Cal.
47 1143, 1169.

There is substantial evidence to support the conclusion that the July 2012 Proposal will
cause or compel the use of alternative substances, the impacts of which are unknown and which
if history is any guide, can be devastating.’> For example, the potential for environmental impacts
associated with end-of-life management requirements contained in § 69506.8 of the July 2012
Proposal, and the anticipated increase in hazardous waste disposal that is likely to result from the
same, must be evaluated prior to adoption of the July 2012 Proposal so that the Department can
be certain that there are not feasible alternatives to § 69506.8 that would meet the objectives of
the Statute and reduce the potential for environmental impacts. Finally, any perceived conflicts
between the Statute and existing environmental laws that the Department believes may exempt
them from CEQA and which may ultimately be the genesis of environmental impacts of their
own, must also be appropriately analyzed and considered prior to adoption of the July 2012
Proposal. See e.g., Mountain Lion Foundation et al. v. County of Kern Department of Planning
and Development Services (1997) 16 Cal.4™ 105, (Delisting the Mojave ground squirrel was a
discretionary action that was not properly treated as categorically exempt from CEQA. There
was no irreconcilable conflict between CESA and CEQA that exempted the Fish and Game
Commission’s decision from CEQA’s requirements and nothing in the language or history of
CEQA or CESA indicated that the Legislature intended delisting to be exempt.). A more robust
discussion of the requirements of CEQA and additional examples are included in Attachment F
and in prior comments transmitted during the regulatory adoption process and referenced in
Attachment C.

Finally, the Statute includes a separate and specific requirement that a multi-media
environmental review be conducted unless it can be conclusively determined that the July 2012
Proposal will not result in environmental impacts. See Health and Safety Code § 25252.5. This
requirement is in addition to the requirements of CEQA and is an express recognition of the
potential that public health and environmental impacts are likely to result from adoption of Green
Chemistry Regulations. While the California Environmental Policy Council (“CEPC”)
considered the multimedia environmental review issue in connection with a prior version of the
regulations, neither the Department nor the CEPC have analyzed the question of whether multi-
media review is required in connection with the July 2012 Proposal. The Statute is clear on this
issue, and it is not appropriate to postpone that multimedia review until after the public comment
period during the APA process, as it deprives stakeholders of meaningful comment on the
proposed rulemaking.

3. Antitrust Issues

3 Some examples, such as methyl tertiary butyl ether (‘M TBE”), are provided in the environmental
analysis included in Attachment F.
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There are aspects of the July 2012 Proposal that raise concerns from an antitrust
standpoint. For example, the July 2012 Proposal encourages consortiums to work together in
developing a single AA for an entire product line, and/or cooperate in an end-of-life management
program, the anticompetitive effects of which could result in the Department selecting single
source replacement for an entire industry. As a threshold matter, the Alliance notes that these
two examples might compel activities that violate antitrust laws, lead to commoditization of
goods, and stifle innovation that results from competitive markets.

That being said, the Alliance (and presumptively other such industry groups) are keenly
aware of antitrust requirements, and cannot compromise compliance with antitrust laws. From a
practical standpoint, this means that industry could be placed in a very difficult position should
the July 2012 Proposal be adopted. As such, we encourage the Department to explore how it
might revise the July 2012 Proposal to address these concerns and potential conflicts that may
arise.

A. Barriers to Trade

As evidenced by the concerns recently raised in the Technical Barriers to Trade
notification filed in August 2012 by the National Center for Standards and Certification
Information (“NCSCI”) and the National Institute of Standards and Technology (“NIST”), there
are concerns that the July 2012 Proposal will affect not only interstate commerce, but world
trade, and potentially violate our international treaty obligations, as they may impose an illegal
barrier to trade, as that term is defined by the World Trade Organization (“WTO”).4 The
Department must consider whether there are revisions that would serve to narrow the scope of
the July 2012 Proposal and that would ensure that the July 2012 Proposal is not ultimately
deemed an illegal barrier to trade.

III.LREGULATION TEXT

To be clear, the Alliance firmly believes automobiles should be exempted from the
DTSC’s regulatory scheme. Given the extreme complexity of automobiles (as discussed
previously), the plethora of existing federal and state regulations that apply to automobiles, and
the scope of protections already imbedded in the decision making processes of automobile
manufacturers, an exemption for our industry is warranted. This is the fundamental position of

the Alliance, and it has been communicated separately to the Governor’s office. See Attachment
G.

In addition, the Alliance also has many concerns about the July 2012 Proposal, some of
which have already been enumerated in our prior comments. In Attachment A, we provide
suggested language to help address five major concerns (discussed in Section I., above). We
strongly urge the Department to incorporate these revisions in the regulations. It should be noted
that this list is not all encompassing, but rather their inclusion will form a meaningful basis for
the further discussions and changes necessary to create a workable program. To assist the

* we incorporate by reference the concerns raised in the letter submitted by Mr. Guiseppe Casella of the
European Union regarding the potential for unequal treatment of economic operators.
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Department in this endeavor, we have provided a redline of the entire text in Attachment B
which address only these five concerns and not all of our concerns with the Proposal. Additional
concerns are listed below in order of appearance in the text.

1. Article 1. General.

A. Purpose and Applicability

As currently drafted, the language in this section is so broad that it could be read to
include the regulation of tailpipe emissions. This is simply not the intent of the Statute, and
tailpipe emissions are already regulated subject to a national program for vehicle greenhouse gas
(“GHG”) emissions and fuel economy, as well as the criteria pollutant emission regulations
already in place in California. Nevertheless, the following statement on p. 22 of the Initial
Statement of Reasons (“ISOR”) signals the Department’s view that these regulations could play
arole in the regulation of GHG emissions from vehicles: “For example, DTSC could identify the
catalytic converter in a vehicle as the component that must undergo an AA due to the release of
nitrous oxide, a potent greenhouse gas.”

This telling statement raises major concerns for a variety of reasons. First, the California
legislature has delegated the regulation of motor vehicle emissions, including GHG emissions, to
the California Air Resources Board. See Health and Safety Code § 43000 ef seq. There is no
reason for the DTSC to enter this field. Second, the State of California has recently made a
commitment to President Obama and the U.S. Environmental Protection Agency (“EPA™) to
support the so-called “One National Program,” which enables automobile manufacturers to
comply one set of with federal GHG standards rather than state-by-state GHG regulations. The
Department’s proposal undermines One National Program barely one model year into that
program’s existence by suggesting that the DTSC, rather than the California Air Resources
Board (“CARB”), can impose additional state-based GHG-related requirements on automakers.

Third, and as discussed previously, the Statute specifically prohibits the Department from
regulating products where to do so would raise a conflict, or be duplicative of existing regulatory
requirements. See Health and Safety Code § 25257.1 (“. .. This article does not authorize the
department to supersede the regulatory authority of any other department or agency. The
department shall not duplicate or adopt conflicting regulations. . .”). Instead of complying with
this Directive, the Department’s own ISOR posits this example of how the July 2012 Proposal
can be used to impose new requirements that overlap and interfere with the regulatory authority
of another agency.

A further troubling aspect of the catalytic converter example is that the basis of the
DTSC’s “jurisdiction” for addressing the product is not the harmful properties of a chemical of
concern contained within the product; instead, a release from the product is considered the COC.
Priority products should be selected based on the COC in the product, which is the intent of the
enabling statute:

On or before January 1, 2011, the department shall adopt regulations
pursuant to this section that establish a process for evaluating chemicals of
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concern in consumer products, and their potential alternatives, to determine
how best to limit exposure or to reduce the level of hazard posed by a
chemical of concern.” § 25253(a)(1) [emphasis added].

Furthermore, catalytic converters by themselves do not release GHGs; automobiles do, and
catalytic converters are but one element of a much larger system. Any analysis of GHG
emissions from motor vehicles necessarily encompasses a host of components, including fuels,
potentially opening the door for an attempt to re-engineer large portions of the vehicle under the
guise of green chemistry. For all of these reasons, the scope of the July 2012 Proposal is
unworkable.

B. Definitions

The July 2012 Proposal expands the applicability of the regulation into areas not
contemplated by the statute as is enumerated below.

“Adverse air quality impacts” — The current definition of adverse air quality impacts is
so broad that it exceeds the scope of DTSC’s authority under the Statute. The definition must be
revised to include quantitative thresholds that can be easily understood and referenced during the
research and development and AA process, and so that the process for selecting Priority Products
is appropriately transparent.

As the starting point for establishing quantitative thresholds, the Alliance suggests a
review of thresholds applicable in the California Environmental Quality Act CEQA context.
Notably, Public Resources Code § 21151.4(a) provides:

An environmental impact report shall not be certified or a negative declaration
shall not be approved for any project involving the construction or alteration
of a facility within one fourth of a mile of a school that might reasonably be
anticipated to emit hazardous air emissions, or that would handle an extremely
hazardous substances in a quantity equal to or greater than the state threshold
quantity specified pursuant to subdivision (j) of Section 25532 of the Health
and Safety Code... [Emphasis added].

Health and Safety Code § 25532(j) references 40 CFR 355, Appendix A, which includes a list of
hazardous substances and the quantity intended to be regulated. Similarly, Health and Safety
Code § 21151.4(a)(2) defines “hazardous air emissions,” and Health and Safety Code § 44321
clarifies what specific substances and quantities are intended to be regulated. Any project
proponent should be able to effectively assess whether their project has the potential to exceed
applicable thresholds by reviewing the aforementioned provisions so that, in an instance where
there is the potential for triggering the same, they can make project changes meant to address
potential exceedances prior to undertaking the environmental review process. In other words, by
establishing transparent, quantifiable thresholds, the legislature has built-in the means, and an
incentive to designing a project that complies with applicable standards. Moreover, this can be
done in advance of subjecting any project to the formal regulatory process.
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By way of example, Appendix G to the CEQA Guidelines provides direction on the
means to establishing quantitative thresholds that would be appropriate in the green chemistry
context. For example, pursuant to Appendix G, Section III., item (b), a project that violates
stationary source air quality standards or contributes to existing or projected air quality violations
will be determined to have a potentially significant air quality impact under CEQA. The means
to determining whether the aforementioned violations will occur is quantifying baseline
emissions in the project vicinity and comparing the baseline + project emissions to ambient air
quality standards. No doubt, there are quantitative standards applicable to emissions of nitrogen
oxides, particulate matter, sulfur oxides and other criteria pollutants intended to be covered by
the definition of “adverse air quality impacts.” In the event baseline + project emissions exceed
those quantitative standards, a potentially significant impact conclusion is reached unless: (1) the
project is modified to eliminate the exceedance; or (2) mitigation intended to address the
exceedance is imposed. In the GHG context, rules, regulations and guidance like EPA’s
tailoring rule, South Coast Air Quality Management District’s (“SCAQMD?”) Interim Guidance
and Delaware and New York regulations applicable to hydrocarbon emissions, provide clarity
about the levels of GHG emissions that implicate a potentially significant impact. Again, the
existence of transparent, quantifiable thresholds gives project proponents a clear understanding
of what constitutes a significant or adverse impact, and encourages design that will minimize or
eliminate the same.

In order to remain consistent with the goals of the Statute, to ensure that the regulations
are not overbroad, and as a means to encouraging forward thinking and innovative design, this
definition must be revised to reference or incorporate quantitative guidelines for determining
what an “adverse air quality impact” is.

“Adverse ecological impacts”/“Adverse public health impact”/”Physical chemical
hazards”/”Physicochemical properties” — The Alliance is concerned that the OEHHA
regulations that are also being adopted as part of the larger Green Chemistry Initiative, and that
are referenced in these definitions, are too broad. In addition to the due process concerns raised
by references to definitions from another potential rulemaking, the definitions lack a scientific
basis, and exceed the grant of authority provided by the Statute. The Alliance urges the
Department to coordinate with OEHHA on these issues, and to provide an opportunity for the
public to comment on both sets of draft regulations in the same rulemaking process. This will
ensure that definitions and standards are consistent and work in concert with the Statute’s
prioritization mandate.

“Adverse waste and end-of-life impacts” — As currently drafted, this definition dictates
that any stewardship plan adopted to address end-of-life impacts would be required to address
not only the COCs that were the drivers for listing any Priority Product, but also for “Any other
chemical contained in the alternatives that differs from the chemicals contained in the Priority
Product.” In other words, it requires that any stewardship plan address the whole product,
regardless of what chemical or component was selected for AA. This is troubling, and signifies
that the manufacturers of Priority Products may ultimately be subject to end-of-life management
requirements that have no rational connection to the chemicals or components that are the subject
of this regulatory process. This definition is overbroad. The intent of the Statute is regulations
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that focus on the COCs in certain designated components of any Priority Product, and this
definition should be revised accordingly.

“Alternative” — The Alliance is also concerned about the breadth of this definition. The
current version is written broadly enough that regulatory responses could apply to actions that
only involved removal of any COC (without any other changes) in a Priority Product. From an
efficiency standpoint, this makes little sense. Where a COC is removed, and no other changes
are made, there is little or no likelihood of outcomes including “regrettable substitutions.”
Accordingly, subsection (A) should be removed from this definition.

Again, in order for the Department to implement the July 2012 Proposal efficiently the
regulations and their requirements must be streamlined to the extent possible.

“Component” — The current definition of component is also too broad. As currently
drafted, it could still be read to include multi-component systems that are contained within a
“highly durable product” like an automobile (e.g., engines, transmissions and fuel systems).
Consistent with the concerns that were raised when the regulations did not distinguish between
homogenous and assembled products, the Alliance is concerned that a definition this broad will
complicate compliance for the auto industry, and for the manufacturers of other “highly durable
products.” For a durable consumer product (such as an automobile), longer product cycles and
product development times is required partially to ensure durability requirements are met. When
the definition of components includes assemblies and systems which contain numerous
components and the potential for hundreds of parts (such as in an engine or transmission), even
longer testing and development time is required due to the complexity of the system. Moreover
the proposed definition of “component” is not in keeping with the Department’s repeated
statements regarding its intent to regulate materials in components and the accompanying
examples given (adhesives used in carpets, a flame retardant in foam, etc.). Additionally, it is
hard to see how such an approach would be effective at addressing a COC release to the
environment when targeted actions are both more efficient and effective (as is the case in
elimination of lead use in wheel weights and recent actions to address copper in brake pads). As
such, we continue to believe that revisions to this definition are necessary.

“Consumer product/product” — While this definition appears to exempt certain
“historic products,” or “a product that ceased to be manufactured prior to the date the product is
listed as a Priority Product,” it does not go far enough. The Statute, specifically Health and
Safety Code § 25253(b) makes it clear that the legislature did not intend to regulate certain
products that were manufactured prior to development of a Priority Products list. While the
Priority Product listing comes before the analysis, from a practical perspective, the legislature
could not have intended to regulate assembled products like automobiles (which require a
significant investment, and that are intended to remain viable long after their manufacture) in a
manner that would require de facto replacement anytime an individual component becomes
subject to a regulatory response that might require the same. From a practical standpoint, the
term “historic product” must include service and repair component(s) for any automobile that is
manufactured or produced prior to the date the component(s) are listed as a Priority Product. A
broader definition of “historic products” must be incorporated into the July 2012 Proposal.
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“Reliable information”/”Reliable information demonstrating the occurrence, or
potential occurrence, of exposures to a chemical” are overly broad and not based on solid
scientific principles. As a threshold matter, it is not clear why two separate definitions are
required here. Accordingly, we suggest that they be consolidated, and that one definition for
“Scientifically reliable information” replace § 69501.1 (52) and (53) in the July 2012 Proposal.
This definition must exclude “other literature” as that is overbroad. This definition must also
exclude individual published peer-reviewed studies that do not meet the OECD quality and
reliability standards. Only studies confirmed by a recognized and established scientific body
should be included in the definition of “reliable information.” Without these changes, DTSC
risks undermining its entire program.

Notwithstanding the above, as currently drafted, both §§ 69501.1(52) and (53) are
arbitrary, and not based on science. There is no clear indication about why studies “conducted,
developed, submitted or reviewed and accepted by an international, federal, state, or local agency
for compliance or other regulatory purposes” would constitute “reliable information” vis-a-vis
others. Moreover, the categories listed in (52)(A)-(D) are not tied to objective standards that
manufactures can rely upon. Again, presence does not dictate exposure. Accordingly, (A)-(D)
should include or reference quantifiable standards for determining whether an occurrence,
potential occurrence or exposure to a chemical can be demonstrated.

As an alternative to the language currently contained in § 69501.1(52), the Alliance
offers some suggested edits in the attached redline, and also supports the definition proposed by
the Green Chemistry Alliance (“GCA”) in prior comments:

Reliable information’ is from studies or data generated according to valid
accepted testing protocols in which the test parameters documented are based
on specific testing guidelines or in which all parameters described are
comparable to a guideline method. Where such studies or data are not
available, the results from accepted models and quantitative structure activity
relationship ("QSAR") approaches validated in keeping with OECD principles
of validation for regulatory purposes may be considered. The methodology
used by the Organization for Economic Cooperation and Development
(OECD) in Chapter 3 of the Manual for Investigation of HPV Chemicals
(OECD Secretariat, July 2007) shall be used for the determination of reliable
studies.

In order to address Alliance concerns about § 69501.1(52), we suggest tying (A)-(D) to
reportable quantities.

C. Information Submission and Retention Requirements

The July 2012 Proposal continues to include a requirement that most relevant
submissions be signed and certified under oath by the owner or officer of the company or their
authorized representative and by the individual responsible for preparing or overseeing the
preparation of the documentation or information. Only the person preparing the relevant
document should need to verify the accuracy of the document they prepared. It is not necessary
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for senior management to review every notification sent to the Department, particularly the
proliferation of notifications that this proposed regulation contemplates. The requirement for
owner and operator involvement and to require two sets of signatures is over-reaching and
impractical. It creates an administrative burden that will not further the accuracy of the
documents filed with the Department, since the person with most knowledge is already required
to sign. Moreover, it is not necessary to effectuate the Statute.

D. Chemical and Product Information

Per statements by the Department, the intent of these provisions is only to touch
information generated in connection with Priority Products, and is not to require the generation
of new information and paper by responsible entities prior to initiation of the AA process. As
currently drafted, subsection (a) is much broader than this stated intent. First, subsections (a)(3)
and (a)(4) permit the Department to request a “responsible entity” to make available/generate
information without specifying when this power might be invoked. In addition, the definition of
“responsible entity” should be limited to manufacturers, importers and retailers of “Priority
Products,” rather than manufacturers, importers and retailers of any “consumer product.”
Finally, if the Department’s intent is as it suggests, it should not be necessary to generate new
information in response to any request. Therefore, subsection (4) is unnecessary. The language
in subsection (a) must be revised for consistency with the Department’s stated goals, and the
Statute.

2, Article 2. Chemicals of Concern and Consumer Product Prioritization
Process.

A. COC Identification

The July 2012 Proposal lacks needed scientific prioritization principles and provisions.
The COC list should ultimately reflect serious thinking and study on the potential harms and
exposures from chemicals listed. The process here is too loose and overbroad. It allows the
Department to add to the COC List at any time based on “reliable information,” the current
definition of which raises the concerns discussed above. The result is that 1,200 or more
chemicals will be on the list (which can be expanded at will), when the list can and should be
further refined in order to facilitate efficiency in implementation of the regulations, and must be
refined if the regulations are to maintain consistency with the Statute. See Health and Safety
Code § 25252 (“On or before January 1, 2011, the department shall adopt regulations to establish
a process to identify and prioritize those chemicals or chemical ingredients in consumer products
that may be considered as being a chemical of concern...” [emphasis added]). See also Hunter v.
City of Whittier (1989) 209 Cal.App.3d 588 (Ordinance too broad to satisfy the purpose of
implementing authority unless standards were objective and reasonably defined.).

In order for the Department to truly send signals to the marketplace on what chemicals
present the greatest concern, and to stimulate the immediate cooperation of industry to find safer
substitutes, the COC list must be carefully and thoughtfully developed and prioritized. As this
draft currently contemplates, the initial list will be over 1,000 chemicals and the signal to the
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marketplace is dispersed and unknown. The reaction of industry will likely be to wait and see
what priority products are selected.

Given that the Department has not actually published the list of chemicals, but rather
provided a vague list of lists, it cannot even be known what the possible impacts are to product
manufacturers. If the list will not be made available during the comment period for this
rulemaking, then the future process for listing COCs must comply with the APA. The
Department must provide a notice and comment period prior to identification and finalization of
the COC list. This will allow interested parties to submit valuable information that may not
currently be available to the Department that will better inform its ultimate COC listing
determinations.

A step-wise approach to the identification of COCs would serve the Department’s goals
without increasing the regulated community’s burden, and would render the prioritization
process more transparent and fair. Absent revisions of this nature, this section is overbroad and
does not reflect the intent of the Statute, nor will it be effective. A list of 1,200 COCs is an order
of magnitude too large to implement effective reductions of listed chemicals, reflecting a lack of
effective prioritization. The Alliance urges the Department to consider how it might revise this
section for improvement in that regard.

3. Article 3. Chemicals of Concern and Consumer Product Prioritization
Process.

A. Priority Products Prioritization Factors

Generally, § 69503.2 is improved as it is much more focused on exposures, potential
exposures, and pathways for exposure. This will appropriately limit the universe of products to
those with the greatest potential to harm the public and the environment, and is consistent with
the goals of the Statute.

However, rather than actually setting forth the methodology the Department will utilize
to prioritize products, the July 2012 Proposal merely identifies a number of factors the
Department’s staff will consider. The actual prioritization then undergoes a 180-day decision
making process that lacks clear criteria. This will discourage manufacturers from seeking to get
ahead of these regulations and accelerate their design of green safer products or their choice of
greener, safer chemical ingredients. We urge the Department to completely re-craft this process,
and to instead design a process that engages in triage and prioritization based on sound scientific
principles, using a robust peer and public review.

In addition, § 69503.2 violates the statutory requirement for an exemption where there
would be a conflict with, or duplication of existing laws and regulations. This should not be a
judgment call of DTSC; the existence of other laws that conflict with or duplicate should, in
itself, be sufficient to exempt those products. Thus, it is necessary that revisions address this
inconsistency between the Statute and the July 2012 Proposal.

B. Priority Products List
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Section 69503.4(a)(2)(B)(2) of the July 2012 Proposal provides that the for each “highly
durable product” the Department shall specify no more than ten components and/or homogenous
materials per product every three years. Given the enormity of the Department’s undertaking,
and the complexity of highly durable products, the Alliance is concerned that this schedule is
much too aggressive for both the Department and industry. The Alliance suggests that a change
to no more than five components per product every three years is still an aggressive undertaking,
but one that may be achievable. Additionally, without changing the definition of components as
we have suggested, the limit of even five components being addressed every three years is
impractical, particularly if the components include complex assemblies such as engines and
transmissions.

Section 69503.4(f) provides that the Department shall review and revise the Priority
Products list at least once every three years. This implies that the Department could make
changes at intervals shorter than three years. Consistent with the above, this provision is simply
too aggressive and should be revised accordingly.

C. AA Threshold Exemption

The Alliance supports the Department’s decision to abandon the term de minimis
threshold, and instead utilize “Alternatives Analysis Threshold.” Moreover, it appreciates the
fact that § 69503.5(c) gives the Department flexibility in specifying the threshold for each COC
that is the basis for a product or component being listed as a Priority Product. That said, in order
for the implications of the threshold to be clearly understood and practically implemented, we
recommend that the reliable information standard be further clarified in this section of the July
2012 Proposal. Specifically, the Alliance recommends that the following definition be added
and referenced in § 69503.5:

Practical Quantitation Limit (PQL)” means the minimum concentration of a
chemical that can be precisely quantified (percent relative standard deviation
within +/- 10%) with an acceptable bias (percent recovery within 90-110%).
An analytical result below the PQL obtained from an accepted analytical test
method for the chemicals of concern in the listed priority product results in
an exemption for that product from the alternatives assessment process.

Alternative Analysis thresholds should then be set at or above the PQL.

In addition, and in an effort to streamline the regulatory process by focusing on an
achievable scope of chemicals, we recommend that § 69503.5(c)(1) be revised to exempt
naturally occurring contaminants and recycled material contaminants from consideration.
Attempting to regulate trace levels of naturally occurring contaminants is impractical and
counterproductive to controlling, reducing or eliminating intentionally added COCs. Addressing
contaminants in recycled materials will surely inhibit the use of recycled content in products,
which cannot be the Department’s intent.

The focus of the Green Chemistry Statute is on design of safer consumer products and
design of safer green chemistries and materials. By not exempting contaminants, the Department
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is redirecting the energies and monies of industry from the important goals of the statute to lower
value environmental goals.

D. AA Threshold Exemption Notifications

Section 69503.5 should be struck from the regulation. If a product contains a COC which
is below the alternative assessment threshold, notification to the Department of such should not
be required. The point of the threshold is to specify a level above which action should be
required and, conversely, below which no action is required. An exemption notification
requirement will detract resources from the task at hand — reducing COCs — and is also
counterproductive. Trying to account for trace levels of chemicals, which are acknowledged by
the Department as not being a priority because they are below the AA threshold set by the
Department, serves no purpose and will create a burden for responsible companies. Companies
(such as Alliance members) which are actively managing chemicals in their products will face a
massive paperwork exercise. Companies which are not managing the chemicals in their products
will simply not submit notifications. (If they do not know the chemical content of their products
they will certainly not know the trace amount of chemicals which are presumably not
intentionally added.) Again, with this provision, the Department is redirecting the energies and
monies of industry from the important goals of the statute to administrative paperwork tasks.

As an illustration of the inefficiency likely to be associated with the AA Exemption
Notification requirement, see subsection (c¢) which requires that AA Exemption Notification
continue to be revisited and refined over the life of any product. Again, self-policing under the
threat of enforcement seems more practical, and would eliminate a significant administrative
burden.

4. Article 4. Petition for Inclusion of a Chemical or Product in the
Identification and Prioritization Processes.

The Alliance remains concerned that this Article still contains no requirement that the
Department include affected manufacturers and importers in the petition process. In order to
comport with due process requirements, the provisions in this article, and specifically §69504,
should be revised to provide for affected manufacturer/importer participation as early as
possible, and should include a scientific peer review process.

A. Applicability and Petition Contents

Consistent with prior comments about the need for the definition of “reliable
information” to be based on sound scientific principles, petitions to the Department to add COCs
to the COC list must be based on sound scientific data, and the rigor of a science-based
prioritization review subject to full due process rights of the APA. The regulations must include
scientifically-established thresholds and standards that must be met in order for a petition to be
granted.

5. Article 5. AA.

A. AA: General Provisions
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While § 69505.1(a)(1) recognizes that the term “Priority Product” may mean a listed
product, or the component(s) and/or homogeneous materials(s) within a component in the
product that are the focus of the AA, it does not appear that the remainder § 69505.1, and many
other provisions in the July 2012 Proposal acknowledge these critical distinctions. As an
example, the Alliance directs the Departments attention to § 69505.1(a)(2) in the July 2012
Proposal which provides: “All references in this article to ‘product’ mean the product as a
whole.”

From a practical standpoint, the language in subsection (a)(2) dictates that the entirety of
a “highly durable product” will ultimately become the focus of an AA even though the
Department has repeatedly stated its position that this is not its intent. To prevent this outcome,
the Alliance urges the Department to make the revisions in § 69505.1 and in other provisions of
the July 2012 Proposal that are necessary to ensure that, where applicable, component(s) and/or
homogeneous material(s) in components, rather than a larger product, are the focus of an AA.

The language contained at § 69505.1(g)(1)(F) is simply impractical. First, like the AA
Threshold exemption, the COC Removal Notice is wholly unnecessary. Nonetheless, once a
COC has been removed, a product reformulated, and a COC Removal Notice submitted,
requiring that the responsible entity also track all existing inventory and ensure that products still
containing that COC not be placed into the stream of commerce in California, while also meeting
its existing regulatory burdens and complying with all other aspects of the July 2012 Proposal is
simply impractical. As the Department has acknowledged repeatedly, the regulations are
intended to be forward looking, and this provision is inconsistent with that intention. The
Alliance suggests that this provision be deleted. At the very least, responsible entities must be
given longer than 180-days to satisfy this requirement.

B. AA: First Stage

While subsection (b)(3) allows the responsible entity to eliminate alternatives during this
initial screening phase, it does not allow eliminating alternatives based upon economic,
consumer acceptance or performance considerations. These are important factors in choosing an
alternative that is actually implementable. Additionally, subsection (b)(3)(A) is overly broad and
would require a review of chemicals not on the COC lists. Suggested revisions to address these
issues is in the attached redline.

C. Alternatives Analysis Reports

The provisions of § 69505.5 are simply too broad. The massive amount of information
that the Department proposes be collected will render implementation of the regulations
burdensome for the both Department and industry. Moreover, a regulatory framework with more
reasonable parameters would satisfy the intent of the Statute. As an example of where § 69505.5
could be revised, the requirement that responsible entities provide the name and contact
information for all parties who purchased products within the last 12 months is wholly
unnecessary, and a task that will require hours of manpower in and of itself. Moreover, it is
confidential business information that cannot be disclosed. Again, if the goal of the July 2012
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Proposal is to be forward looking, generating this type of information simply should not be a
priority.

6. Article 6. Regulatory Responses.

A. AA Report Supplemental Information Requirements

This section provides that the Department “may at any time” require the responsible
entity to “provide any information” and/or “obtain or develop information to fill one or more of
the information gaps...” The Department has indicated that its intent is not to require the
generation of information in order to fill data gaps. This provision appears overly broad and
contrary to that stated intent. Accordingly, the Alliance requests that the Department revise this
section for consistency with prior statements of intent.

B. Product Information for Consumers

Section 69506.4 suffers from the same problems discussed with references to
§ 69501.1(a)(1), above. It requires that information be provided for the whole of a product, as
opposed to the component(s) and/or homogeneous material(s) within a component in the product
that are the focus of the regulation. Therefore, it also must be revised to reflect what the
Department has stated is its intent.

Subsection (a)(1)(D) provides that the information made available to consumers include
identification of any end-of-life management program and be available for as long as the product
is in the stream of commerce. To the extent there is a disagreement about inclusion of the end-
of-life management requirement, this provision is also objectionable and should be revised. See
below for further discussion.

C. Use Restrictions on Chemical(s) of Concern and Consumer Products

The provisions in § 69506.5 which would allow the Department to restrict who may
purchase or use a product go beyond the authority conveyed in the Statute and are wholly
unnecessary to effectuate its intent. Accordingly, we suggest that § 69506.5(a) through (d) be
deleted in its entirety.

D. End-of-Life Management Requirement

This section requires manufacturers to develop, fund and manage an end-of-life
stewardship program for their products that generate hazardous waste. This provision is
unnecessary. The statute does not authorize imposition of financial guarantees or compensation
to retailers, local governments and others. Also, it is pre-empted by the federal Resource
Conservation and Recovery Act (“RCRA”) insofar as it conflicts with many of RCRA’s
provisions, and RCRA occupies the field where these issues of end-of-life for hazardous waste
management are concerned. RCRA already requires financial guarantees for end-of-life
management of hazardous waste. Moreover, RCRA requires all owners and operators of
facilities that treat, store, or dispose of hazardous waste to provide financial assurance.



Ms. Jones, DTSC
October 11, 2012
Page 26

It may also be in conflict with the Electronic Waste Recycling Act and associated
regulations promulgated by the Department. Moreover, it is excessively punitive in light of the
fact that manufactures already paying an advanced disposal fee in connection with the Electronic
Waste Recycling Act will now potentially be asked to provide an additional up-front guarantee
of environmental practices that occur at the back end of their product’s life-cycle. For these
reasons, the requirements (most notably the financial guarantee aspect of the requirements) are
not legally defensible and this provision must be revised.

Finally, subsection (d) provides that a responsible entity may request an exemption from
the requirement to provide an end-of-life management program. Once again, however, the
subsection provides no standards or clear criteria for obtaining the same. This provides industry
no direction with respect to what might be considered compelling, and breeds a system where
there are no clear arguments in the event of an arbitrary decision.

For each of the reasons set forth above, this section requires extensive revisions. The
Department should delete the end-of-life management requirement and/or build flexibility into
the existing provisions that would allow for opt-out by individual companies or industries (like
the auto industry) that can demonstrate (by meeting quantitative standards) that a recycling
system is in place or that they have voluntarily implemented their own effective take-back or
recycling programs. Provisions of this nature would provide an incentive to manufacturers
developing innovative end-of-life strategies on their own, and would minimize the Department’s
burden in a time of scarce resources and economic uncertainty. At a minimum, the need for the
financial guarantee provisions contained at § 69506.8(a)(2)(A) should be revisited.

E. Regulatory Response Selection and Re-Evaluation

While the Alliance understands that the Statute conveys authority that allows the
Department to impose one or more regulatory responses, it is concerned about the implications
of the language contained at § 69506.10(b). From a practical standpoint, certainty is of
relevance. As currently drafted, this provision could mean that a responsible entity invests
significant capital in undertaking a regulatory response imposed by the Department, only to be
told that the Department has changed its mind, and would instead like to impose a different
regulatory response. The threat of this sort of outcome is certain to have a chilling effect on
business and innovation in California. Moreover, it is not necessary to effectuate the intent of
the Statute. Accordingly, we suggest that subsection (b) be deleted in its entirety.

Additionally, there should be a point where the responsible agency is deemed to have
complied with its obligations under the rules and the process is concluded, as opposed to a never-
ending re-evaluation of the chemical and product combination. If new evidence of a concern
appears, the product and chemical combination should once again go through a meaningful
product prioritization process. The Department must add a “no further action” provision to the
draft regulations.

F. Exemption from Regulatory Response Requirements

Subsection (b)(6) provides that if a responsible entity claims exemption from regulatory
response requirements because to require the same would conflict with, or be duplicative of,
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other applicable state or federal laws, they submit a formal request for exemption from the
Department. The Statute specifically precludes the Department from requiring a regulatory
response where either of these two scenarios occurs. Accordingly, no notification should be

required, nor does requiring one appear to be authorized by the statute. This requirement should
be deleted.

7. Article 10. Trade Secret Protection.

This Article addresses trade secret protection. While the existing provisions are not
objectionable, the Article would be more appropriately protective if it covered a broader category
of information and set forth how the Department intends to ensure that trade secrets are actually
protected.

As a means to being appropriately protective this Article should address “Confidential
Business Information,” which includes not only trade secrets, but also commercial or financial
information that is privileged or confidential, including customer lists. Moreover, it must set
forth a protocol that contains information security systems, employee protocols and training to
assure that the Department has the ability to protect trade secret information that is supplied in
connection with the July 2012 Proposal. To our knowledge, the Department does not have such
a protocol in place, and without it, there is no means to actually ensuring that trade secret
information is actually protected, even if it is the Department’s intent to do so.

A. Assertion of a Claim of Trade Secret Protection

Notwithstanding the above, the amount of information that must be provided to assert
trade secret protection appears more cumbersome than necessary. As an example, see federal
regulations at 49 CFR Part 512, which provide for protection of the broader category of
“Confidential Business Information” and require far less information to support a claim.

8. Other Issues

Finally, the Alliance is also concerned that the ISOR does not provide any justification to
support the adoption of language discussed in detail above. See California Government Code §
11346.2(b) (Requires that the ISOR include: (1) A description of reasonable alternatives
including the reasons for rejecting said alternatives and a description of alternatives that would
lessen any adverse impacts; (2) “efforts, in connection with a proposed rulemaking action, to
avoid unnecessary duplication or conflicts with federal regulations contained in the Code of
Federal Regulations addressing the same issues;” and (3) “A statement of the specific purpose of
each adoption, amendment, or repeal, the problem the agency intends to address, and the
rationale for the determination by the agency that each adoption, amendment, or repeal is
reasonably necessary to carry out the purpose and address the problem for which it is proposed. .

).
A, Alternatives

Consistent with the AA comments set forth in Section II., above, the Alliance also wishes
to point out that the AA prepared in connection with the July 2012 Proposal is also in conflict
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with the Office of Administrative Law (“OAL”) process set forth in Government Code §
11346.2(b) for two reasons:

1. The ISOR does not include a description of reasonable alternatives, and
reasons for rejecting said alternatives.

2. The ISOR does not include a description of reasonable alternatives to the
regulation that would lessen any adverse impact on small business, and the
Department’s reasons for rejecting the same.

Again, the Department has done little more than briefly consider and summarily address
one additional regulatory approach, which, given the importance of these regulations and the
potential impacts to affected parties, cannot possibly constitute an analysis of “reasonable
alternatives.” In addition, however, and also discussed in Section II., above, there is no doubt
that the July 2012 Proposal will have economic impacts on all businesses (including small
businesses). The ISOR does not include an analysis of any alternatives that would lessen adverse
impacts on small business and the Department’s reasons for rejecting said alternatives.

B. Unnecessary Duplication/Conflicts

The ISOR contains a cursory analysis of why the July 2012 Proposal does not conflict
with the federal Toxic Substances Control Act of 1976 (“TSCA”) and, therefore, does not
duplicate or conflict with existing federal law. While this may be the case with respect to TSCA,
the breadth of the July 2012 Proposal dictates that it most certainly conflicts with other federal
regulatory schemes that address the environment. s the Ultra Vires and Overbreadth discussion
in Section L., above. Moreover, as discussed in several places above, the July 2012 Proposal’s
provisions on Trade Secret Protections are far more onerous that existing federal requirements,
and the Department has failed to provide any reasonable explanation for why that is the case.

C. Statements of Specific Purpose and Rationale

The statements of specific purpose for each provision in the July 2012 Proposal do not
meet the standard set forth in the Government Code. In many places, the ISOR simply repeats
the language contained in the July 2012 proposal, rather than explaining the purpose of the same,
problem intended to be addressed, etc. As examples, the Alliance would direct the Department’s
attention to the ISOR language on: Chemical and Product Information; COC Identification; and
Trade Secret Protection.

The statement of specific purpose developed in connection with § 69501.4(a) of the July
2012 Proposal does not meet the standard set forth in Government Code § 11346.2(b). It does
little more than repeat the regulatory language. Moreover, despite repeated comments and
repeated Department statements about the intent of the product information provisions, it
contains no explanation for why subsection (4), which would allow the Department to request
that responsible entities or chemical manufacturers generate new information and provide said
information to the Department (irrespective of whether their chemical or product is contained on
the initial COC or Priority Product lists), is necessary to carry out the purpose of the Statute.
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Despite repeated comments explaining why the COC identification process that is set
forth in the proposed regulations must comply with the plain language of Health and Safety Code
§ 25252 and “prioritize” chemicals that are found in consumer products, the July 2012 Proposal
still sets forth a regulatory scheme whereby as many as 1,200 chemicals will be contained in the
initial COC list. The ISOR itself acknowledges that the initial COC list is “robust,” and suggests
the Department’s understanding that what will be accomplished pursuant to § 69502.2 in the July
2012 Proposal is something less than the prioritization that the legislature envisioned when it
adopted the Statue. See ISOR at pp. 56-57. Furthermore, the ISOR does not include the
rationale for the Department’s determination that a regulatory scheme that does not better
“prioritize” is necessary to carry out the purpose and address the problem for which it is
proposed. Without this explanation, one has no choice but to assume that there is a means to
better “prioritizing” COCs and developing a more manageable initial list of COCs, a list that
would better reflect the intent of the Statute and more appropriately carry out its purpose. The
mere fact that longer lists guide alternative regulatory schemes is not enough to justify the
Department’s approach where further prioritization is both reasonable and feasible.

As discussed above, the July 2012 Proposal provisions relating to trade secrets and trade
secret protections are unnecessarily burdensome and wholly inadequate to ensure the protection
of valuable trade secrets. Aside from summarizing the requirements of Article 10 in the July
2012 Proposal, the ISOR does little to explain why such a narrow scope of protection is
reasonable and why such a burdensome process for asserting trade secret protection is necessary
to carry out the purposes of the Statute. Where a parallel scheme exists under applicable federal
regulations, and such critical information is at stake, the Government Code requires a better
explanation for why broader protection of trade secrets is not enough to carry out the purpose of
the Statute and to address the issues that gave rise to the Green Chemistry Initiative.

While the Alliance has chosen only to highlight these specific examples, similar
deficiencies exist with respect to multiple ISOR statements. The Alliance urges the Department
to revisit the statements of specific purpose for every provision of the July 2012 Proposal with an
eye toward ensuring that the plain language of Government Code § 11346.2(b)(1) is satisfied
with respect to each.

IV.CONCLUSION

The Alliance will continue to communicate with the Department in hopes of obtaining a
practical and meaningful regulation which implements the principles of green chemistry. To that
end, we have supplied numerous attachments to this letter that we hope will serve as a guide to
the Department as it embarks on its next draft.

As always, thank you for your time and consideration of our comments. If you have any
questions, please feel free to contact me.
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Attachment 1

ATTACHMENT A: Top FIVE CHANGES NEEDED

Top 5 Suggested Language Revisions to July 27, 2012 Draft
Issues
One Set achievable project scope

69503.4 .1 (a)(2)(B)(4) ; ;
produets-For purposes of subparagraph 2 “component means a uniquely identifiable
material within a single uniquely identifiable part or piece, not comprised of subparts, of a
highly durable product.

8 69503.4(a)(2) For each listed highly durable product, the Department shall specify

no more than ten<10) five (5) components andier-hemegenous-materials-per product every
three (3) years.

§ 69501.1 (34) “Historic product” means a product manufactured prior to the effective date
of the requlatory response selected by the Department for the Priority Product, including all
service, repair and replacement parts associated with the historic product even if
manufactured after a regulatory response.

§ 69506 (d) In no case shall the Department apply a requlatory response to a historic

product. In the case of service, repair and replacement parts for historic products, the
Department may only impose requlatory responses related to handling and warning

reqguirements.

Two

Set achievable chemical scope

8 69501.1 Add definition (48) Practical Quantitation Limit (PQL)” means the minimum
concentration of a chemical that can be precisely quantified (percent relative standard
deviation within +/- 10%) with an acceptable bias (percent recovery within 90-110%). An
analytical result below the PQL obtained from an accepted analytical test method for the
chemicals of concern in the listed priority product results in an exemption for that product
from the alternatives assessment process.

§ 69503.5. (c) The Department shall specify an alternatives analysis threshold for each

Chemical of Concern that is a basis for the product being listed as a Priority Product. In
establishing an alternatives analysis threshold, the Department shall exempt for a highly
durable product:

(1) A naturally occurring contaminant in raw materials that are common and are
frequently used to manufacture the product; and

(2) A contaminant in recycled materials that are common and are frequently used to
manufacture the product. :

and, except as provided in paragraph (3), take into consideration, based on available reliable
information, the factors specified in paragraph (1), if relevant, and paragraph (2):

(1) The ease or difficulty of removing from the product, or otherwise avoiding the presence
in the product of, the Chemical of Concern, if the source(s) of the Chemical of Concern

October 11 Submission
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is/are one or more of the following:

(A) Air or water frequently used as a processing agent or an ingredient to manufacture
the product;

(B) A processing agent or intermediate frequently used to promote certain chemical or
physical changes during manufacturing, and the incidental retention of a residue is not
desired or intended.

8 69505.3(b)(3) (B) Compare each of the alternative chemicals being considered with the
Chemical(s) of Concern in the Priority Product, using the information collected and
evaluated under subparagraph (A);

(C) Eliminate from further consideration in the AA any alternative chemical(s) that the
responsible entity determines poses equal or greater adverse public health and/or
environmental impacts than the Chemical(s) of Concern;

8 69505.3 4dd (D)-Eliminate from further consideration in the AA any economically
infeasible alternative chemical(s) which is projected to be economically infeasible at time of
implementation and use.

Three

Revise regulatory responses to be practical

8 69506. Regulatory Response Selection Principles.

(a) The Department shall identify and require implementation of regulatory responses
designed to protect public health and the environment from the harm caused by the
Chemical of Concern in the Priority Product or the substitute product design required by the
Department following completion of the alternatives analysis, and maximize the use of
alternatives of least concern, where such alternatives are technically and economically
feasible.

(b) In selecting regulatory responses, the Department shall give preference to regulatory
responses providing the greatest level of inherent protection. For these purposes, “inherent
protection” refers to avoidance or reduction of adverse impact or exposure that is achieved
through the redesign of a Priority Pproduct or process, rather than through administrative or
engineering controls designed to limit exposure to, or the release of, a Chemical of Concern
in the Priority Pproduct .

(c) In selecting regulatory responses, the Department may consider any or all of the
following factors:

(1) The likely actual effectiveness of the regulatory response, including the capacity of
responsible entities to comply, and the ability of end-users to understand and act upon any
information and directions provided with respect to the Chemical of Concern in the Priority
Prproduct or selected substitute product;

869506.2 (b) Within one year of the completion of the Alternatives Assessment, tFhe
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Department may at-any-time-require a responsible entity to obtain or develop, within a time
frame specified by the Department, information to fill one or more of the information gaps
identified in the Final AA Report, under section 69505.5(i)(2), if the

Department determines this information is needed to re-evaluate, under section 69506.10(b),
the initial regulatory response(s) imposed for a selected alternative or a Priority Product that
remains in commerce.

8§ 69506.4(a)(1) Except as provided in paragraph (2), this section may applyies to a Priority
Product, or a selected alternative to a preduets, Priority Products, containing a Chemical of
Concern above the alternatives analysis threshold ferwhich-an-alternative-is-netselected;

and-Priority-Products.

8 69506.5 Use Restrictions on Chemical(s) of Concern and Consumer Products.

The Department may impose restrictions on the use of one or more Chemicals of Concern in
a selected alternative, or in a Priority Product for which an alternative is not selected, or
restrictions on the use of the product itself, to reduce the ability of the product to contribute
to or cause adverse public health and/or environmental impacts. Use restrictions may
include one or more of the following:

(a) Restrictions on the amount or concentration of the Chemical(s) of Concern permitted
ina product

(ch) Any other use restrlctlon that reduces the amount of any Chemlcal(s) of Concern in the
product, or reduces the ability of the product to contribute to or cause an exposure to the
Chemical(s) of Concern in the product.

§ 69506.7 (b) Engineering or administrative controls may be imposed by the Department to
either integrally contain the Chemical(s) of Concern within the structure of the product or
limit exposure to the Chemical(s) of Concern, if one or more of the following applies:

(1) Reliable information indicates the presence of the Chemical(s) of Concern-e«;
itsftheirdegradatemetabolite-orreaction-produets—i in a particular subpopulation
that has one or more routes of exposure to the chemical(s) and where such controls
are necessary to limit exposure to the chemical of concern in the consumer product.

)

869506.8(a)(2)(B) The product stewardship program and plan for collecting and, if
applicable, recycling the product shall be developed in consultation with California retailers
and owners/operators of prospective collection sites. That program must include
mechanisms, including market-based mechanisms, to ensure that there will be funding for
the costs, if any, of proper collection of the products for the period of the product’s useful

life after the manufacturer ceases to eX|st Iheee#eetren—pregram—must—melude—ene—er;beth
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Four Eliminate duplicative regulation
869501(b)(4) This chapter does not apply to a consumer product regulated by one or more
federal and/or California state regulatory program(s), and/or applicable international trade
agreements ratified by the United States Senate, that address the same adverse public health
and environmental impacts that would otherwise be the basis for the product being listed as
a Priority Product.

Five Set achievable reporting scope

1 - Delete AA threshold exemption notifications, chemical of concern removal
notifications , and regulatory response exemption requests

2 - Have AA Reports with reasonable parameters
§ 69505.3 Move to § 69505.1 (a) All references in this seetion-article to “Chemical (s) of

Concern” mean the Chemical(s) of Concern that is/are the basis for the product being
included on the Priority Products list.

§ 69505.4 (b)(4) Any absenter conflicting data regarding a relevant factor;and-either-or
both of the followd ot

8 69505.5 (a)(5) The responsible entity shall identify and explain in the Final AA Report
differing conclusions from the Preliminary AA Report almajor-differences —

8 69505.5 (e)(3) Identification of the Chemical(s) of Concern in the Priority Product that
|s/are the basis for the product bemg mcluded on the Pr|0r|ty Product Ilst andrans,eother
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3 - Delete requirements of listing customers who purchased products within the last 12
months

8§ 69505.6. (c)(2) If the Department requires one or more regulatory responses under
sections 69506.5, 69506.6, 69506.7, 69506.9, and/or 69506.10, the Department shall specify
in the notice the proposed due date(s) for implementation of the regulatory response(s). In
assigning a due date for completing a regulatory response, the Department shall consider the
complexity of implementing the regulatory response. If a product design change is

required, the Department shall allow sufficient time for prototype development and testing
for highly durable products .

4 - Extend time period to seek judicial review to enjoin disclosure of trade secret
information

8 69510.1 (b)(2) If the submitter fails to provide the information within the timeframe
specified, the Department shall notify the submitter by certified mail that the claim is out of
compliance with this article, and that the information claimed to be trade secret will be
considered a public record subject to disclosure by the Department sixty thirty (6038) days
after such notice is mailed. During this 6038-day period, the submitter may seek judicial
review by filing an action for a preliminary injunction and/or declaratory relief.

(c) If the Department determines that information provided in support of a request for

trade secret protection does not meet the substantive criteria for trade secret designation, the
Department shall notify the submitter by certified mail of its determination and that the
information claimed to be trade secret will be considered a public record subject

to disclosure by the Department sixty thirty (6038) days after such notice is mailed. During
this 6030-day period, the submitter may seek judicial review by filing an action for a
preliminary injunction and/or declaratory relief.
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Krysia Von Burg, Regulations Coordinator 1801 J Street
Regulations Section ok (01 446666
Department of Toxic Substances Control Fax: (916) 444-8373
P.O. Box 806 Ann Arbor, Ml
Sacramento, CA 95812-0806 ey it

Subject: Proposed Safer Consumer Product Alternatives Regulation

Dear Ms. VVon Burg:

On behalf of the Alliance of Automobile Manufacturers, we are submitting the following
comments pertaining to the Department of Toxic Substances Control’s (DTSC’s)
proposed regulation for Safer Consumer Product Alternatives.

The California Environmental Quality Act (CEQA) — Intent and General Applicability to
Requlatory Programs

DTSC has prepared a draft Notice of Exemption (NOE) without performing any
meaningful environmental review of the “project” as required pursuant to the California
Environmental Quality Act (CEQA).

The intent of the legislature in enacting CEQA is stated at sections 21000 and 21001 of
the California Public Resources Code. Of particular significance with respect to the Safer
Consumer Product Alternatives Regulation are sections 21001(f) and (g), which declare
that it is the policy of California to:

() Require governmental agencies at all levels to develop standards and
procedures necessary to protect environment quality.

(9) Require governmental agencies at all levels to consider qualitative
factors as well as economic and technical factors and long-term benefits
and costs, in addition to short-term benefits and costs and to consider
alternatives to proposed actions affecting the environment.

DTSC’s position with respect to the Safer Consumer Product Alternatives Regulation
does not comport with either of these policies, as evidenced by its claim that the
rulemaking is exempt from CEQA. DTSC has provided no basis to support its claim that
the rulemaking is exempt from CEQA, and other evidence (such as that contained in this
letter) clearly indicates that it is not exempt.
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First, it is clear that the Safer Consumer Product Alternatives Regulation represents a
massive program with the potential to fundamentally alter the availability, composition,
and nature of consumer products in California.

The California Legislature intended that this type of rulemaking be subject to CEQA.
The fact that the proposed regulations will have a far-reaching effect can be seen, among
other places, in the Public Notice, where DTSC states:

Except as noted below, the regulations apply to all consumer products that
contain a Chemical of Concern, and are sold, offered for sale, distributed,
supplied, or manufactured in California....

Other evidence can be seen in the press release announcing the release of the draft
regulation, where DTSC Director Debbie Raphael is quoted as saying:

Using a world-wide recognized list of “chemicals of concern’ the
regulation would create a process by which manufacturers who are using
one of those listed chemicals must identify and examine the viability of
safer ingredients. If an alternative is not feasible, DTSC will identify steps
the manufacturer must take to ensure the product is safely used, disposes
of, or phased out.

And that:

We see this as a two-for-one initiative. Public health and the environment
benefits by lessening our use of toxic chemicals, and California companies
get a significant boost into markets that are rapidly expanding. This
regulation will stimulate growth in those markets and move us toward a
higher level of environmental protection.

Both of these statements also acknowledge that the regulation will affect the
environment, and the regulation should not be adopted absent consideration of all of the
factors contemplated in the aforementioned CEQA provisions. In addition, they indicate
that there will be a transition that will lead to both short- and long-term impacts that
should also be carefully considered. Again, when read in the context of the legislative
intent set forth in CEQA, these statements make it clear that this rulemaking is not
exempt from CEQA compliance.

Similarly, in the Executive Summary of the economic analysis prepared in support of the
proposed regulation it is noted that:

The regulations intend to improve public health and environmental quality
by introducing a set of rules that will create a discovery process that will
change how manufacturers produce their products and generate new
information about the chemical content of products. Once the assessment

! California Environmental Protection Agency, Department of Toxic Substances Control, News Release, T—
06-12, July 27, 2012. http://www.dtsc.ca.gov/PressRoom/upload/News-Release-T-06-12.pdf
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is completed, firms may manufacture an alternative product if it meets
prescribed conditions. Failing this, DTSC may issue a regulatory response
mandating several possible actions by the firm, ranging from engaging in
further research, providing product information, adopting an identified
alternative, to banning products from the California marketplace.

Despite all of these statements acknowledging that the regulation has foreseeable impacts
on the environment, DTSC has performed no analysis, survey, economic assessment, or
other study of how parties affected by the proposed regulations will respond to the
enactment of the regulation either before or after implementation. Clearly, there are
some responses that could create either adverse environmental or public health impacts,
such as the elimination of existing consumer products from the marketplace or the
creation of bars to the introduction of new products.

Changes in chemical composition and product inputs are clearly the primary intended
consequence of the regulations. Furthermore, they will inevitably result in impacts that
should be considered, disclosed, and analyzed. For example, if DTSC wants to push for
alternatives to certain chemicals, CEQA requires that DTSC inform itself about the
supply of potential alternatives and how it might change as a result of that action.
Similarly, DTSC needs to consider how chemicals are manufactured and supplied, and
whether the increased manufacture of proposed alternatives might necessitate a need to
expand existing facilities, construct new facilities, or could result in the manufacture or
supply of alternative chemicals that pose different environmental challenges (e.g., what if
the manufacturing process for a chosen alternative is more energy intensive than its
predecessor?). The proposed regulation could also lead to discontinued production
and/or premature disposal of existing products, with potential impacts ranging from
human health impacts resulting from lack of efficacious consumer products to burdens on
waste handling systems.

Another potential impact of the proposed regulations is that they could lead to adverse
impacts by stalling the introduction of new, safer, and more efficient consumer products.
The absence of desirable consumer products in California could result in major shifts in
global supply chain logistics, as well as increased travel to bordering states and countries
to purchase those products, with impacts ranging from increases in fuel usage to
economic impacts associated with lost California sales and reduced sales tax revenues.
Similarly, development of a new California-based consumer product industry as
envisioned by Director Raphael could lead to dramatic increases in goods movement in
California. As is well known, goods movement can have serious environmental and
public health consequences and has resulted in significant concerns regarding
“environmental justice” in many California communities.

We therefore request that DTSC suspend finalization of the regulatory proposal until a
CEQA Initial Study can be performed, followed by the appropriate level of CEQA
review, which is the preparation of a Program Environmental Impact Report (Program
EIR).
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Improper Avoidance and/or Deferral of CEQA

First, it is important to highlight that it appears that DTSC is simply trying to avoid
CEQA compliance at both “program” and “project” levels by any means possible. As
discussed below, DTSC’s attempt to avoid CEQA compliance at the program level is two
pronged. First, DTSC claims that a statutory exemption applies, and then DTSC also
claims that a common sense exemption applies. However, both arguments fail because
DTSC attempts to support them based on arguments related to “project” specific as
opposed to “programmatic” analyses.

Next, DTSC similarly attempts to claim that the actions taken in response to the
implementation of the proposed regulations are also exempt from CEQA because the
structure of the regulation will ensure that there are no adverse environmental impacts
associated with any action taken. However, as discussed in detail below, in fact the
proposed regulation contains no mechanism that will ensure compliance with CEQA
even at the “project” level.

At this point in the regulatory process, the key issue is DTSC’s failure to address CEQA
from a “programmatic” standpoint. Evidence of how DTSC is trying to avoid
compliance with CEQA at the program level can be found in many places, for example,
on page six of the NOE. Here DTSC states, “In addition, there will be no physical
change in the environment resulting from this action on the part of DTSC to adopt
regulations that specify a process for identifying and prioritizing COCs in consumer
products, since the activities being conducted by DTSC are intellectual evaluation and
analysis only.”? [Emphasis in original.]

It is also unclear how DTSC can support this broad and general statement given that
DTSC has not identified which scientifically vetted process(es) will be utilized in the
identification or prioritization process for COCs. Given the of lack of an identified
process, affected industries cannot even perform a rudimentary analysis of potential
chemical changes, the environmental impact of those changes, and the subsequent
impacts to the citizens and environment of the State of California. It simply isn’t credible
for DTSC to claim that there will no environmental impacts associated with the proposed
regulation.

DTSC grossly errs by attempting to limit the scope of environmental review required by
CEQA to only the agency’s own administrative activities, thereby ignoring any “real
world” activities that will be undertaken by the regulated parties as a result of the
regulatory program. DTSC implies that the “project” consists merely of DTCS’s
“intellectual evaluation and analysis” (i.e., Department employees administering the
program in an office environment). This logic undercuts the entire intent of CEQA. In
doing so, DTSC even misrepresents the project by failing to describe the regulatory
responses that can and will stem from their analysis. Under this faulty logic, Lead
Agencies could approve large and significant projects (such as new refineries, new
hazardous waste disposal sites, or new large developments) under the auspices that no

2 Draft NOE available at http://www.dtsc.ca.gov/LawsRegsPolicies/Regs/upload/SCP-CEQA-NOE-7-26-
12.pdf
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impacts would occur as a result of the day-to-day job duties of Lead Agency employees,
which consist only of reviewing documents and drafting permits.

Elsewhere in the draft NOE, DTSC states that “the need for additional CEQA evaluation
will be considered, as appropriate, during implementation of the regulatory program.”
While we agree that further CEQA evaluation will be necessary at further implementation
stages of DTSC’s Safer Consumer Products regulatory program (likely as tiered CEQA
documents subsequent to a Program EIR), the potential significant impacts should be
disclosed to the public at this time via a Program EIR.

Section 15168(a)(3) of the CEQA Guidelines describes a Program EIR as, “...an EIR
which may be prepared on a series of actions that can be characterized as one large
project and are related [...] in connection with the issuance of rules, regulations, plans, or
other general criteria to govern the conduct of a continuing program.” Section 15164
requires that Program EIRs be prepared for phased projects where the total undertaking
causes a significant environmental effect. The same section further requires that, “Where
an individual project is a necessary precedent for action on a larger project, or commits
the Lead Agency to a larger project, with significant environmental effect, an EIR must
address itself to the scope of the larger project.”

In this case, DTSC is seeking to defer the environmental analysis of the Safer Consumer
Products program to later stages in its implementation, or to avoid CEQA review
altogether. DTSC simply has to abandon this approach and suspend further action to
finalize the Safer Consumer Products regulation until an Initial Study and further
environmental review is performed. We believe that the Initial Study will show that the
preparation of a Program EIR is required at this time, and that future project-level CEQA
review of DTSC’s subsequent actions will be required as described in Section 15152 of
the CEQA Guide, pertaining to “tiering.”

In contrast to DTSC’s unvarnished attempt to avoid CEQA compliance, there are a
multitude of examples that demonstrate how California regulatory agencies need to
address the requirements imposed by CEQA for projects like the Safer Consumer Product
Alternatives regulations. Perhaps the most germane example is the AB32 program being
implemented by the California Air Resources Board (CARB). The AB32 Scoping Plan
and its Appendices® provide all of the information required to assess the environmental
and public health impacts of the AB32 program, including but not limited to assessments
of how technical and economic factors may create adverse impacts as well as the
complete functional equivalent of a CEQA analysis, which is contained in Appendix J of
the Scoping Plan document.

The CEQA analysis performed for the Scoping Plan is programmatic and looks at the
broader environmental and public health impacts of a regulatory structure, not the
specific impacts of individual actions. CARB explicitly acknowledges both the need for
and the appropriateness of a programmatic CEQA analysis, stating in Appendix J that:

® Climate Change Scoping Plan, a Framework for Change, prepared by the California Air Resources
Board, December 2008.
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This analysis is necessarily programmatic. It will provide a basis for
future environmental analyses and allows future project-specific
environmental analysis to focus solely on the new effects or detailed
environmental issues not previously considered. A program environmental
document allows consideration of broad policy alternatives and program
wide mitigation measures at a time when an agency has greater flexibility
to deal with basic problems of cumulative impacts. A programmatic
document also plays an important role in establishing a structure within
which future reviews and related actions can effectively be conducted.

It is also important to note that CARB could have attempted to argue (as DTSC has with
respect to the Safer Consumer Product Alternatives regulations) that the Scoping Plan
was exempt from CEQA because it was just an intellectual exercise, and that there could
never be an action taken pursuant to AB32 that would result in adverse environmental or
public health impacts. However, CARB recognized that to do so would not have been
reasonable, nor would it have satisfied the requirements of CEQA. It should also be
noted that in addition to the Program EIR prepared by CARB, the specific actions taken
in the implementation of the Scoping Plan are also subject to the functional equivalent of
a project level CEQA analysis.

The Rulemaking Does Not Qualify for a Statutory Exemption under CEQA

The 45-day Public Notice for the rulemaking states that DTSC has found the action to be
exempt from CEQA. Specifically, the Public Notice states, “This rulemaking meets the
statutory exemption available under subdivision (b)(8) of Public Resources Code section
21080.” The Public Notice again notes that a draft NOE has been prepared, which will
be filed with the State Clearinghouse upon adoption of the regulation.

The statutory exemption cited by DTSC is completely unrelated to the rulemaking and is
not applicable. Public Resources Code § 21080(b)(8), and the corresponding CEQA
Guidelines found in 14 CCR § 15273, pertain to public agency actions that establish
“rates, tolls, fares, and charges.” The Statute and Guidelines provide for a full CEQA
exemption for only five specific rate/toll/fee/charge actions, with all other rate-related
actions being non-exempt and subject to CEQA review. Furthermore, the Guidelines
require that the public agency make written findings (and highlight them) in the record to
support the claim that the exemption applies.

We would note that the NOE makes no reference to this statutory exemption and contains
no written findings to support the exemption claim in the Public Notice. Because the
proposed rulemaking does not entail the establishment of a rate, toll, fee, or charge, this
statutory exemption has been erroneously applied. We therefore request that DTSC
abandon its claim that the rulemaking is exempt from CEQA, and commence with the
preparation of an Initial Study to determine the proper level of CEQA review required for
this rulemaking, which is a Program EIR.

It is expected that DTSC will respond to the above by stating that it meant to claim a
statutory exemption under subdivision (b)(9) of Public Resources Code section 21080
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rather than subdivision (b)(8). However, as is documented in detail below, the criterion
for this exemption, which is that the proposed project can be determined not to have a
significant impact on the environment, simply cannot be satisfied given the scope and
foreseeable impacts of the proposed regulation.

The Rulemaking Does Not Qualify for CEQA’s “Common Sense” Exemption

The draft NOE reaches the conclusion that the exemption described in 14 CCR §
15061 (b)(3) of the CEQA Guidelines, which has been referred to by the courts as the
“common sense exemption,” applies to the project, and therefore no further
environmental review is necessary.

The rationale behind CEQA’s common sense exemption is that “CEQA applies only to
projects which have the potential for causing a significant effect on the environment.”
The exemption further states that, “Where it can be seen with certainty that there is no
possibility that the activity in question may have a significant effect on the environment,
the activity is not subject to CEQA.™

The CEQA Guidelines specify that if an agency finds a project to be exempt from CEQA
and prepares and files a NOE, the NOE shall include a brief statement of reasons to
support the finding of an exemption. The draft NOE prepared by DTSC purports to
include such a statement of reasons; however, all of the given reasons oddly contravene
the common sense exemption. Specifically, the NOE makes the following statements
[emphasis added]:

The task of analyzing whether there could be a significant effect on the
environment...is incredibly speculative.””

Evaluating the effects...and the environmental impact...is both infeasible and
unreasonably speculative.””®

Consequently, it is virtually impossible at this point of adoption of the
regulations for DTSC to engage in any meaningful evaluation of the significant
environmental impacts, if any, that may result from the implementation of the
regulations.’

It is clear from the draft NOE that DTSC is anything but certain about the level of effects
its action will have on the environment. DTSC’s conclusion that further analysis and
evaluation of the rulemaking is “speculative,” “infeasible,” and “virtually impossible”
contravenes the language of the exemption, which requires “certainty” that “no
possibility” of a significant environmental effect will occur.

14 CCR § 15061(b)(3)
® Draft NOE, Page 5

® Draft NOE, Page 6

" bid.
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Again, all of the above rationales put forth by DTSC apply to “project” specific impacts
resulting from actions that could be taken if the proposed regulations are enacted, not
“programmatic” impacts that can currently be foreseen, analyzed, and for which
mitigation can be proposed. That is exactly the purpose of a Program EIR.

In Davidon Homes v. City of San Jose, the Court found® that, “In the case of the ‘common
sense’ exemption, [...] the agency’s exemption determination is not supported by an
implied finding by the Resources Agency that the project will not have a significant
environmental impact. Without the benefit of such an implied finding, the agency must
itself provide the support for its decision before the burden shifts to the challenger.
Imposing the burden on members of the public in the first instance to prove a lack of
environmental impact would frustrate CEQA’s fundamental purpose of ensuring that
government officials ‘make decisions with environmental consequences in mind.””
[Emphasis added.]

In the same decision, the Court added, “An agency’s obligation to produce substantial
evidence supporting its exemption decision is all the more important where the record
shows, as it does here, that opponents of the project have raised arguments regarding
possible significant environmental impacts.”

Even though DTSC’s draft NOE fails to provide any support for using CEQA’s common
sense exemption (and hence no burden is borne by the public to prove that DTSC’s action
will cause significant environmental impacts), the following sections of these comments
describe potential significant environmental impacts that may occur from DTSC’s
rulemaking. These should be considered by DTSC in the preparation of an Initial Study
to determine the proper level of CEQA review required for this rulemaking, which is the
preparation of a Program EIR.

Foreseeable Direct and Indirect Effects of DTSC’s Safer Consumer Products Alternatives
Requlatory Program

As is outlined below, it is simply not credible for DTSC to conclude that (1) there is no
possibility of significant environmental effect due to the rulemaking, and (2) evaluation
of such impacts is infeasible or impossible at this stage of the program’s development.
DTSC characterizes the rulemaking as “a four-step, science-based, iterative process.”
The four steps in this process are outlined below.

1. DTSC specifies a list of Chemicals of Concern (COC).
2. DTSC evaluates and prioritizes COCs to develop a list of Priority Products.

3. Regulated parties that produce or introduce Priority Products into commerce must
conduct a Preliminary and Final Alternatives Analysis Reports to DTSC.

& Davidon Homes et al, Plaintiffs and Appellants v. City of San Jose, Defendant and Respondent,

54 Cal.App.4th 106, No. H0150182. California Court of Appeal, Sixth District. April 9, 1997, Available at
http://ceres.ca.gov/ceqa/cases/1997/davidon.html, Accessed: September 13, 2012.

® Pages 2 and 4.
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4. DTSC will impose one or more of the following regulatory responses:

No action is required,;

The regulated party must provide product information for consumers;
Use of the COC in consumer products is restricted;

Sale of specific products is prohibited,;

Engineered safety or administrative controls are required,

An end-of-life product management program is required; and/or
Funding of research and development projects is required.

O O0O0O000O0

In its Initial Statement of Reasons (ISOR),*® DTSC only begins to consider the results of
the above four-step process. On page 4 of the ISOR, DTSC includes the following
statements:

DTSC has determined that the regulation may result in the creation of new
businesses as new materials and processes are created. ...

DTSC has determined that the regulation provides opportunities for
growth as California businesses have access to wider range of safer
consumer products and can provide services and products for an
expanding number of consumers demanding safer and greener products.

The above statements indicate that DTSC believes that the regulation will result in new
activities within California related to “new materials” and “new processes.” Specifically,
these effects are most likely to occur at Steps 3 and 4 above, but could indirectly occur at
Steps 1 and 2 as well. Upon DTSC identifying one or more Priority Products (Step 2), it
is foreseeable that the responsible entity will either undertake a voluntary redesign or
reformulation of the Priority Product to eliminate the COC, or they will proceed to Step 3
and prepare the mandatory Preliminary Alternatives Analysis report. 1f the COC is not
voluntarily removed from the Priority Product, DTSC may take one or more of the above
regulatory responses, which include a mandate that the Priority Product be redesigned or
reformulated.

The direct effects of redesigning and reformulating Priority Products (whether voluntary
or mandatory) are foreseeable. Presumably, an economic benefit was realized by the
manufacturer in using the COC in the first place. The economies of using the COCs
could result from its obtainability from local sources, the ease and simplicity of its use in
the manufacturing process, and the overall efficacy and utility of the final product
containing the COC. Conversely, a redesigned or reformulated Priority Product is likely
to require raw materials that are less easy to obtain (i.e., raw materials imported from
more distance locations), require a more difficult or intensive manufacturing process,
and/or result in a less effective product. Each of these foreseeable results will result in
energy and environmental impacts that require evaluation under CEQA.

19 Initial Statement of Reasons, Safer Consumer Products. Department Reference Number: R-2011-02.
Office of Administrative Law Notice File Number: Z-2012-0717-04. Available at
http://www.dtsc.ca.gov/LawsRegsPolicies/Regs/upload/SCP-ISOR-7-23-2012.pdf
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Additional direct effects could occur as part of the final two regulatory responses. Under
the first of these, a manufacturer could be required to implement an end of life product
management program. It is foreseeable that such a program could require the
establishment of collection centers throughout California. Collected consumer products
likely would require special handling and storage procedures, and may require disposal as
hazardous wastes, thereby increasing the volume of material diverted to hazardous waste
disposal sites. Likewise, the final regulatory response would require the funding of
special research and development projects. It is foreseeable that these projects could
entail the construction and operation of new research and testing facilities; increased
product performance and toxicological testing (including animal testing); and waste
streams associated with destructive testing, spent reagents, and construction and disposal
of prototypes.

The indirect effects of listing COCs and Priority Products are equally foreseeable. These
include manufacturers’ desire to avoid a costly alternatives assessment process;
manufacturers’ perceived increase in product liability if sales continue during the
alternatives assessment process; and heightened public concern, avoidance, or aversion of
COCs and Priority Products in their possession. It is foreseeable that a manufacturer,
upon DTSC’s publishing of a COC list, or having their product deemed a Priority
Product, may voluntarily redesign or reformulate the product to avoid further
requirements under the Safer Consumer Products Alternatives Regulation. The proposed
regulation attempts to “catch” these voluntary substitutions through an after-the-fact
“Priority Product Replacement Notification.” However, even if the replacement
notification is submitted for voluntary substitutions, there is no follow-up requirement for
an Alternatives Analysis under the rule, and therefore, the substitution can still be
performed without any assurance that “adverse public health and/or environmental
impacts,” as defined in the proposed rule, would be avoided.'* Because the replacement
notification occurs after the fact (within 30 days after the replacement product is
introduced into commerce), the environmental impacts have already occurred prior to
DTSC even being notified of the action.

Also, indirect impacts are possible if replacement parts are not available for consumer
products already in commerce. For example, if a manufacturer of automobile
replacement parts ceases to produce certain replacement parts rather than redesign them
to eliminate COCs, consumers will be faced with no means to repair their vehicles. This
could lead to a large increase in the number of vehicles scrapped in California or shipped
out of the state where replacement parts would still be available, which in turn would lead
to numerous potentially significant environmental impacts. These begin with the impacts
associated with the increased production of new vehicles needed to replace vehicles that
can no longer be operated in California. Foreseeable environmental impacts include
resource extraction (e.g. mining and other activities) required to obtain the raw materials
required for vehicle production, and environmental impacts associated with vehicle
production which include increases in emissions of greenhouse gases and traditional air

1 We note that the rule’s definition of “adverse public health/environmental impacts” is limited to
toxicological, air quality, ecological, soil, and water quality impacts, or, an exceedance of an enforceable
federal or California regulatory standard pertaining to public health or the environment. This definition is
reduced in scope from the definition of a “significant effect on the environment” as defined in CEQA, and
therefore, does not preclude the occurrence of significant CEQA impacts even if no “adverse public health
and/or environmental impacts” occur under the proposed regulation.
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pollutants as well as adverse socioeconomic impacts to low income communities where
the loss of access to transportation by personal vehicles would likely lead to substantial
losses in jobs.

Another foreseeable impact is that although DTSC’s Safer Consumer Product
Alternatives Regulation is intended to apply only to the “responsible entities” introducing
COCs and Priority Products into California commerce, the regulation could in effect
cause a “voluntary recall”—that is, once DTSC identifies a COC or Priority Product, the
public and/or retail sellers may feel the need to spontaneously dispose of existing COCs
and Priority Products already in commerce. This may cause a surge in that
chemical/product being directed to landfills prior to implementation of end-of-life
procedures. A related impact could be a substantial reduction in the degree to which
products with COCs and Priority products are recycled because of similar concerns.

Foreseeable Significant Environmental Impacts Arising from DTSC’s Regulatory
Program for Safer Consumer Product Alternatives

CEQA defines a significant effect on the environment as “a substantial adverse change in
the physical conditions which exist in the area affected by the proposed project.”*?
Appendix G (“Environmental Checklist Form”) of the CEQA Guidelines contains sample
questions to be used by lead agencies when conducting Initial Studies. The
Environmental Checklist Form notes, “The sample questions in this form are intended to
encourage thoughtful assessment of impacts, and do not necessarily represent thresholds
of significance,” although projects that are found to have “potentially significant impacts”
per the form generally require the preparation of an EIR.

Table 1 lists a multitude of foreseeable significant environmental impacts associated with
the proposed Safer Consumer Product Alternatives Regulation that should be addressed
by the preparation of a Program EIR. DTSC should consider all of these foreseeable
impacts, as well as others, when conducting an Initial Study and further environmental
review of the proposed Safer Consumer Product Alternatives Regulation. Again, we
believe that the result of the Initial Study will show that numerous potentially significant
environmental impacts are foreseeable, and that a Program EIR must be prepared
pursuant to CEQA.

1214 CCR 15002(g)
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Table 1
Examples of Foreseeable Significant Environmental Impacts

Environmental
Factor

Foreseeable Effect of
Safer Consumer Product Alternatives Regulation

Air Quality

e Construction activities associated with new facilities and with expansion of existing facilities producing COC and/or
Priority Product alternatives will result in localized increases in fugitive dust, criteria pollutant emissions and air toxics
emissions in excess of established thresholds of significance.

e Operational activities of new and/or expanded facilities producing COC and/or Priority Product alternatives will result in
localized increases in fugitive dust, criteria pollutant emissions and air toxics emissions in excess of established
thresholds of significance.

e Construction activities associated with new facilities and with expansion of existing facilities producing COC and/or
Priority Product alternatives will result in regional criteria pollutant emission increases in excess of established thresholds
of significance.

e Operational activities associated with new facilities and with expansion of existing facilities producing COC and/or
Priority Product alternatives will result in regional criteria pollutant emission increases in excess of established thresholds
of significance.

¢ New or modified manufacturing processes for COC and/or Priority Product alternatives could create objectionable odors
in excess of established thresholds of significance.

e The above impacts, when combined with the effects of other past, current, and foreseeable projects, will be cumulatively
significant.

o New or modified manufacturing processes for COC and/or Priority Product alternatives could create objectionable odors
in excess of established thresholds of significance.

e The above impacts, when combined with the effects of other past, current, and foreseeable projects, will be cumulatively
significant.

Greenhouse Gas
Emissions

e Construction activities of new and/or expanded facilities producing COC and/or Priority Product alternatives will result in
GHG emissions in excess of thresholds of significance.

e Operational activities of new, expanded, and/or modified facilities producing COC and/or Priority Product alternatives
will result in GHG emissions in excess of thresholds of significance.

e New and/or substitute raw materials for COC and/or Priority Product alternatives have associated lifecycle GHG
emissions in excess of thresholds of significance.
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Table 1
Examples of Foreseeable Significant Environmental Impacts

Environmental

Foreseeable Effect of

Factor Safer Consumer Product Alternatives Regulation
e New or modified manufacturing processes producing COC and/or Priority Product alternatives are more energy intensive,
resulting in an increase in GHG emissions that exceeds a threshold of significance.
Hazards & e New and/or modified manufacturing processes create new streams of hazardous materials as a result of either removing
Hazardous COCs from Priority Products or from more complex manufacturing techniques required under alternatives assessments.
Materials

e Mandated end-of-life procedures create new (or consolidated) waste streams that require enhanced handling procedures
and/or special disposal sites.

e Listing of COCs or Priority Products triggers voluntary disposal of such chemicals or products by the public, thus
increasing the occurrence of COCs in normal waste streams.

e Manufacturers voluntarily substitute listed COCs with non-listed chemicals outside of the DTSC’s alternatives assessment
process to avoid further regulation.

Hydrology/Water
Quality

¢ New and/or modified manufacturing processes are more water intensive or create additional industrial wastewater
volumes as a result of either removing COCs from Priority Products or from more complex manufacturing techniques
required under alternatives assessments.

e Mandated end-of-life procedures create new (or consolidated) waste streams that require enhanced handling procedures
and/or special disposal sites that potentially increase wastewater volumes and/or affect groundwater quality near disposal
sites.

e Listing of COCs or Priority Products triggers voluntary disposal of such chemicals or products by the public, thus
increasing the occurrence of COCs in normal waste streams and degrading groundwater quality in the vicinity of disposal
sites.

e Manufacturers voluntarily substitute listed COCs with non-listed chemicals outside of the DTSC’s alternatives assessment
process to avoid further regulation, resulting in increased industrial wastewater streams and/or degraded water quality in
the vicinity of disposal sites for industrial solid wastes.
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The Rulemaking’s Internal Reduced-Scope Environmental Review Process is Not
CEQA-Equivalent and Does Not Prevent Significant Environmental Impacts

Although the comments presented above focus on why DTSC must prepare a Program
EIR for the proposed regulation, it is also clear that DTSC’s claims that the provisions of
the proposed regulation will satisfy CEQA at the project level are also incorrect.

The proposed regulation incorporates a scaled-back environmental review process within
its Alternatives Analysis (AA) requirements. The first stage of the AA process requires
responsible entities to “Collect and use available information on hazard traits and
toxicological and environmental endpoints, and any other relevant data, to identify all of
the following for each alternative chemical being considered.” These data are limited to
information on “adverse public health impacts,” “adverse environmental impacts,”
“environmental fate,” “physical chemical hazards,” and “physicochemical properties.
For each alternative chemical being considered, the responsible entity is then to
“compare” the alternative chemical to the COC in the Priority Products, and then
“eliminate any alternative chemical(s) that the responsibility entity determines poses
equal or greater adverse public health and/or environmental impacts than the Chemical(s)
of Concern.”*

»13

The second stage of the AA process requires responsible entities to “collect and use
available quantitative information and analysis tools, supplemented by available
qualitative information and analysis tools, to identify the factors listed in subparagraph
(A) and, where applicable, the associated exposure pathways and life cycle segments that
are relevant for the comparison of the Priority Product and the alternatives still under
consideration after completion of the first AA stage as specified in section 69505.3"*
The factors identified in subparagraph “A” are the “multimedia life cycle impacts and
chemical hazards for chemical ingredients known to be in the Priority Product and
alternatives being considered” regarding the same seven factors previously listed under
the first AA stage. The results of this analysis are to be considered in the alternative
selection decision and documented in the AA report.

There are two reasons why the process outlined in DTSC’s proposed regulation is not
equivalent to a project level CEQA review and does not prevent significant
environmental impacts as defined in CEQA. First, the AA process lists only the seven
broad factors (listed above), and completely overlooks the numerous environmental
factors that must also be evaluated under CEQA. For example, DTSC’s process requires
no direct review of environmental impacts pertaining to aesthetics, agriculture and
forestry resources, cultural resources, geology, hydrology, land use and planning, mineral
resources, noise, population and housing, public services, recreation, transportation and
traffic, and utilities and service systems. Any one of the foreseeable effects of the
regulation described previously could create impacts related to the above DTSC-
neglected factors.

Second, for those environmental factors that do require review under both DTSC’s
review process and CEQA, the review under CEQA is much more rigorous and

13 Proposed § 69505.3(b)(3)(A)
! Proposed § 69505.3(b)(3)(B) and (C)
1> Proposed § 69505.3(b)(4)a(2)
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comprehensive. DTSC’s process requires some level of disclosure of “adverse
environmental impacts,” but these impacts are defined only in a cursory manner that
sidesteps the concept of a “thresholds of significance” found in CEQA.

For example, “adverse environmental impact” is expanded to mean adverse impacts
pertaining to air quality, ecology, soil quality, and water, or any exceedance of an
enforceable California of federal environmental regulatory standard. Looking at just one
of those, the term “adverse air quality impact” is simply defined as “emissions” of certain
air pollutants that are listed in the regulation.

What is entirely missing from this process is the concept found in CEQA that there is a
certain level of impacts above which environmental damage would occur, and below
which environmental damage would be less than significant (i.e., a threshold of
significance). Under CEQA, these thresholds are typically set by the public agencies
responsible for the resource being evaluated. The thresholds usually are based on
existing environmental standards and are contained in detailed guidelines of evaluation
and implementation. Under CEQA, these public agencies most oftentimes have the
ability to review and comment on the impacts analyses and significance determination as
“trustee agencies,” “responsible agencies,” and “commenting agencies.” Likewise, the
public has the ability to review and comment on the environmental analysis and the
impacts concerning significance. Furthermore, the CEQA process provides for the
application of enforceable mitigation measures that can eliminate or significantly reduce
impacts.

In contrast, DTSC’s process is closed to other resource agencies and the public.
Determinations of adverse environmental impacts are left primarily to the responsible
entity, with review oversight by DTSC. Also in contrast to CEQA, there is a decided
advantage for responsible entities to identify significant environmental impacts with
product alternatives—to the end that they are not required to implement those
alternatives.

Therefore, as shown above, DTSC’s reduced-scope and closed environmental review
process is not a substitute for CEQA review. Again, the only appropriate course of action
is for DTSC to suspend its effort to finalize the regulation until a CEQA Initial Study
can be performed to determine the appropriate level of environmental review that is
required, which is the preparation of a Program EIR.

A Multimedia Life Cycle Evaluation is Required under H&S Code §25252.5 and
the October 27, 2010 Finding by the Environmental Policy Council Is Not Relevant

Health and Safety Code section 25252.5 requires DTSC to prepare, and submit to the
Environmental Policy Council (EPC), a multimedia life cycle evaluation of the proposed
Safer Consumer Product Alternatives Regulation unless the EPC conclusively determines
that the regulations will not have any significant adverse impact on public health or the
environment.
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As you are aware, DTSC previously submitted an earlier Safer Consumer Product
Alternatives regulation to the EPC, which on October 27, 2010, resolved that those
proposed regulations met the statutory requirement of H&S Code 25252.5(f), and
therefore no multimedia environmental life cycle assessment was required. The EPC’s
determination was based on a September 2010 draft of the regulation which was formally
withdrawn by DTSC. The version of the regulation evaluated by the EPC was filed in the
September 17, 2010 edition of the California Regulatory Notice Register as Notice File
No. Z-2010-0908-01. Subsequently, DTSC released a set of “15-day changes” to the
regulation on November 16, 2010, and added seven “peer review” comments to the file
plus the EPC’s October 27, 2010 Resolution. As shown in the strikeout/underline version
of the November 16, 2010 proposal, the regulation had been re-written almost in its
entirety.®® Even though the scope of those changes far exceeded what is permitted under
the 15-day change process, DTSC’s action was later rendered moot by its own
abandonment of the original proposal on August 1, 2011, followed by the publishing of a
“Notice of Decision Not to Proceed” on August 12, 2011, in the California Regulatory
Notice Register at page 1303. By formally abandoning the previous rulemaking, DTSC
vacated all of its previous rulemaking activities, including the EPC’s resolution.

On October 31, 2011, DTSC renewed its efforts to adopt a Safer Consumer Product
Alternatives regulation by releasing a new, informal draft version of the regulation,
followed by yet another version on May 18, 2012. A further version was released as a
formal regulatory proposal on July 27, 2012, along with a five-page summary of changes
since the October 31, 2011 informal draft version.'” Therefore, DTSC cannot now rely
on a finding made by the EPC two years ago with respect to a fundamentally different
and now-abandoned regulation—to do so would completely undermine the Legislature’s
intent for DTSC to conduct a multimedia life cycle evaluation of the actual regulation
being adopted pursuant to the statutes. Given this, DTSC must suspend its effort to
finalize the currently proposed Safer Consumer Product Alternatives Regulation until the
multimedia life cycle evaluation required by H&S Code 25252.5 can be completed.

As discussed above, DTSC previously sought to avoid the multimedia life cycle
evaluation envisioned by the Legislature by obtaining a decision from the EPC that a
now-abandoned proposed regulation “will not have any significant adverse impact on
public health or the environment.” In addition to having no relevance to the currently
proposed regulation, EPC’s prior decision was flawed, for the reasons discussed below.

First, the EPC relied on the proposed regulation’s internal alternatives analysis process,
which, as we discussed in the preceding section, is limited in scope and woefully
inadequate in preventing all possible significant environmental impacts from occurring.

Second, the EPC partially based its Resolution on the following finding:

16 Available at URL:

http://www.dtsc.ca.gov/LawsRegsPolicies/upload/SCPA Regs 15Day Revisions 11162010.pdf, Accessed
September 25, 2012.

7 Available at URL: http://www.dtsc.ca.gov/upload/SCPProposedRegulationsChangesJuly2012.pdf,
Accessed September 25, 2012.
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WHEREAS, DTS's eventual implementation of the proposed regulations
may result in potential impacts to human health or the environment;
however, because it is impossible for the Council to know at this time what
chemicals or products might be affected by a future action by DTSC in
accordance with the regulations, any such potential human health or
environmental impacts are speculative and not reasonably foreseeable.

Here, the EPC admits that the (formerly) proposed regulation “may result in potential
impacts to human health and the environment.” However, the EPC deemed those
impacts to be “speculative and not reasonable foreseeable.” After making this finding,
the EPC should have simply resolved that they could not “conclusively [determine] that
the regulation will not have any significant adverse impact on public health or the
environment” as required by H&S Code §25252.5(f). [Emphasis added.]

Inexplicably, however, the EPC nonetheless stated that it “conclusively determines that
the regulations will not have any significant adverse impact on public health or the
environment.” The EPC’s finding quoted above for all intents and purposes is an attempt
to eliminate the multimedia life cycle evaluation requirement in the statute on the basis
that the Legislature is requiring an analysis that is overly speculative and unreasonable.
Rather than attempting to circumvent the statute, EPC should instead have directed
DTSC to undertake the multimedia life cycle evaluation required by H&S Code 25252.5.

Two Examples of Product Substitutes Resulting in Adverse Environmental Impacts

Provided below are two examples of cases in which product substitutes resulted in
adverse environmental impacts. The impacts identified below are examples of both the
need for the preparation of a Program EIR for the proposed regulation, as well as the
need for the processes that will result from the implementation of the regulation to be
clearly subject to project level CEQA requirements. Each of these examples represents
an environmental impact that should be disclosed to the public in general via the
framework set out in the Program EIR as well as in detail in a project level EIR.

MTBE as a Substitute for Tetraethyl Lead in Reformulated Gasoline — Prior to the full
phase-out of leaded gasoline on January 1, 1996, tetraethyl lead was added to motor
gasoline as an anti-knocking agent (i.e., an octane booster). To replace lead, methyl tert-
butyl ether (MTBE) was added to gasoline as oxygenate and substitute octane booster.
MTBE was also found to substantially reduce CO, VOC, and NOx emissions from
gasoline engines.

With the goal of reducing ambient CO levels in nonattainment areas, Section 211(m) of
the Clean Air Act (CAA) requires minimum oxygen content in gasoline in certain areas
with high ambient CO “design values.” The California Air Resources Board (CARB)
and the U.S. Environmental Protection Agency (EPA) implemented the minimum oxygen
requirements (2.7 percent oxygen by weight) in certain areas beginning in November
1992. With the goal of reducing NOx, VOC, and toxic air contaminant emissions,
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Section 211(k) of the CAA, as implemented by CARB and EPA, required that gasoline
be reformulated to contain a minimum oxygen content of 2.0 percent on a year-round
basis in all areas effective January 1, 1995. This oxygen content mandate was later
repealed in 2006."® Collectively, these requirements (among others) are known as the
federal reformulated gasoline (RFG) program.

The federal RFG program approved several compounds to be used as oxygenates in RFG,
including MTBE, tertiary amyl methyl ether (TAME), ethyl tertiary butyl ether (ETBE),
di-isopropyl either (DIPE), ethanol, and tert-butyl alcohol (TBA). Of these, MTBE
became the oxygenate of choice due to its substantial reductions in emissions, coupled
with its availability, economics, and logistics of production and distribution, as well as
drawbacks associated with the other oxygenates (particularly ethanol).

However, after the University of California prepared a comprehensive report assessing
the environmental and health impacts of MTBE, concern arose over the presence/threat
of MTBE in groundwater and municipal water wells originating from leaking
underground storage tanks. As a result, then-Governor Gray Davis ordered that MTBE
be removed from gasoline by December 31, 2002, due to a “significant risk to the
environment.”*® This phase-out date was later pushed back by one year (except in the
Lake Tahoe Region) due to the unavailability of ethanol in significant quantities.”

The example of MTBE in reformulated gasoline clearly shows how a substitute chemical
of concern caused significant adverse tradeoff environmental impacts. In the case of
MTBE, those impacts were discovered after the fact, and after damage to the
environment had already occurred. Reversing the use of MTBE proved to be a difficult
and lengthy process. Had a full, multimedia evaluation of MTBE been conducted earlier,
MTBE likely would not have gained approval as a gasoline oxygenate and long-term
impacts could have been avoided. In the same manner, DTSC’s proposed Safer
Consumer Product Alternatives Regulation warrants a CEQA Program EIR that will
provide for future tiered analyses of any approved COC or Priority Product alternatives,
or other regulatory responses.

Replacement of Perchoroethylene with VOC-Based Dry Cleaning Solvents — In 2007,
CARB amended its perchloroethylene (perc) airborne toxic control measure (ATCM) to
phase out the use of perc in commercial dry cleaning machines by 2023. The impetus for
the phase-out was a prior finding that perc is a toxic air contaminant and that residual risk
remained after prior efforts implementing best available control technology on dry
cleaning machines. The ISOR for the Perc ATCM? envisioned that hydrocarbon
solvents (containing VOCSs) would replace perc (a VOC-exempt compound) in
California. Inthe ISOR, CARB noted the trade-off impact related to increased VOC
emissions.

871 FR 26691, May 8, 2006

¥ Executive Order D-5-99

0 Executive Order D-52-02

2! California Air Resources Board , Staff Report: Initial Statement of Reasons for the Proposed
Amendments to the Control Measure for Percholoethylene Dry Cleaning Operations and the Adoption of
Requirements for Manufacturers and Distributers of Percholoethylene, December 8, 2006, Available at
URL: http://www.arb.ca.gov/regact/2007/perc07/isor.pdf, Accessed September 17, 2012.
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As previously mentioned, increased usage of hydrocarbon solvents will
lead to increased VOC emissions. VOC emissions contribute to the
formation of ozone. Ozone formation in the lower atmosphere results from
a series of chemical reactions between VOCs and nitrogen oxides in the
presence of sunlight.

Ozone adversely affects the respiratory functions of humans and animals.
Human health studies show that short-term exposure to ozone injures the
lung. In some animal studies, permanent structural changes with long-
term exposures to ozone concentrations considerably above ambient levels
were noted; these changes remain even after periods of exposure to clean
air. Ozone is a strong irritant that can cause constriction of the airways,
forcing the respiratory system to work harder in order to provide oxygen
to the body. Ozone is a powerful oxidant that can damage the respiratory
tract, causing inflammation and irritation, and induces symptoms such as
coughing, chest tightness, shortness of breath, and worsening of asthma
symptoms. Ozone in sufficient doses increases the permeability of lung
cells, rendering them more susceptible to toxins and microorganisms.

Despite the increase in VOC emissions, and the potential for higher ambient ozone levels,
the amended Perc ATCM was approved. The ISOR contained an abbreviated
functionally equivalent CEQA analysis that identified the adverse air quality impact
(among other impacts). DTSC’s proposed Safer Consumer Products Regulation is likely
to entail similar trade-off impacts which require evaluation under CEQA. We therefore
request that DTSC prepare an Initial Study, followed by the appropriate level of CEQA
review, which is a Program EIR.

Examples of Potential Environmental Impacts from Prior Alternatives Assessments

The potentially significant environmental impacts identified in Table 1 and the need for
them to be addressed by DTSC both in a Program EIR as well as in a process subject to
CEQA after implementation of the proposed regulation can be further illustrated by
examining prior instances of product substitution and also from the many alternatives
assessments prepared by various entities. Although not mentioned anywhere in DTSC’s
ISOR, EPA’s Design for the Environment Program (DfE) provides a process whereby
manufacturers may subject their products to an evaluation process to assess that product’s
potential to expose humans to toxic compounds or to impact the environment. DfE also
includes an Alternatives Assessments Program whereby environmental organizations,
industry leaders, academia, and others form partnerships to evaluate the environmental
and health impacts of potential alternatives to problematic chemicals. Under this
program, products are evaluated according to EPA’s Design for the Environment
Program Alternatives Assessment Criteria for Hazard Evaluation. Chapter 4.2.2 of the
Alternatives Assessment Criteria provides criteria for evaluating the environmental
persistence of chemicals with regard to persistence in water, soil, or sediment, air;
bioaccumulation; ecotoxicity, and other environmental endpoints. Each environmental
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factor is designated by a ranking ranging from “very low” to “very high.” Where an
alternatives assessment finds that an alternative chemical is acceptable, yet yields a
higher ranking for one or more environmental factors, a “tradeoff” is said to occur. It is
these tradeoff impacts (e.g., increased use non-biodegradable products offset by a
reduction in human exposure to hazardous chemicals) that are likely to be significant
under CEQA. A few examples of alternatives assessments performed under EPA’s DfE
program are reviewed below, and copies of the studies are provided in Attachment B.
The References cited in Attachment A to this letter contain many other examples for
DTSC’s consideration.

Flame Retardants in Printed Circuit Boards—tetrabromobisphenol A (TBBPA) — An
alternatives assessment was performed on exposure pathways and routes for 13 retardants
used in printed circuit boards. The results of the assessment of seven formulations of
flame-retardant products most likely to replace commercially available
tetrabromobisphenol A (TBBPA) were presented. Six of the alternatives exhibited higher
human health effects, aquatic toxicity, or environmental hazards than TBBPA. The
alternatives assessments, to a degree, evaluated “other lifecycle considerations” for flame
retardants, including environmental impacts occurring from raw material extraction,
manufacturing, use, and end-of-life practices.

Nonylphenol Ethoxylates used in Surfactants — An alternatives assessment was
performed for Nonylphenol Ethoxylates (NE). The alternatives assessment evaluated
nine alternative compounds to NE with regard to the potential exposure related to
environmental fate (persistence and degradates of concern), and aquatic toxicity (acute,
chronic, and degradate aquatic toxicity). Eight of the nine alternative compounds were
found to be acceptable alternatives to NE; however, six of the alternatives scored higher
on one or more evaluated hazards.

Bisphenol A Alternatives in Thermal Paper-Draft Report — EPA prepared draft
alternatives assessment on bisphenol A (BPA) used in thermal paper. As the alternatives
assessment notes, BPA is a high production volume chemical (a monomer) used in
manufacturing most polycarbonate plastics, the majority of epoxy resins, and other
chemical products such as flame retardants. BPA has recently received public attention
due to potential human exposure and its effects as an environmental pollutant as a
reproductive, developmental, and systemic toxicant. It is commonly used in thermal
paper applications, such as sales receipts, airline tickets, and cinema tickets.

Flexographic Ink — A comparative substitutes assessment was performed to evaluate the
environmental impacts, health risks, performance, and cost of solvent-based inks, water-
based inks, and ultraviolet-cured inks. The study concluded that “each of the ink systems
studied had different advantages, as well as health and environmental concerns.”
Therefore, replacing a COC in flexographic inks may result in an increased potential for
significant environmental impacts under CEQA.

Wire and Cable Insulation and Jacketing — EPA conducted a life-cycle assessment of
wire and cable insulation and jacketing for three classes of cable. Upstream material
production, use, and electricity use—as well as recycling, disposal, end-of-life impacts—
were evaluated. EPA found that, “Due to the presence of lead in the baseline
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communication cables, the potential public non-cancer and aquatic ecotoxicity impact
categories showed the greatest difference in environmental burden between the baseline
and alternative cable constructions.” However, EPA noted that “Encouraging further
recycling of chopped cable resin could potentially reduce the environmental burden of the
baseline cable; however, there are other tradeoffs that would then need to be considered
(e.g., the energy required for the cable chopping process).” These trade-off impacts may
cause one or more CEQA thresholds of significance to be exceeded, thus resulting in a
significant impact.

Desktop Computer Displays — EPA conducted a lifecycle assessment of desktop
computer displays to determine the environmental impacts related to raw materials
extraction/acquisition; material processing; product manufacture; product use,
maintenance, and repair; and final disposition/end of life. The geographic coverage for
each stage was evaluated and found to be “worldwide” for each materials acquisition,
material processing, and manufacture, whereas “use” and “disposition” were assumed to
occur only in the United States. The lifecycle assessment compared impacts from newer
flat-panel (liquid crystal display) models to the older cathode ray tube (CRT) technology.
Lifecycle impact indicator values were calculated with varying units per impact (e.g.,
megajoules for energy use and cubic meters for solid waste landfill space used). In 18 of
20 environmental categories, a lower-impact indicator was calculated for LCD monitors.
However, for two environmental categories (water eutrophication and aquatic toxicity),
the CRT monitors scored lower. This again indicates that a tradeoff impacts occurred,
representing a potentially significant environmental impact under CEQA.

We thank you for your careful consideration of these comments.

Sincerely,

A—

Jim Lyons
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we wear safety

October 11, 2012

Deborah Raphael
Director
Department of Toxic Substances Control

1001 “I” Street
P.O. Box 806
Sacramento, CA 95812-0806

RE: Safer Consumer Products Proposed Regulations; Public Notice and
Comment Period; Office of Administrative Law Notice File Number: Z—
2012—-0717—04 (July 27, 2012)

Dear Director Raphael,

On behalf of the American Apparel & Footwear Association (AAFA), I am submitting
the following comments in response to the request for public comments by the
California Department of Toxic Substances Control (DTSC) on the Safer Consumer
Products proposed regulations as identified in the file number referenced above.

AAFA is the national trade association representing apparel, footwear, and other sewn
products companies, and their suppliers, which compete in the global market. Our
membership consists of 380 American companies which represent one of the largest
consumer segments in the United States. Of these companies, 59 are headquartered
in California and represent thousands of jobs in the state. Most others, although not
headquartered in California, retain employees in California in retail, distribution,
design, and other roles.

Thank you for this opportunity to submit comments. As we have noted in previous
comments, we wish to stress our association’s support for the broad goals of the Safer
Consumer Product Alternatives Regulations to develop tools to assist companies in
their ongoing efforts to ensure they make and market safe consumer products, and to
ensure consumers are aware of and have confidence in these efforts. However, AAFA
and its members feel regulations can be effective only when they are transparent,
predictable and clear. Our comments today will underline this notion while
addressing specific segments of the proposed regulations.

§ 69501.4 — Chemical and Product Information

Section (a) (4) under this heading, allows for the Department to request
manufacturers or importers to generate new information and provide it to the
Departmentt. Our concern with this requirement is the lack of specificity and details
of what kind, how much, and how often this “new information” might be requested.

! Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 18, (July 2012).



At some point, there must be a limit to how much information the Department can request for
manufacturers and expect them to still be able to run a functioning operation.

§ 69502.2 — Chemicals of Concern Identification

This section of the regulations deals extensively with how COCs will be identified through these
regulations2. Specifically it outlines the mechanism by which the initial list of a certain number of COCs
will be codified with the completion of the regulatory rulemaking process. In sum, chemicals that display
a hazard trait and are on one of 22 separate lists of chemicals would automatically be included as COCs.
In short, once the regulations are finalized, approximately 3,000 chemicals, according to documents
released by DTSC, will be added as COCs. This is of concern to our industry for two reasons:

1) This change to the regulation has the effect of shortening the timeline for implementation of the
regulation. Previous drafts of the regulation have called for the official process of generating a list
of COCs to begin immediately upon completion of the regulations with an initial list of COCs due
6 months after the regulations have been finalized. This process significantly decreases the
amount of time the business community would have to prepare compliance mechanisms for the
regulations. It is important to note that for many industries, the apparel and footwear industry
being one of them, supply chains can stretch as long as a full calendar year. In theory that means
even if a company makes an immediate change to a product, it may be as long as year until the
changes are reflected on the store shelf. In previous regulations like the Consumer Product Safety
Improvement Act3 (CPSIA), short and unreasonable timelines for implementation have led to
enormous confusion and costs throughout our industry before the Consumer Product Safety
Commission (CPSC) ultimately had to step in to extend deadlines anyway. It is essential to the
success of regulations that there is enough time built into them to allow companies to adequately
prepare compliance mechanisms and avoid mass confusion in the various consumer product
industries.

2) We are concerned with the idea of the initial list of COCs being automatically adopted upon the
finalization of the regulations. In previous drafts of these regulations, DTSC would release an
initial list of COCs that would be open for public comment upon finalization of the regulations.
This would be the same process when any chemicals were under consideration for inclusion in the
COC list. Although we do note the provision for a 45-day comment period for any revisions to the
list as outlined in section § 69502.3 (c) (1)4, the current regulations do not allow for a dedicated
public comment period for this initial list of over 3,000 chemicals.

As a final thought on the COCs, it would be very helpful if the list of COCs to be added immediately upon
finalization of the current regulations, would be included in the regulations as a single appendix. Ideally,
this list would be cross referenced with various other chemical management regulations such as REACH
and TSCA, so industry would be able to see where there may be overlaps and redundancies. This would
provide much needed clarity for companies and will also help companies which have comments or
concerns to comment on the proposed COCs of which we are currently aware.

? Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Pages 21-24, (July 2012).

? United States Consumer Product Safety Commission, The Consumer Product Safety
Improvement Act of 2008: Public Law 110-314, (August 14, 2008).

* Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 24, (July 2012).



§ 69503.2 — Priority Products Prioritization Factors

We appreciate the approach DTSC has taken with regard to prioritizing products, rather than requiring
every manufacturer with a COC in a product to perform an Alternatives Analysis (AA). However, we still
have concerns with the product prioritization process.

The proposed regulations are fairly clear in what information will be used in determining whether a
product should be included in the Priority Product (PP) list. We see that the priority determination will
be based essentially on an evaluation of the COCs potential adverse impacts and exposuress. However, we
are concerned that while the regulations are complete in what information will be used, it does not give
insight into the process by which the information will be used. In this regard, the process lacks
transparency and predictability, both of which are necessary for our industry to adequately prepare and
understand the regulations.

With regard to measuring exposure as it relates to the product prioritization, we are pleased to see the
department has included the concept of “intended use” of a product. We understand the department
needs to look at total exposure potential when evaluating products. However, intended use should play a
significant role in that evaluation process as the intended use is by and large the use for which the product
will be utilized. Not giving weight to the intended use of a product when evaluating potential exposures
has the unfortunate effect of punishing manufacturers for the consumers misusing their product,
something over which the manufacturers have no control.

§ 69503.4 — Priority Products List

The promise of one or more public workshops to provide opportunity for oral comment on products being
considered for the proposed PP list6 is a welcome step towards transparency in the process and we
applaud DTSC for this initiative.

At the same time, the proposed regulations require the initial PP list be released for public comment by
DTSC no more than 180 days after the regulations are finalized. Initial drafts of these regulations put that
same deadline at 24 months after the finalization of the regulations. As was previously mentioned in
these comments, allowing adequate time for implementation of the regulations is essential to avoid
rampant confusion within the industry and ensure a smooth transition. This is especially true in relation
to the PP list, as manufacturing a product contained on the PP list is the trigger to initiate a compliance
process for manufacturers. Once a PP list is finalized, it automatically starts the clock on preliminary
alternatives assessments. Therefore, it is essential there be adequate time built into this step of the
process to allow companies time to put in place compliance mechanisms.

§ 69503.5 — Alternatives Analysis Threshold Exemption

While we are pleased that the department has included an Alternatives Analysis Threshold Exemption?,
similar to what was previously known as a de minimis exemption, the concerns surrounding the practical
use of the de minimis exemption remain in this new context.

As previous comments and past experience have shown, set threshold levels are not one-size-fits-all and
attempting to approach it in this way undermines the outcome of such initiatives. Levels should be set on

> Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 25-27, (July 2012).

® Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 30, (July 2012).

’ Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 31-32, (July 2012).



a case-by-case basis, as conducting evaluations based on potential COC exposure for each product and
determining an individual threshold level based on that evaluation only strengthens the legitimacy of the
levels and provides a sounder scientific basis for the levels.

Section 69503.5 (c¢) of the proposed regulations alludes to a process which is based on this notion of
setting levels on an individual chemical basis8, but we ask that DTSC better define the process that will be
used for setting levels. For example, section 69503.5 (e) allows DTSC to lower or raise a previously
established AA threshold based on new, or newly considered, information?. Yet, there is no indication of
what kind of new information would constitute a change in threshold levels.

§ 69503.6 — Alternatives Analysis Threshold Exemption Notifications

We strongly believe that the Alternatives Analysis Threshold Exemption notification process is
unwarranted and undermines the reason behind having AA threshold levels in the regulations. Under the
current regulations, a company must petition DTSC to accept that COCs in their product fall below the
assigned threshold levels in order to avoid the AA process.1© The main purpose of the threshold level is to
establish a concentration under which the chemical poses no appreciable risk. Having to undertake a
tedious process of submitting the required notifications when COCs exist in amounts under the approved
threshold level amounts to a burdensome requirement with no appreciable gain to consumer safety or
chemical innovation.

Furthermore, standardized analytical testing methods for detecting COCs in certain products may not
exist. In the absence of established testing methods, the 60-day time period allotted by DTSC for AA
threshold exemption notification is generally insufficient time to develop testing methods and be able to
notify DTSC of the results.

§ 69504 — Applicability and Petition Contents

The proposed regulations state a person may petition DTSC to add to or remove from the Chemicals of
Concern list one or more chemicals, or to add the entirety of an existing chemicals list to the lists specified
in section 69502.2 (a).1* While we agree that private individuals should be able to petition the DTSC
regarding COCs or PPs, the proposed regulations do not require the person be a California resident. As
the regulations are in fact for the state of California, it seems odd that private citizens from outside the
state would be able to petition for the DTSC to evaluate chemicals and products. We would recommend
limiting the petitioning process to citizens of California and organizations with a presence in California.

§ 69504.1 — Merits Review of Petitions

We believe that the petitioning process described in Article 4 should provide an opportunity for all
stakeholders, including industry, to comment and be notified of decisions. Earlier sections of the
proposed regulations state additions to the COC list and PP list will be subject to a public comment
period. This being established, this section of the regulations is unclear as to whether chemicals and
products that are reviewed and accepted by DTSC will be included outright on the lists, or if they will be
put on proposed lists which are subsequently open to public comment. We would strongly urge DTSC to

® Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 31, (July 2012).

° Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 32, (July 2012).

1% pepartment of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 32 -33, (July 2012).

! Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 34, (July 2012).



embrace the latter of the two options. If chemicals and products whose petitions are accepted by DTSC
are placed on the COC and PP lists outright, it completely excludes industry and other stakeholders from
the opportunity to comment on the regulations.

§ 69505.1 — Alternatives Analysis: General Provisions, § 69505.3 — Alternatives Analysis:
First Stage, and § 69505.4 — Alternatives Analysis: Second Stage

We have several concerns related to the two-stage AA procedures outlined in Article 5 of the proposed
regulations.i2 The basic purpose behind the AA seems to be to provide manufacturers a pathway toward
reformulation when a PP contains a priority chemical. We appreciate the need to outline a regimented
process and the fact that DTSC will be providing further guidance on completing AAs prior to the first PP
list being published, however the process that has been created will be extremely expensive for companies
who need to complete an AA. One approach to alleviate that burden would be to cut down on the number
of AAs that must be completed. We have three suggestions to accomplish this goal.

1. Currently the regulations require companies to submit an AA if they are responsible for a product
which is named to the final PP list, even if all the COCs from the priority product are removed. A
simpler approach would be to enable manufacturers who choose to remove a chemical to simply
send a chemical removal notification to DTSC which includes the effective date of the change.
Such a system would also give DTSC a simpler workload so they can easily understand and trace
industry reactions to the publication of various lists.

2. Another option to reduce the amount of AAs being conducted is to allow companies to
collaborate. AAs for assembled products center on the components of the product which contain
the COCs. If a number of companies within the industry share common components, for example
zippers, it would greatly reduce the number of AAs to be completed, if the companies could
submit a joint AA. The proposed regulations make it difficult to determine whether or not this
kind of cooperation would be acceptable. We ask that the process be made clearer going forward.

3. Finally, it would be helpful if the use of third party chemical management certifications could be
incorporated into the AA process. A number of companies already use these certifications to help
with various chemical management regulations. A clear explanation of how these certifications
may be used in the regulations may not help reduce the number of AAs which must be conducted,
but it would certainly make the process much easier and less resource intensive.

We appreciate that the regulations no longer require the use of a third party to do the AAs, as was the case
in previous regulations. However, the regulations still require the use of a certified assessor for all AAs
completed two years after the effective date of the regulations be performed by a certified assessor as
outlined in Article 8.:3 This is an unnecessary expense for our members to incur. Regardless of whether
they hire an outside certified assessor, which amounts to a third party assessor, or if they have one of their
staff certified to do the AAs, it represents a superfluous and burdensome expense.

Most of the companies in our industry have very qualified personnel already in their employ and may be
more than capable already to perform the AA. The argument gains credence, especially when one
considers that ultimately it is the responsible entity that is responsible for the content of the AA and
complying with the regulations, not the certified assessor. Forcing companies to use a certified assessor
needlessly cedes power from those responsible for compliance to those with no stake in it. Companies are
ultimately responsible for their AAs and compliance. Therefore, it should be left up to each individual

'? Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 36-52, (July 2012).

* Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 37 and 65-66, (July 2012).



company to decide whether or not it is necessary to enlist an outside assessor or to have their own
personnel certified in order comply with the regulations.

§ 69505.2 — Analysis of Priority Products and Alternatives

We are appreciative of DTSC for showing flexibility and an openness to cooperate with the inclusion of
section 69505.2 (c) which allows companies to utilize an AA process which differs from the process
previously outlined within the regulations.:4 This type of flexibility allows companies to streamline some
of the compliance requirements with internal procedures they may already have in place. It reduces the
burden, and could prevent companies from being forced to recreate the wheel internally, so-to-speak.

§ 69507.6 — Department Procedures for Requests for Review

The regulations are clear on which of the decisions from DTSC qualify for the formal dispute resolution
procedure and the informal dispute resolution procedure. Our main concern lies with the formal dispute
resolution procedure. Under no circumstances do we support a procedure in which DTSC can deny a
review of a dispute.s This is the main protection built into the regulations for industry. The allowance for
DTSC to simply deny a request undermines the entire principle of the safeguard. We request that a more
robust system be put in place that does not allow DTSC to deny requests for dispute resolution.

§ 69508 — Qualifications and Certification for Assessors and § 69508.1 — Qualifications for
Accreditation Bodies

We have already outlined our serious misgivings with the requirement of a certified assessor for AAs and
the corresponding accreditation program for organizations. However, if such a program must exist, we
want to stress that it should not preclude those organizations with which industry already has
relationships. It is common for our members to already use testing labs for various services including
product safety compliance. These organizations often are already equipped with their own labs to do the
testing required under this regulation. It would seem that they are a natural fit to serve as accrediting
bodies so their employees can become certified and conduct the AA’s for their already existing clientele.

§ 69510 — Assertion of a Claim of Trade Secret Protection

We remain deeply concerned about the inadequate provisions laid out in these regulations to protect trade
secret information. We acknowledge there are several provisions that permit companies to claim
information is of a sensitive nature and must be kept confidential. Yet those same provisions also require
the public filing of redacted information, even when the non-redacted portions would end up divulging
confidential information through context. Moreover, making the redacted copy available at the discretion
of DTSC is inconsistent with Sections 69501.5 (b) (6) of these regulations.

The trade secret provisions in Article 1016 contain troubling requirements for companies to justify why
they believe information is confidential. For example, filing a request for trade secret protection requires
companies to speculate as to how much the information would be worth to competitors, and how readily
competitors would be able to replicate the information on their own. It would be very difficult for
companies to attempt to quantify this type of information for themselves, let alone a competitor who may
have very different internal mechanisms and cost structures. Therefore, we feel t the process by which

' Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 39-40, (July 2012).
> Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 64-65, (July 2012).
'® Department of Toxic Substances Control, Safer Consumer Products Proposed Regulations:
R-2011-02, Page 75-77, (July 2012).



companies apply for trade secret protection should be reexamined with an eye for keeping information
requirements within the realm of what can be reasonably expected for companies to know.

Some of the questions in the trade secret protection provision appear to attempt to establish a dollar
figure for the information. This is an ultimately unwieldy strategy, as the value of this information is often
in name recognition and product reputation in addition to dollar amounts. Furthermore, information
that can be quantified materially is at serious risk of being taken out of context. For example if a dollar
amount is assigned to a piece of information, how is that assigned worth? Companies vary in size and
revenue structures, and information valued at X dollars can be worth drastically different things to
different companies. Nowhere in Article 10, which deals with trade secret information, is there any
attempt to capture information which would put a dollar value into context. It is our recommendation
that questions of this nature be completely excluded from the trade secret protection process.

General Comments

Our industry’s main concern within this field is the growing patchwork quilt of chemical management
regulations we are seeing across the United States. We understand and fully support a state’s prerogative
to enact legislation it deems will protect its citizens in absence of federal action. However, we would be
remiss if we did not make regulators aware of the difficult position in which this places business. It is our
hope that regulators continue to look at different ways to work with other states to streamline the
regulatory requirements for products as much as possible.

Thank you for your time and consideration in this matter. Please do not hesitate to contact AAFA if we
can be of any help to you. Please feel free to contact me or Marie D’Avignon of my staff at 703-797-9038
or by e-mail at mdavignon@wewear.org if you have any questions or would like additional information.

Sincerely,

Kevin M. Burke
President & CEO









VIA ELECTRONIC MAIL

October 11, 2012

Krysia Von Burg, Regulations Coordinator
Regulations Section

California Department of Toxic Substances Control
P.O. Box 806

Sacramento, California 95812-0806

E-mail: gcregs@dtsc.ca.gov

RE: Comments on proposed Safer Consumer Product Regulation (R-2011-02) July 27, 2012
Dear Ms. VVon Burg:

The American Chemistry Council (ACC)* respectfully submits the attached comments
and supplemental materials relative to the Department of Toxics Substances Control’s (DTSC)
proposed Safer Consumer Product Regulation, July 27, 2012 (hereafter referred to as the
“proposed regulation”).

Our comments highlight our views and questions on issues that we believe require
substantial consideration and clarification before the rule is promulgated. ACC has actively and
constructively engaged DTSC on the Green Chemistry Initiative for over five years. ACC
continues to be an active member of the Green Chemistry Alliance (GCA), and we and our GCA
partners have invested considerable effort to provide our best thinking about an approach that
meets the requirements of the authorizing statute and fosters a rational, predictable, science-
based regulatory environment. We are disappointed that the proposed regulations do not reflect
a more objective framework and believe the proposed regulation falls short of achieving the
critical tests of clarity, necessity, authority, consistency and nonduplication with California law.

! The American Chemistry Council (ACC) represents the leading companies engaged in the business of chemistry.
ACC members apply the science of chemistry to make innovative products and services that make people's lives
better, healthier and safer. ACC is committed to improved environmental, health and safety performance through
Responsible Care®, common sense advocacy designed to address major public policy issues, and health and
environmental research and product testing. The business of chemistry is a $720 billion enterprise and a key element
of the nation's economy. It is one of the nation’s largest exporters, accounting for ten cents out of every dollar in
U.S. exports. Chemistry companies are among the largest investors in research and development. Safety and security
have always been primary concerns of ACC members, and they have intensified their efforts, working closely with
government agencies to improve security and to defend against any threat to the nation’s critical infrastructure.

americanchemistry.com® 700 Second St., NE | Washington, DC 20002 | (202) 249.7000



Furthermore, ACC shares the concerns of Senator Michael Rubio regarding the poor
economic analysis provided by DTSC. The Economic and Fiscal Impact Statement Form 399,
for example, fails to give any indication of potential costs to businesses throughout California,
the total number of businesses created, and the number of businesses that will be eliminated. For
a regulatory program of this magnitude a better understanding of the economic impact is
necessary.

In conclusion, ACC appreciates the degree to which DTSC has engaged all stakeholders
throughout the regulation development process. However, we are extremely disappointed that
DTSC has ignored many of the substantive comments and suggestions we and our GCA partners
have provided. It is imperative that DTSC rectify the issues of clarity, necessity, consistency,
authority, and non-duplication, for the regulation will have consequences to businesses and their
employees within and well beyond the borders of California.

Sincerely,

Emily V. Tipaldo
Manager, Regulatory and Technical Affairs

CC: The Honorable Matt Rodriguez, Secretary, CalEPA (MRodriguez@calepa.ca.gov)
Miriam Ingenito, Deputy Secretary, CalEPA (mingenito@calepa.ca.gov)
Kristin Stauffacher, Assistant Secretary, CalEPA (kstauffacher@calepa.ca.gov)
Nancy McFadden, Cabinet Secretary, Office of the Governor
(Nancy.McFadden@gov.ca.gov)
Mike Rossi, Senior Business & Economic Advisor, Office of the Governor
(Mike.Rossi@gov.ca.gov)
Cliff Rechtschaffen, Senior Advisor, Office of the Governor
(Cliff.Rechtschaffen@gov.ca.gov)
Martha Guzman-Aceves, Deputy Legislative Affairs Secretary, Office of the Governor
(Martha.Gusman-Aceves@gov.ca.gov)
James Jones, Acting Assistant Administrator, US EPA (Jones.Jim@Epa.gov)
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Executive Summary

The American Chemistry Council (ACC) appreciates the opportunity to comment on the
California Department of Toxic Substances Control’s (DTSC) proposed regulations to
implement Assembly Bill 1879, as codified in 8§25251-25257.1 of the California Health and
Safety Code, to promote safer consumer products.

Despite industry’s considerable efforts over the last five years to suggest meaningful, practical
and legally defensible regulatory alternatives to DTSC, the current proposal demonstrates limited
progress in critical areas of the regulation. Although minor changes are reflected, the regulatory
Green Chemistry program must have a stronger objective and scientific foundation in order to
credibly inform choices made by consumers and other participants in the value chain. In ACC’s
view, the regulations require considerable additional work before they are made final.

ACC is particularly concerned that the complexity, scope and burden of the proposed regulations
will undermine the statutory objectives of minimizing consumer exposure to chemicals that pose
risks of harm and promoting innovation. At best the proposed regulation will produce a marginal
improvement in human health and environmental safety, but at great expense and lost
opportunities for businesses nationwide. Although DTSC has estimated that some 1,200
substances will be covered by the regulation, ACC estimates that the regulation would affect at
least 4,000, if not more. Among the significant implementation costs is the need for extensive
government resources, at a time when the State is already facing critical resource.’

ACC is also concerned that the regulation creates the real prospect of consumer confusion and
unwarranted alarm as more than a thousand of the most commercially important substances are
designated as subjects of the state’s “concern,” based only on a loose assessment of hazard
characteristics gleaned from lists compiled by other (non-State) entities. In some cases, these
lists were developed for purposes far removed from consumer product regulation. In general, the
lists are not relevant to the levels of chemical exposure in consumer products. More to the point,
consumer apprehension will certainly lead to deselection by the value chain, resulting in product
performance which fails to meet consumer expectations and needs. ACC believes that DTSC
has not fully assessed the potential for the regulation to result in sports equipment that is less
protective, building products that are less weather-resistant or energy efficient, and food
packaging that provides shorter shelf life, to name just a few.

Indicative of the ACC’s general concern with the proposed regulation is that DTSC’s economic
analysis fails to provide any meaningful insight into whether the proposal is an efficient and
effective means of implementing the relevant Code provisions in the least burdensome manner,
as required under California law.

ACC strongly recommends DTSC consider a tailored program that is practical, meets the goals
of AB 1879, and is focused on substances in consumer products identified as a potential risk for

! The California State Budget 2012-2013 indicates that the State debt is estimated to be $16 billion, coupled with a
$3.5 billion tax (revenue) shortfall in the current fiscal year. See
http://www.ebudget.ca.gov/pdf/Revised/BudgetSummary/FullBudgetSummary.pdf.




human health and the environment based on a scientific assessment of hazard and exposure. We
believe that a more direct approach to the implementing regulation would address the practical
problems raised by the scope and complexity of the proposed rule. In summary a properly scaled
program would:

o Identify a relatively small, initial set of chemical substances that meet specific criteria.

o Identify the consumer product uses of those substances that are not otherwise regulated by
federal or state law, or that have exposure and use patterns that may pose risks.

e Prioritize those substances for additional evaluation and review. ACC has developed a
chemical prioritization tool that can be adapted to DTSC’s use, with appropriate
modifications addressing consumer product uses. A copy of the prioritization approach is
attached to these comments.

¢ Identify and prioritize future “batches” of chemical substances using the same approach.

¢ Request manufacturers and importers of priority products to submit data and information
on the chemical substance and its use in the identified consumer product.

e Require alternative assessments only when the chemical of concern in the priority product
poses a substantial risk of harm.

Such an approach will allow DTSC to conduct a step-wise, methodical evaluation of chemicals
of concern in priority consumer products, provide appropriate notice and information to the
public, enhance health and environmental protection, minimize the potential burden to both the
State and the regulated community, leverage the considerable work already done by other
governments (which is required by statute), and avoid unwarranted negative impacts on the
market.

The following areas are of particular concern to ACC and its members. Each area is discussed in
Section Il in the context of the standards for necessity, authority, clarity, consistency and non-
duplication established by the California Office of Administrative Law.

Identification and Prioritization of Chemicals of Concern
Priority Product Prioritization Process

Trade Secrets

Public Participation and Transparency

e Alternatives Analysis Exemption Threshold

ACC’s comments include constructive recommendations for improving the proposed regulation,
minimizing its potential negative impacts, and realizing the stated objectives of the underlying
statute. We look forward to continuing our work with DTSC toward these mutual goals.



. General Comments

A. Practicality and Efficient Implementation Should Guide the Requlation

The 78 pages constituting the proposed regulation provide a complex approach to a problem that
should be amenable to relatively simple solutions. In an apparent attempt to ensure that the
regulation is comprehensive, DTSC has cast a wide net that implicates nearly every segment of
the national economy. ACC firmly believes that a more tailored approach is warranted given the
concerns raised by the proposed regulation.

ACC supports DTSC’s primary objective to protect human health and the environment from
harmful exposures to chemical substances. Chemistry touches 96% of all manufactured goods,
including the consumer products which are the target of the regulation. The non-confidential
federal Toxic Substances Control Act (TSCA) Inventory includes some 85,000 substances (some
7,000 of which are in general U.S. commerce in substantial amounts). Nearly every one of those
substances is potentially subject to listing as a “chemical of concern” under this proposed
regulation, despite the fact that many are used safely every day, in thousands of applications.

1. Products otherwise regulated by federal law should be excluded.

Until DTSC makes an affirmative determination as to the relationship between the proposed
regulation and regulations under other federal or state laws, the regulation applies to products
regulated under other comprehensive systems, including the Federal Food, Drug and Cosmetic
Act (FFDCA), the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA), the Consumer
Product Safety Act (CPSA), the Federal Hazardous Substances Act (FHSA), and TSCA.? Even
food contact packaging — otherwise regulated nationally by the Food and Drug Administration —
is subject to the proposed regulation.

The proposed regulation requires an unprecedented level of information about products,
chemicals, and manufacturers’ business plans and operations to be made publicly available.
ACC is particularly concerned that DTSC will not have the staff or financial resources to
properly process and manage the volume of information that will be reported under the proposal.
Most importantly, DTSC needs to be mindful about how the information related to chemicals
used in consumer products is communicated to the public. The proposed regulation will have
little value if it simply creates unwarranted consumer anxiety about chemicals (e.g., suggesting a
risk of harm where none exists), or imposes regulatory requirements that have marginal impact
on health and environmental protection beyond that provided by existing labeling, warning, and
use restrictions.

2. DTSC must assure that reliable information is the basis for listing chemicals and
products.

The broad scope and complexity of the regulation is exacerbated by an approach that relies on
loosely defined “reliable information” as the basis for listing a chemical of concern. Itisa
general principle of hazard assessment that all available data must be considered and the totality

Z See attached “List of Federal Statutes Regulating Chemicals”.



of relevant and reliable information integrated in order to arrive at a scientifically defensible
decision regarding chemical hazard. Since, in many cases, dozens of toxicological studies will
be available for review on any given chemical, the only valid scientific approach is to consider
the weight-of-the-evidence as part of the standard protocol. A scientifically sound weight of the
evidence analysis involves evaluating each study for data quality and reliability and then
integrating data from all relevant studies.

Unfortunately, the proposed regulation does not adopt a weight-of-the-evidence approach.
Without that approach a single study, regardless of its quality (and irrespective of other available
relevant data), could be used to conclude that a chemical possesses “suggestive evidence” of a
specific hazard.®> The framework that DTSC and the Office of Environmental Health Hazard
Assessment (“OEHHA”) should employ must include a transparent, scientifically-based
evaluation of the overall weight of evidence to establish a causal relationship between an
outcome of concern and exposure to a substance. We urge DTSC to include a weight-of-the-
evidence approach in the regulation and articulate it will be used in decision-making, particularly
with regard to prioritizing chemicals of concern and products.

3. Aggregate and cumulative risk evaluation imposes considerable burden.

DTSC proposes to consider aggregate and cumulative effects as part of the chemical
identification and the priority product prioritization process. It is unclear when, how often and
through what process DTSC will evaluate aggregate and cumulative effects. It is also unclear
whether this refers to a human health or an environmental assessment of aggregate and
cumulative risks, or both. ACC is not convinced that such an analysis is necessary for all
chemicals of concern, all priority products or all potential alternatives.

Assessing aggregate effects and risks (the total exposure to a specific chemical from all different
sources and routes) requires considerable data and information that manufacturers of individual
products typically do not have and may be difficult to readily obtain. Aggregate assessments
should only be required on a case-by-case basis for chemicals that meet certain criteria (e.g.,
cases that present a very narrow margin of safety).

The assessment of cumulative effects or risks (the common toxic effect from concurrent
exposure to risks from other chemical and non-chemical sources) poses even greater challenges.
Cumulative risk assessment is far from settled science. As with aggregate effects, scientific
bodies do not yet agree on an accepted cumulative risk assessment methodology. For example,
the most recent cumulative risk assessment recommendations of the U.S. National Research Council
expert panel contrast with EPA’s current practices and those of the World Health Organization’s
International Programme on Chemical Safety.* In the context of the consumer product regulation,
cumulative assessments would quickly become an onerous exercise with little practical meaning.

® OEHHA Green Chemistry Hazard Traits for California’s Toxics Information Clearinghouse (October 7, 2011),
864206.6(b).

* Compare, e.g., Phthalates and Cumulative Risk Assessment: The Task Ahead (2008), Committee on the Health
Risks of Phthalates, National Research Council, The National Academies Press, Washington, D.C. with Risk
Assessment Of Combined Exposures To Multiple Chemicals: A Who/IPCS Framework (2009). World Health
Organization, International Programme on Chemical Safety (IPCS), Harmonization Project DRAFT Document for



It is not clear if DTSC intends to follow the practice of the federal Environmental Protection Agency
in assessing the cumulative effects of certain pesticides, which is to conform to the state of the
science. The level of knowledge required to conduct a cumulative assessment, even for a group of
chemicals that share a common mechanism of toxicity, is orders of magnitude over and above that
required to conduct an aggregate assessment, and is not practical for the vast majority of chemical
substances, mixtures and uses.

In the 16 years since the federal Food Quality Protection Act (FQPA) was enacted, the science has
proven to be so difficult, even for groups of chemicals having a common mechanism of toxicity, that
EPA has only been able to conduct cumulative risk assessments for 4 groups of pesticide active
ingredients. For all practical purposes, DTSC would require an encyclopedia of all substances
arrayed by the adverse effects they are capable of producing and the dose levels associated with such
effects, both natural substances and synthetic agents, including consumer products, industrial
chemicals and pharmaceuticals and understand the temporal, demographic and geographic exposures
to each of these. Beyond that, DTSC would also need to know the background exposure for the
chemical being evaluated.

Complicating this analysis is that DTSC would have to go through the same exercise for any
additional priority product, add that exposure to the evaluation, resulting in a virtually infinite
analysis loop.

Simply, ACC believes there is no practical way to incorporate cumulative assessment as a routine
component of the Safer Consumer Product regulation. The burden of analysis on DTSC and the
industry would be very high, and will divert scarce resources from managing important risks.

4. DTSC’s approach to threshold concentrations is focused on eliminating exposures,
rather than minimizing them.

DTSC’s proposed regulation and the Initial Statement of Reason (ISOR) indicate that DTSC will
defer to the “minimum detectable concentration” level for the “Chemical of Concern” in the
product.> ACC is concerned that reliance on the limit of detection focuses DTSC’s efforts on
chemical elimination rather than safe use. This concern is heightened by DTSC’s proposed
reliance on regulatory responses that provide the greatest level of “inherent protection.” .This
approach stands in sharp contrast to the statutory requirement that DTSC’s regulations must
“establish a process for evaluating chemicals of concern in consumer products, and their
potential alternatives, to determine how best to limit exposure or to reduce the level of hazard
posed by % chemical of concern, in accordance with the review process specified in Section
25252.5.”

Public and Peer Review, available at
http://www.who.int/ipcs/methods/harmonization/areas/aggregate/en/index.html.

® Initial Statement of Reasons: Safer Consumer Products, R-2011-02,
http://www.dtsc.ca.gov/LawsRegsPolicies/Regs/upload/SCP-ISOR-7-23-2012.pdf, p. 104, §69503.5, p. 107,
869503.5(¢)(2)(A).

® California Health and Safety Code Section 25253 (emphasis added).




A minimum detectable concentration cannot function as an exemption threshold, nor can it be
used to document incremental improvement in a particular product. The ISOR importantly notes
that “at very low concentrations, it is impossible for analytical instruments to distinguish the
difference between signals from analytes and signals created by the instrument.”” In practical
terms, the minimum detectable concentration is essentially zero. It is unclear how a
manufacturer or importer covered by the regulation would use a minimum detectable
concentration to demonstrate reductions in chemicals of concern?

5. DTSC should clarify its authority to impose regulatory restrictions on substances and
products.

The proposed regulation also raises an interesting question about DTSC’s grant of authority to
impose regulatory restrictions. DTSC should address this issue before making the regulation
final. The underlying statute permits DTSC to adopt regulations to establish criteria for
identifying and prioritizing chemicals of concern and to develop criteria to evaluate them and
their alternatives in consumer products (Health and Safety Code 8825252-25253(a)(1)).
Additionally, the statute authorizes DTSC to “specify the range of regulatory response that the
department may take following the completion of the alternatives analysis” (HSC §25253(b)).
ACC encourages DTSC to clarify how the apparent authority to impose product information
disclosure requirements, end-of-life management schemes, product bans, and a range of other
potential regulatory responses will be exercised.

1. DTSC Should Conduct a More Robust Economic Assessment

DTSC estimates that it will be able to implement the entirety of the program within the
Administration’s proposed 2012 budget, applying 39 full-time employees and a $6 million
budget.® ACC believes DTSC has significantly underestimated the costs of the program, and
strongly recommends that the Agency conduct a more robust economic assessment of the
regulation.

The Chemical Risk Review and Reduction program at the federal EPA has been estimated to
cost $40-$45 million (not including new chemicals). Even if California managed to operate at
half of EPA’s budget, it would still need at least three times more than the $6 million budgeted
for the regulation. Based on knowledge of EPA’s processes and costs and an independent
assessment of the potential costs to DTSC, annual implementation costs are estimated to range
from about $9 million to $27.2 million in the first six years, depending on the scope of the Safer
Consumer Product program. °

California’s chemical industry is far more complex than what is depicted in DTSC’s economic
analysis of the proposed regulation. There are approximately 600 chemicals that are produced in

1d.

8 Attachment 3 to the Economic and Fiscal Impact Statement (Std. Form 399) Safer Consumer Product Regulations.
® For further projected costs to both the state of California as well as the regulated communities, please see the
attached reports developed by ICF under contract for ACC: “Potential Costs to the State of California Associated
with Implementing the Proposed Safer Consumer Product Alternatives Regulations under CCR 22,” July 26, 2012,
and, “Addendum: Industry Costs.”



the state of California.'® The value of the chemical shipments is almost $46 billion and the
California chemical industry exports $12.5 billion worth of chemicals throughout the world. The
business of chemistry directly employs 74,000 people and indirectly contributes 239,000 jobs in
California. For every chemistry industry job in California, 4.2 jobs are created downstream
within the state. Together these jobs generate $23 billion in earnings which then also generate
state and federal revenues through taxes. State and federal income taxes on these industries’
payrolls support government programs for the residents of California.

These indicators provide a starting point for a more robust economic analysis of the regulation
that assesses the impact of a regulation on the chemical industry and on California’s economy as
awhole. Dr. Kahn’s analysis for the State'" is not sufficient. The analysis provides no
quantitative estimate of costs or benefits, and takes no account of the chemical industry and the
downstream impacts in the State.

Similarly, the proposed regulation neglects to mention small businesses or acknowledge potential
compliance challenges that small and medium-sized businesses will face as a result of the
proposed regulation. While ACC believes that all responsible parties should be held to the same
standards, DTSC should consider compliance challenges, particularly costs, for small and
medium-sized businesses. We urge DTSC to assess the potential impacts of the regulation on
small and medium-sized enterprises.

I11. A Review of the Proposed Requlation Against Standards Established by the Office of
Administrative Law Establishes a Number of Shortcomings.

A. Necessity (Government Code §11349(a))

1. DTSC should include a weight-of-the-evidence assessment process.

To build overall confidence in the Green Chemistry Program, DTSC must ensure that the
regulation adopts a rigorous, science-based approach, in concert with state, federal and
international best practices. The reliance on rigorous science must be evident in the selection of
chemicals of concern and priority products, in identifying a threshold for and process of
alternatives assessment, and in determining what regulatory responses the Agency will take.

The proposed regulations raise significant concerns that the Department will oversee a program
that simply accommodates inadequate, unreliable or low quality science. If this occurs,
resources will not be directed to the most compelling chemical hazards, but to controversies
generated by unreliable studies and amplified by special interest groups and a media that thrives
on novel health scares.

Our concerns start with inadequate definitions for “reliable information” and “reliable
information demonstrating the occurrence of exposure,” which do not require a means to assess

10 g Directory of Chemical Producers®, Englewood Colorado.
1 Attachment 2, “Economic Analysis of California’s Green Chemistry Regulations for Safer Consumer Products,”
Matthew E. Kahn, March 2012.



the quality of information, but focus on whether the information is in the public domain. This
problem is exacerbated by an absence of emphasis on a weight of evidence evaluation of
information, as well as the dependence on the “most protective” study independent of its actual
quality and reliability. Leading to an even more unscientific position is the Department’s
position that when all other factors are equal, decisions will not necessarily be driven by
conclusions from the most relevant and highest quality studies, but rather from the “greater
amount of information.”

In evaluating information to make decisions and substantiate their conclusions about “the ability
of the chemical to contribute to or cause adverse public health and/or environmental impacts,”
DTSC should be guided by the following principles:

e DTSC’s decision-making process must meet benchmarks of objectivity, transparency, and
scientific accuracy needed for the public to have sufficient confidence in DTSC’s use for
health and environmental regulatory decision making. If the process does not meet these
benchmarks, there is no assurance that the program will in fact benefit consumers.

e All evaluations must rely on the best available scientific information regarding possible
hazards of substances, and must employ consistent, objective methods and models to derive
realistic determinations of risks at environmentally relevant levels of exposure.

e Transparent criteria must be established upfront and then consistently applied throughout the
evaluation process to identify studies, and to evaluate their quality, relevance, and reliability.

e All evaluations must be based on a framework that takes into account and integrates all
relevant studies while giving the greatest weight to information from the most relevant and
highest quality studies.

e Hazards and risks must be objectively characterized and presented in a manner
understandable to stakeholders and risk managers. Assessments should include central
estimates and ranges; it is not sufficient to rely on theoretical maximum exposure estimates
to characterize potential risks. The characterization should provide a full picture of what is
known and what has been inferred, and should also present results based on alternative
plausible assumptions.

e Assessments must provide full disclosure of key information. When assumptions (or policy
preferences) are used in lieu of scientific data, the assumptions (and policy preferences) must
be disclosed along with the justification for their use. The impact of each assumption on the
evaluation should be clearly stated.

e Processes need to be in place to ensure that public comments and peer review findings and
recommendations are fully addressed.

ACC believes it is necessary for DTSC to incorporate these principles into Article 1 of the
regulations to provide the overall theme and foundation for science-based implementation.

In Sections 69502.2(b)(3) 69503.2(a)(2) of the proposed regulation, it is not clear how or
whether a weight-of-the-evidence assessment will be applied when a chemical or a product is
being evaluated. It is also not clear whether the Department simply intends to assign a higher
priority to the chemical substance that simply has a greater amount of information. DTSC must
clarify its approach to weight-of-the-evidence assessments.



2. DTSC must assure it has the resources to manage data and information.

DTSC is proposing to provide an unprecedented (and arguably unnecessary) level of information
about products, chemicals, and manufacturer’s business plans to the public, public interest
groups, competitors, and retailers. Overall, ACC is concerned that DTSC will not have the
resources to properly manage the volume of information that will be reported under the existing
proposal. DTSC should also be mindful of how the various forms of information are
communicated to the public. Specifically, ACC recommends that DTSC exercise a concerted
and purposeful communication effort not to create unwarranted consumer or public anxiety
regarding the chemicals on the initial list.

ACC encourages DTSC to confer with Washington State and Maine regarding the data collection
challenges faced during implementation of the Children’s Safe Product Reporting Rule, and the
Regulation of Chemical Use in Children’s Products, respectively. What will be clear is that to
maximize the efficiency and utility of data and its collection, the regulatory need for specific data
should be the driver for regulatory requirement for submission, not perceived gaps in the data
DTSC possesses.

3. Information certification requirements are not necessary.

ACC is troubled by the proposed requirement to have all information submitted to DTSC signed
and certified not only the responsible individual in charge, but also by the owner or an officer of
the company, or an authorized representative (869501.3(a)). While the requirement will
certainly draw the attention of upper management, as DTSC no doubt intends, it is also
unreasonable and unnecessary. DTSC proposes to review each submission, from Alternatives
Analysis Exemption Notifications to Final Alternatives Assessment (AA) Reports. The
additional certification requirement is superfluous in the situation where an AA is conducted by a
certified assessor, according to DTSC’s certification and accreditation process.

4. Key statutory prioritization factors must be included.

As proposed, the regulation identifies a vague, subjective process by which DTSC will prioritize
and establish a list of Priority Products. While ACC appreciates that the Priority Products list is
apparently intended to be risk-based, as the regulation requires some consideration of exposure
and the potential for harm, we also believe DTSC has not adequately represented the three
criteria noted in the underlying statute (869503.2(b):

1) The volume of the chemical in commerce in this state.
2) The potential for exposure to the chemical in a consumer product.
3) Potential effects on sensitive subpopulations, including infants and children.

DTSC should, at a minimum, include these three items as the “Key Prioritization Criteria.”



5. An analytical method for establishment of an alternatives analysis threshold is not
needed.

DTSC will require an analytical method for the establishment of each Alternatives Analysis
Threshold (“AAT”). 869503.5)(c)(2)(A). Itis not clear why the Agency will require this step
for substances that already have an established de minimis threshold. At a minimum, DTSC
should make a clear statement of the value derived from this requirement and the regulatory
necessity for the mandate.

6. Additional alternatives assessment exemptions are required.

The proposed regulation indicates where alternatives assessments are not necessary or required.
869505.1(b)(1) — (3). ACC believes the proposed exemptions are consistent with the
authorizing statute and recommends that DTSC identify two additional instances where
alternatives assessments are unnecessary:

e An alternatives assessment is not required if the responsible entity determines that the
Chemical of Concern is not necessary for the product to continue to meet function,
performance, technical feasibility, and legal requirements and certifies within 60 days
of notifying the Department of its determination, its intent to stop using the Chemical
of Concern in the Priority Product and will not use a substitute chemical in place of
the Chemical(s) of Concern that is the basis for the priority product designation. The
manufacturer must confirm that it has begun the process of removing the Chemical(s)
of Concern that is the basis for the priority product determination no later than 120
days after the date the manufacturer notified the Department of its intent; and

e An alternatives analysis is not required if the responsible entity replaces the COC that
is the basis for the Priority Product determination with a substitute chemical that is
not on the COC list, and thus does not exhibit the toxicity trait(s) that caused the
Chemical of Concern to be on the Chemical of Concern List.

7. Sensitive information should not be required in alternatives analysis reports

ACC cautions against requiring information in 869505.5 Alternatives Analysis Reports that
unnecessarily results in the submission of large quantities of potentially sensitive personal and
business information that is not particularly germane to the core of alternatives assessment
reports. For example, the detailed supply chain information required for alternatives assessment
should be eliminated, and the detailed facility and location information is not critical to the goals
of the program. See 869505.5(d).

8. Accreditation bodies and certified assessors are not necessary to achieve the object
and purpose of the regulation.

ACC questions the need certification of accreditation bodies and certified assessors. The
underlying statute neither explicitly nor implicitly mentions such a regulatory construct. Other
chemical management programs across the globe have given rise to a network of sophisticated
reputable firms and academic institutions capable of performing such work, thus eliminating the



need for certification and accreditation. The proposed regulation will create a large, bureaucratic
process that is not necessary to ensure the conduct of rigorous alternatives assessments or to
implement the statute.

9. The selection principles for regulatory responses should weigh multiple factors.
ACC urges DTSC to consider all of the factors outlined in 869506(c)(1-5) when selecting
regulatory responses. Selecting a regulatory response is just as much a multi-dimensional

process as the evaluation of alternatives. Therefore, it is necessary to weigh efficacy, cost-
effectiveness, burden, effects on subpopulations, and enforcement.

B. Authority (Government Code §11349(b))*?

1. DTSC should clarify its authority to require information generation.

The proposed regulation specifies the ways in which DTSC may collect information “that it
determines is necessary” to implement this chapter. In 869501.4(a)(4) DTSC asserts its authority
to “request a responsible party or a chemical manufacturer to generate new information and
provide it to the Department, in accordance with a schedule specified by the Department.” In
support of its assertion that it has the sweeping authority to compel the generation of any and all
new information “necessary to implement this chapter,” DTSC cites to three statutory provisions,
none of which in fact support the Department’s assertion of such broad authority.

The Department cites to 858012 Health and Safety Code as a basis of its authority to compel the
generation of new information. That general grant of authority to “adopt and enforce rules and
regulations for the execution of its duties” does not appear to add to the specific grants of
authority contained with the Green Chemistry statute (AB 1879), and it is those specific grants of
regulatory authority that govern.

The Department additionally cites to Green Chemistry statute §825252 and 25253 of the Health
and Safety Code as authority for its regulation requiring the generation of new information, but

12 The legislative analysis of the final version of AB 1879 prepared by the Senate Committee on Environmental
Quality (August 20, 2008) recognized that a legislative grant of authority to develop a range of regulatory responses
that DTSC “may” take does not actually give DTSC a grant of authority to impose the range of requirements on the
affected community. The Committee Analysis notes that while the language found in HSC 825253(b) “appears to
give the department the authority to take listed actions, this is not explicitly and clearly stated in the bill. Usually, an
administrative agency is given authority by the Legislature to take some action and then the authority to adopt
regulations to implement the authority” (http://www.leginfo.ca.gov/pub/07-08/bill/asm/ab_1851-

1900/ab_1879 cfa 20080821 111017 sen_comm.html). The legislative grant of authority to DTSC to set forth a
range of possible regulatory responses it may take gives the Legislature a chance to review those proposed
regulatory responses before the Legislature expressly grants DTSC the authority to impose the regulatory responses
on the affected community. However, Article 6 of the proposed regulation clearly assumes the presence of express
authority that the legislative analysis cited above pointedly notes is missing. We recommend that DTSC obtain an
opinion from the Attorney General’s office on the scope of the legislative grant of authority to impose the identified
regulatory responses, and then provide stakeholders with an understanding of how the Department will exercise its
authority in compliance with the Attorney General’s opinion.




those specific grants of authority are either silent with respect to, or contradict, the Departments
asserted authority in 869501.4(a)(4).

Section 25252 is simply silent on this issue, stating only that DTSC is not limited to adopting
regulations that reference and use “available information from other nations, governments and
authoritative bodies.” That section does not grant the Department the authority to compel a
responsible party or chemical manufacturer to generate new information.

Section 25253 is also cited. That section appears to contradict the Department’s claim that it
may compel entities to generate any and all information that the Department “determines is
necessary to implement (the Safer Consumer Products) chapter.” Section 25253(b)(2) states
only that the regulations adopted by the Department may impose “requirements to provide
additional information needed to assess a chemical of concern and its potential alternatives.”

There are two key points to be made about §25253. The section merely authorizes regulations
that require “additional information,” not the generation of new information. The logical reading
of the word “additional” in this context is that it means existing information not otherwise
available from other nations, governments and authoritative bodies. There is nothing to suggest
a grant of authority to require the generation of new testing data or analyses.

Even if one reads “additional” information to mean the generation of new information, which
ACC believes is incorrect, it grants authority only to require “information needed to assess a
chemical of concern and its potential alternatives.” The section is not, under any conceivable
reading, a grant of authority to require any and all information that the Department “determines
IS necessary to implement this chapter,” which could include virtually any type of new
information.

ACC believes the Department should follow the three-step sequential, tiered process for
collecting information set forth in 869501.4(a)(1) — (3). ACC agrees that DTSC should begin its
information collection by reviewing information in the public domain that is readily available in
a useable format, as laid out in 869501.4(a)(1), followed by reviewing information in the public
domain that is available by subscription, and then by requesting additional, existing data from
chemical manufacturers or importers. However, as set forth above ACC finds DTSC’s
requirement to “generate new information”...*“necessary to implement this chapter” in
869501.4(a)(4) beyond the scope of the cited authorizing statute.

2. DTSC should not establish the Chemicals of Concern List without public
consideration.

ACC questions whether DTSC has the authority to establish a final list of “Chemicals of
Concern” without public review and comment. §69502.3. Section 25252 of the Health and
Safety Code (AB 1879) stipulates that the regulations are “to establish a process to identify and
prioritize chemicals or chemical ingredients in consumer products that may be considered as
being a chemical of concern.” Stakeholders and interested parties should be afforded the ability
to review and comment on the initial Chemicals of Concern (COC) List.
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A “list of lists” approach to establish the COC list may be justified by resource constraints, but
DTSC must take “ownership” of the resulting list. A California list of COCs, developed by a
California process, must also have a California-based process to remove substances from the list.

As proposed, the regulation permits petitions to delist a chemical from the COC list, and DTSC
may do so, as long as that chemical is no longer listed on any of the underlying lists (those
identified in 869502.2(a)) (emphasis added). Under the proposal, then, delisting is likely to be
impossible. Substances would likely remain on the COC list indefinitely — even if they are used
safely in consumer products or even if they are not used in consumer products at all. ACC urges
DTSC to establish a California list-specific process for delisting chemicals.

3. Consideration of occupational exposures in the prioritization step should be
reconsidered.

DTSC should reconsider its broad inclusion of workers and worker exposure as part of the
product prioritization process. 869503.2. While it is appropriate to consider worker exposure in
a retail setting, or perhaps worker exposure to products used in schools or hospitals or other
institutional settings, we question whether DTSC has the authority to request information about
workers in California or outside the State. Ata minimum DTSC should understand how the
information requirements may differ from CalOSHA requirements.

4. DTSC’s disclosure requirements may put confidential information at risk.

The crux of the proposed regulation is to address “Chemicals of Concern” in specific “Priority
Products.” 869505.5(j)(2)(C). DTSC’s authority to require the disclosure of all known chemical
ingredients in the alternative that differ from the original composition will put confidential
information regarding new uses of chemicals and new products at risk. Disclosure of the new
alternative formulation or composition of the chemicals in the selected alternative is outside of
the scope of the regulation, and thus is outside of DTSC’s statutory authority to require.

5. Restrictions on trade secret claims threaten innovation.

DTSC’s proposed approach to trade secret claims, and to confidential chemical identity in
particular, is contrary to the Agency’s objective to promote innovation in consumer products and
to reduce or replace the presence of substances, in those products, considered to pose a risk of
harm. As proposed, the regulation could actually hinder innovation.

In 869510(f) of the proposed regulations, DTSC impermissibly proposes an alteration to
California trade secrecy law under the Uniform Trade Secrets Act that is not supported by the
implementing statute. Under the proposed regulation, “trade secret protection may not be
claimed for any health, safety, or environmental information contained in any hazard trait
submission or any chemical identity information associated with a hazard trait submission.”
Section 69510(f)(emphasis added). According to the Initial Statement of Reasons, the provision
is intended to “effectuate the intent of Health and Safety Code §25257(f), which provides that
trade-secret protection may not attach to ‘hazardous trait submissions for chemicals and chemical
ingredients under this Article [14]’.”
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Section 25257(f) does not state, however, that “trade-secret protection may not attach” to hazard
trait information. It simply notes that “[T]his section does not apply to hazardous trait
submissions for chemicals and chemical ingredients pursuant to this Article.” (emphasis added).
The mere fact that 825257 does not apply to hazard trait information does not mean that trade-
secret protection may not attach to that information, it simply means hazard trait information is
governed by pre-existing law (California Uniform Trade Secrets Act, Cal. Civ. Code §3426 et
seq.), rather than the green chemistry statute. By restricting claims for trade secrecy protection
for hazard trait submissions, the regulations impermissibly alter the Uniform Trade Secrets Act
in excess of DTSC’s statutory authority under 825257, and must be revised.

Even if 825257(f) were interpreted to mean that trade secret protection does not attach to hazard
trait information, proposed 869510(f) still exceeds the scope of the statute. The proposed
regulation does not merely ban trade secrecy protection for hazard trait submission information;
it also eliminates trade secret protection for “any chemical identity information associated with a
hazard trait submission.” However, §25257(f) does state that it does not apply to chemical
identity information associated with a submission, just that it does not apply to “hazardous [sic]
trait submissions.”

The problem with the Department’s interpretation of 825257(f) is that it fails to differentiate
between “hazard traits,” which are specific hazards, such as corrosivity or ignitability, and
“chemical identities,” which are a separate type of information different than hazard traits. It
would it be unreasonable to interpret §25257(f) as preventing persons from claiming trade secret
protection for chemical identity information, because chemical identity and formula information
is the core of most companies’ legitimate trade secrets, as described below. Section 25257(f)
speaks to are specific hazards, not chemical identity. A generic name for a specific chemical
should be acceptable to DTSC as long as its specific hazard traits are disclosed. Section
69510(f) should be revised to expressly allow companies to claim trade secrecy protection for
chemical identity information.*®

In the chemical industry, trade secret chemical identities are among the most valuable intellectual
property. The composition of formulations can be particularly vulnerable, especially for small
and medium-sized businesses. The public disclosure of confidential chemical identities would
make companies’ substantial investments readily available to their competitors, both in and
outside the United States.

Health and safety studies and hazard trait information are meaningful to the public without
disclosing chemical identities. Structurally-descriptive generic names can provide sufficient
information to make studies useful while still protecting trade secret or confidential identities.
Generic names allow linkage to the scientific literature on similar chemicals and permit an
assessment of the suitability of study methods.

13 Should DTSC decide to eliminate §69510(f) altogether, subsections (g) and (h) must similarly be eliminated as
they have no effect independent of subsection (f).
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ACC has tested whether generic names actually lead to relevant health and safety studies. In
2009, the U.S. Environmental Protection Agency changed 530 chemical identities on the TSCA
Inventory from confidential to non-confidential."* ACC searched the generic and the chemical
identity names of a number of these previously confidential substances in Toxline, a common
tool to search toxicological literature. What was found should be of interest to DTSC. In many
cases, a Toxline search for a generic name for a classified substance identified more studies than
did a search for the corresponding CAS number or CAS name.

Other international jurisdictions, such as Canada, have adopted similar solutions, protecting

confidential chemical identity in health and safety studies. Australia and Korea also provide
protection from disclosure for confidential chemical identities, apparently without regard to

whether they are in a health and safety study.

It is critical to California commerce and broader U.S. business interests nationally and
internationally that confidential chemical identity is afforded protection as a trade secret. This
regulation should not force manufacturers to decide whether to sacrifice their market share in
California or their intellectual property, presumably on a global scale.

6. DTSC must prevent the disclosure of supporting information claimed as trade secret.

Under 869510(a), a person “who asserts a claim of trade secret protection” must furnish the
department with twelve elements of “supporting information.” Assuming that the supporting
information would itself contain trade secrets, and not wishing to require the submission of
additional information for supporting information claimed as secret, DTSC stated that “if the
documentation supporting a claim of trade secret protection contains information that is itself
subject to a claim of trade secret protection, such supporting documentation . . . shall not itself
require further supporting documentation.” DTSC cannot adopt this provision because it
conflicts with the California Public Records Act in a manner not supported by §25257 of the
Health and Safety Code.

There is a simple solution to this problem. Rather than require entities to submit supporting
documentation that is trade secret, DTSC should require that no trade secret information be
submitted as supporting documentation under 869510(a). DTSC should be able to make most
trade secret determinations without receiving additional trade secret information. If additional
trade secret information is not submitted, DTSC will not be obligated to ascertain its validity and
protect it against accidental disclosure. Without the added expense of handling unnecessary
trade secret information, this approach should reduce costs and lead to more efficient trade
secrecy determinations.

In the unlikely event that DTSC is unable to make a trade secrecy determination with the initial
round of non-trade secret supporting documentation, DTSC should amend the regulation to allow
a specific request for additional information. The regulation should clearly state that the
information being acquired is privileged under 81040 of the Evidence Code as “Official
Information” because it is being acquired confidentially by DTSC in the course of its public duty

4 74 Fed. Reg. 37224 (July 28, 2009).
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under the Green Chemistry law and its disclosure is against the public interest because there is a
necessity for preserving the confidentiality of the information that outweighs the necessity for
disclosure in the interest of justice. So long as DTSC makes clear in the regulation that the
additional supporting information is privileged “Official Information,” it will be exempt from
public disclosure under §86254(k) and 6255 of the Public Records Act without DTSC having to
conduct an additional, costly trade secrecy determination.

ACC also cautions against requirements to submit large quantities of potentially sensitive
personal and business information to support alternatives assessment reports. For example, the
detailed supply chain information required for alternatives assessment should be eliminated, and
the detailed facility and location information is not critical to the goals of the program.

C. Clarity (Government Code §11349(c))

The proposed regulation is rife with uncertainty. The uncertainties, in turn, make
implementation and compliance a challenge. This lack of clarity directly contradicts the Office
of Administrative Law’s standard of clarity, which mandates that regulations be “written or
displayed so that the meaning . . . will be easily understood by those persons directly affected by
them.”* Below are examples of this lack of clarity.

1. DTSC should clarify the use of lists developed by other bodies.

Obijective chemical selection criteria for the COC list should be used in the regulation, rather
than adoption of a “list of lists” developed by other bodies. If DTSC nevertheless decides to
adopt a list-based approach as suggested in 869502.2, it is critical that any such lists be
developed by authoritative bodies. As proposed, it is unclear what criteria DTSC used to select
the underlying lists for COC identification. It is also unclear how DTSC will characterize the
chemicals on the COC list. In ACC’s view, authoritative bodies include government agencies
and formal scientific organizations that:

e Characterize chemicals in an open, deliberative and transparent scientific process in which
stakeholders are able to participate formally, communicating directly with the authoritative
body through written and oral comments.

e Are widely perceived to be objective, scientifically based, and do not engage in advocacy.

e Base chemical characterizations on a weight-of-the-evidence approach. To the extent
available, authoritative bodies consider multiple reliable studies, conducted by different
laboratories, at different times, and involving not only different strains but different species
and give full consideration to mode of action, confounding factors, maternal toxicity,
historical controls and any other scientific information that may be relevant to understanding
the potential effects of chemicals on health and the environment.

e Publish their characterizations of chemicals through governmental regulations, periodic
reports, monographs or similar publications.

1> california Government Code, §11349(c).
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The confidence of the public and the regulated community in the regulation will be enhanced if
DTSC can assure that appropriate processes and the best scientific data available inform the list.

ACC suggests that DTSC list chemicals on the COC list by their individual Chemical Abstract
Services numbers (CAS RN). The regulation should specify unique CAS RNs and cannot utilize
generic chemical categories. For instance, the perfluorinated chemical category contains
hundreds of different uniqgue CAS RN chemicals, each with its own properties. Compliance and
the ability to enforce the regulation require clarity regarding the COCs characterization.

Upon the effective date of the proposed regulations, a chemical would qualify as a Chemical of
Concern if it (1) exhibits one of 25 environmental or toxicological hazard traits established by
OEHHA in its Toxics Information Clearinghouse (22 CCR 8869401- 69407.2); and, (2) it
appears on one of the lists specified in §69502.2(a) of the proposed rule. Several of the lists are
inappropriate indicators of hazard.

1. Category 1 Endocrine Disruptors Identified in the European Commission DG Environment
Report. For example, §69502.2(a)(1)(C) references a 2000 report prepared by a consultant for
the European Commission entitled Towards the establishment of a priority list of substances for
further evaluation of their role in endocrine disruption. The preface of the report makes clear
that the report was intended as “a first step towards the establishment, by the Commission, of a
priority list of substances for further evaluation of their role in endocrine disruption....**Indeed,
the “working list” of 564 chemicals proposed in the 2000 report has been modified substantially
over time. 575 chemicals were ultimately screened and evaluated as to their endocrine effects. *’
Of that total:

109 substances were not retained in the priority list due to insufficient data on ED effects or
insufficient scientific evidence. 147 substances have been excluded from the evaluation during
the process as they were identified as double entries, mixtures or of doubtful relevance. *®

The 2000 report has clearly been superseded by subsequent chemical evaluations, and should not
be included as a trigger for hazard classification. For this reason, we urge the Department to
delete §69502.2(a)(1)(C) from the proposed rule.

Most importantly, the potential to interact with the endocrine system does not necessarily
constitute a health risk. As captured in the widely adopted Weybridge Definition, “[a]n
endocrine disrupter is an exogenous substance that causes adverse health effects in an intact
organism, or its progeny, secondary (consequent) to changes in endocrine function.”*® The
International Programme for Chemical Safety (IPCS — which includes WHO, UNEP and

18 BKH Consulting Engineers, in association with TNO Nutrition and Food Research, Towards the establishment of
a priority list of substances for further evaluation of their role in endocrine disruption, November 10, 2000.

" European Commission, Endocrine Disruptors Website,
http://ec.europa.eu/environment/endocrine/documents/sec_2007_1635_en.htm.

'8 European Commission, Endocrine Disruptors Website,
http://ec.europa.eu/environment/endocrine/documents/sec_2007 1635 _en.htm.

19 European Workshop on the Impact of Endocrine Disruptor on Human Health and Wildlife (Weybridge UK;
1996). European Union Report EUR17459.
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ILO), utilizes a similar definition, “[a]n endocrine disrupter is an exogenous substance or
mixture that alters function(s) of the endocrine system and consequently causes adverse
health effect in an intact organism, or its progeny, or (sub)populations.”?

Endocrine-mediated effects have already been captured by other lists, selected by DTSC that
include reproductive, developmental and other adverse outcomes.

2. Group 2B carcinogens identified by the International Agency for Research on Cancer
(IARC). The IARC Group 2B list is composed of substances for which there is limited
human evidence and insufficient animal evidence of carcinogenicity.?* It is possible that
chemicals classified as IARC 2B will have some evidence or carcinogenicity based on
animal models, but stronger evidence against carcinogenicity from available human
epidemiology studies. ACC strongly suggests that the IARC 2B characterization be removed
from §69502.2(a)(1)(I).

Under IARC guidance, there are a number of issues when evaluating chemicals with “limited
evidence of carcinogenicity,” and therefore a definitive evaluation of cancer hazards cannot
be made. For example, a definitive evaluation may be difficult due to the following: the
evidence of carcinogenicity is restricted to a single experiment; there are unresolved
questions regarding the adequacy of the design, conduct or interpretation of the studies; the
agent increases the incidence only of benign neoplasms or lesions of uncertain neoplastic
potential; or, the evidence of carcinogenicity is restricted to studies that demonstrate only
promoting activity in a narrow range of tissues or organs.?

3. National Toxicology Program, Office of Health Assessment and Translation
Reproductive or Developmental Toxicant. Another list that is inappropriate for purposes of
qualifying COCs is proposed in 869502.2(a)(1)(L). That provision refers to “reproductive or
developmental toxicants identified” in monographs produced by the National Toxicology
Program, Office of Health Assessment and Translation (OHAT). OHAT is the successor to
the Center for the Evaluation of Risks to Human Reproduction (CERHR).

A brief background on how CERHR/ OHAT monographs are structured demonstrates why
869502.2(a)(1)(L) is an inappropriate factor in designating Chemicals of Concern under the
California Green Chemistry Program. CERHR/OHAT monographs classify chemicals based
on:
(1) the weight of scientific evidence on adverse effects, expressed on a seven-part
scale ranging from “clear evidence of adverse effects” to “clear evidence of no
adverse effects”; and

20 World Health Organization International Program on Chemical Safety, “Global Assessment of the State-of-the-
Science of Endocrine Disruptors,” WHO/PCS/EDC/02.2, Chapter 1: Executive Summary.

21 World Health Organization International Agency for Research on Cancer Monographs on the Evaluation of
Carcinogenic Risks to Humans, Preamble, p. 23 (http://monographs.iarc.fr/fENG/Preamble/CurrentPreamble.pdf).
22 \World Health Organization International Agency for Research on Cancer Monographs on the Evaluation of
Carcinogenic Risks to Humans, Preamble to the IARC Monographs, B. Scientific Review and Evaluation, 6.
Evaluation and rationale (b) Carcinogenicity in experimental animals
(http://monographs.iarc.fr/fENG/Preamble/currentb6evalrationale0706.php).
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(2) the agency’s level of concern that a chemical is associated with various
reproductive and developmental effects, expressed on a five-part scale ranging from
“serious concern for adverse effects” to “negligible concern for adverse effects.

In the second analysis, the agency may also find that “insufficient hazard and/or exposure
data” exists.

A CERHR monograph can therefore determine that a particular chemical presents “clear
evidence of no adverse effects” and express “negligible concern for adverse effects.”
Nevertheless, under a plausible interpretation of 869502.2(a)(1)(L), that chemical could be
qualified as a Chemical of Concern because it was “identified” in a CERHR/OHAT
monograph. We respectfully recommend that 869502.2(a)(1)(L) be eliminated from the
proposed rule, or alternatively, that DTSC make clear that only CERHR/OHAT monographs
indicating high levels of evidence and concern regarding reproductive and developmental
effects be considered as the basis for addition to the COC list.

2. DTSC should make clear how it will use the key criteria to identify priority products.

As proposed, it is unclear how DTSC will objectively utilize the “Key Criteria” to assess and
prioritize products based on a list of over twelve hundred potential chemicals of concern.
869502.3(b). An objective, step-by-step process should be constructed, based on credible,
scientifically valid criteria that clearly outline the process by which DTSC will identify priority
products. The use of a highly subjective process based on a narrative standard is not acceptable
from a scientific or public policy standpoint, as it leaves the door open for political decision-
making.

The incorporation of “the ability of the Chemical of Concern in a product to contribute to or
cause adverse public health and/or environmental impacts,” (emphasis added) as criteria for
prioritization is unclear. This phrasing is contrary to a risk-based approach in the
implementation phase of prioritization and strays from the statutory use of the term “potential to
cause.” ACC suggests DTSC revise this phrase to read, “The potential for the Chemical(s) of
Concern in a product to cause adverse public health and/or environmental impacts...”.

The proposed “narrative standard” for the prioritization process (869503.3 of the proposed rule)
also creates significant uncertainties. Although DTSC has indicated its goal is to prioritize a
small number of products for review, the proposed rule does not articulate a clear, step-by-step
process for doing so. The proposal indicates that DTSC may rely on information developed or
received under the regulation, but is not limited to such information in reaching a prioritization
decision. The lack of explicit description raises questions about the nature and type of
information DTSC, in fact, might use to reach a decision.

The proposed regulation lays out multiple criteria to be used in prioritizing products for review,
with products meeting “one or more” of the key criteria to be considered priorities. The
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regulation should be clarified to focus, at least in the first few years of the program, on products
that meet all three statutory criteria (as high priorities).?

From the proposal, it appears that the key prioritization criteria are secondary to the longer list of
other criteria that precedes the “Key Criteria” (869503.2). DTSC should clarify the relationship
between the key criteria and what is better characterized as supporting evidence.

Other information DTSC proposes to use, however, is too ambiguous and may not be appropriate
as part of this exercise, or may be claimed as confidential information. The proposed rule states,
“[t]he Department shall consider the potential adverse public health and environmental
impacts...” associated with a number of hazard and exposure scenarios. This information may
be extremely diffuse, poorly defined or difficult to obtain, reliably, for the department to
consider.

For example, the proposal specifies that DTSC shall give special consideration to the type and
severity of potential adverse impact(s), and the potency of the chemical(s) associated with the
adverse impact(s), for children, pregnant women, and other sensitive subpopulations. ACC
agrees that certain demographics, primarily children, should be given distinct consideration.
However, the term “sensitive subpopulations” as defined by DTSC in the proposed regulation is
a vague and highly subjective term (“including but not limited to” §69501.2(a)(72)) that may
include different demographics or conditions depending on the context. See “sensitive
subpopulations” under Clarity, Definitions above.

In many cases it will be difficult to obtain product exposure information relating to
“manufacturing, use, storage, transportation, and end-of-life management practices and the
locations of these practices.” The proposed regulation seems to expect consumer product
manufacturers to have comprehensive manufacturing, use, distribution, and disposal data for
every unit of its product. This is not a practical expectation. It becomes increasingly difficult to
monitor the exact movement of products once they are sold to distributors and to primary and
secondary retailers.

Similarly, with the exception of a few product categories, most consumer products find their way
to a landfill or recycle stream at the end of their useful life, although it is often difficult to track
the exact path of the product. As DTSC is surely aware, end of life management practices are
commonly predisposed by municipalities in which the products reach the end of their useful
lives, rather than by manufacturer or retailer plans. A manufacturer would clearly not know that
location at the time of production or sale. The regulation should hold regulated entities
accountable only for information that it can be reasonably expected to obtain.

The proposed rule indicates DTSC will consider the availability of reliable information to
substantiate potential adverse impacts and exposures in the prioritization process. ACC believes
that DTSC should also consider reliable evidence that refutes potential adverse impacts or
exposures.

2% Three statutory criteria: 1) The volume of the chemical in commerce in this state; 2) The potential for exposure to
the chemical in a consumer product; and, 3) Potential effects on sensitive subpopulations, including infants and
children.
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3. DTSC should clarify the process for evaluation of aggregate and cumulative effects.

The proposed rule fails to mention what framework DTSC will use, as well as what
framework(s) responsible entities may use, during the alternatives assessment process to evaluate
aggregate and cumulative risk. §69503.2(a)(1)(A)1.b./c.** ACC urges DTSC to specify what
process will be used to determine when an aggregate and cumulative risk assessment is
necessary, and, what framework will be used to do so. Specifically, DTSC should clarify
whether it is referring to both an assessment of human health aggregate and cumulative risks,
and, environmental aggregate and cumulative risks.

It is impractical to require an assessment of aggregate and cumulative risk for all chemicals of
concern or all priority products. Assessing aggregate risks from the total exposure to a specific
chemical from all different sources and routes requires considerable data, about each and every
use of a substance, information that manufacturers of individual products do not have and cannot
readily obtain. Aggregate assessments should only be required for those chemicals that meet
specific criteria, such as cases that present a very narrow margin of exposure.

The assessment of cumulative risk — the evaluation of a common toxic effect from a concurrent
exposure to a group of chemical and non-chemical risks that act in the same way poses even
greater challenges. Similar to aggregate risk assessment, cumulative risk assessment is far from
settled science. Scientific bodies do not yet agree on an accepted cumulative risk assessment
methodology. Cumulative risk assessment may require manufacturers to look at all the adverse
effects caused by the chemical in question, and to evaluate all other chemicals that potentially
cause the same adverse effects (not just those in humans, but also in animal studies where doses
are typically hundreds, thousands or even tens of thousands of times higher than humans ever
experience). In the context of consumer product regulation, cumulative assessments would
quickly become an onerous exercise with little practical meaning.

ACC urges DTSC to adopt the best available framework regarding combined exposure to
multiple chemicals, developed and endorsed by the World Health Organization (WHO)/
International Program on Chemical Safety (IPCS) (see attached). The framework is designed to
aid risk assessors in identifying priorities for risk management for a wide range of applications
where co-exposures to multiple chemicals are expected; and, it builds on previously published
guidance for priority setting and assessment of combined exposures.”® A framework assessment
would provide DTSC with a problem formulation process for each combined exposure situation.
Roughly, DTSC would begin by asking a series of questions to formulate the problem, and then
for example, the initial Tier 1 assessment would begin with the upper-bound levels of daily
intake for the majority of the identified population (exposure), and, potency for the most
sensitive endpoint (hazard). Based on necessity, DTSC may then revise the exposure and hazard
assumptions, replacing with increasingly detailed data and models.

2 The proposed regulation refers to “aggregate effects” and “cumulative effects,” whereas typically these are
referred to as “aggregate risk” and “cumulative risk.”

% M.E. (Bette) Meek, Alan R. Boobis, Kevin M. Crofton, et al, “Risk assessment of combined exposure to multiple
chemicals: A WHO/IPCS framework,” Regulatory Toxicology and Pharmacology, v 60 (2011) S1-S14, p 51.
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4. Minimum Detectable Concentrations should not be the alternative analysis threshold.

Language in the ISOR suggests that the default Alternatives Analysis Threshold (AAT) will be
the minimum detectable concentration for intentionally added chemicals:

Section 69503.5, in its entirety, provides an exemption from the
requirement of conducting an alternatives analysis for a Priority Product
when specified criteria are met. The distinction between those Priority
Products that are subject to the alternatives analysis and those that are
exempt will be primarily based on the minimum detectable concentration
for the Chemical of Concern and the difficulty of avoiding the presence of
contaminants that are the source of the Chemical of Concern.

Functionally speaking, the detectable concentration or limit of detection is the lowest possible
level of the chemical in the product. Beyond the limit of quantitation, detection may only be a
binary (present/not present) outcome, rather than a quantitative amount. If this is the case, DTSC
has not been clear about how the AAT will be used to demonstrate reductions of COC in the
Priority Products. AB 1879 establishes that both limiting exposure to the COC(s) or reducing the
level of hazard posed by a COC are goals of the regulation.*® What is less apparent, however, is
how a responsible entity will be able to demonstrably reduce the level of a COC in the Priority
Product below the limit of detection. ACC asks that DTSC clarify whether the limit of detection
will be the preferred AAT.

Satisfying DTSC’s AAT exemption requirements will be a significant analytical burden for
product manufacturers. At a minimum considerable product testing will be necessary to
substantiate the exemption, and that the AAT will likely be at the level of detection. Most
industrial chemicals are not pure; in essence many are mixtures.

As proposed, the regulation does not distinguish between intentionally-added constituents and
contaminants, and every product might have a trace amount of a COC and would require
analysis. Furthermore, responsible entities cannot control the state or pace of analytical
chemistry. Establishing the limit of detection as a regulatory threshold effectively sets a moving
target. The degree to which small and medium sized businesses, much less importers and
retailers, would have access to and resources to put toward this level of analytical chemistry is
questionable and impractical.

Furthermore, the proposed AAT threshold and the process for establishing the AAT are not
consistent with the processes used by federal and international agencies. ACC strongly
recommends that DTSC set numerical thresholds that are harmonized with those applied by
federal and international agencies. This would be consistent with the enacting statute that
specifies

[T]he department shall reference and use, to the maximum extent feasible, available
information from other nations, governments, and authoritative bodies that have

% Assembly Bill 1879, Section 1.
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undertaken similar chemical prioritization processes, so as to leverage the work and costs
already incurred by those entities and to minimize costs and maximize benefits for the
state's economy.

The federal Occupational Safety and Health Administration (OSHA), the Globally Harmonized
System for Classification and Labeling (GHS), and the European Union’s REACH standard
apply a de minimis threshold of 1% for hazardous chemicals, and 0.1% for carcinogens,
mutagens and reproductive toxins. Further, ACC urges DTSC to distinguish between
intentionally-added chemical ingredients and contaminants, and subject contaminants to a higher
threshold.

The AA process also warrants other clarifications. Section 69505.4(a) does not make clear what
criteria will be used to judge when an when an alternative makes a “demonstrable contribution”
to one or more adverse public health, environmental, waste and end-of-life, and/or materials and
resource consumption impacts of the Priority Product. Section 69505.5(d)(5) fails to articulate
what bearing the proximity of the place of product manufacture to virgin or recycled resources
has on a DTSC decision. At a minimum, this information could very well be commercially
sensitive, pertaining to the costs of doing business, and it will likely be claimed as trade secret.

5. Many definitions should be clarified.

e “Adverse air quality impacts” (869501.1(a)(3)). It is unclear what is meant by “air
emissions of any of the air contaminants . . . that have the ability to result in adverse
public health, ecological, soil, or water impacts,” (emphasis added). It is not clear what
this means in practice. For example, it is not clear what DTSC intends by referencing air
contaminants with an “ability” to produce adverse impacts. “Alternative”
(869501.1(a)(11)(C)). The meaning of “redesign of a Priority Product and/or
manufacturing process, using different materials to reduce or restrict exposures to
Chemicals of Concern in the Priority Product,” (emphasis added) is not clear. DTSC
should consider eliminating the phrase “using different materials.” “Hazard trait
submission” (869501.1(a)(33)). The proposed regulation states that “[W]hen any study
or datum indicates that a chemical manifests any hazard trait, chemical identity is part of
any hazard trait submission.” According to OEHHA’s Green Chemistry Hazard Trait
Characteristics, every chemical will manifest some hazard trait. This provision,
therefore, is meaningless.

e “Homogeneous material” (869501.1(a)(34)).DTSC proposes to identify and prioritize
specific materials, regulating specific uses of a material. The definition of “homogenous
material” is taken directly from the European Union’s Restriction of Hazardous
Substances Directive (RoHS). “Homogeneous material” is not well-defined, however, as
it may be “one material of uniform composition” or “a material, consisting of a
combination of materials.” Attempting to harmonize with a problematic term will make
compliance difficult for both DTSC and responsible entities.

ACC suggests that DTSC remove the term from the regulation and make a consequent

revision in the definitions of “component,” as well as “consumer product” or “product” as
suggested below:
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(21) “Component” means a uniquely identifiable part, piece, assembly,
subassembly, or a material within a part, piece, assembly, subassembly, of a
consumer product that:
(A) Isrequired to complete or finish an item
(B) Performs a distinctive or necessary function in the operation of a product or
part of a product
(C) Isintended to be included as a part of a finished item
(22)(A) “Consumer product” or “Product” means any of the following:
1. A “consumer product” as defined in Health and Safety Code §25251;
2. A component, or uniquely identifiable material within a component,
that is identified under 869503.4(a)(2)(B), as the minimum required focus
of an AA.

e “Reliable information” (869501.1(a)(52)). The definition of “reliable information” lacks
rigor and lacks a weight-of-the-evidence evaluation. However, the ISOR discussion of
“reliable information” includes a number of internationally-accepted testing guidelines
and protocols. It is not clear why these guidelines and protocols not been included in the
regulatory language. >’ ACC urges DTSC to include these guidelines, practices and
protocols in the regulation, and to specifically note:

e Whether the study has been replicated;

e Whether the study provided was conducted according to generally accepted principles,
including test protocols:

(0]

(0}

US FDA Good Laboratory Practices (Part 58 of Title 21 of the Code of Federal
Regulations)

US EPA'’s Office of Chemical Safety and Pollution Prevention Harmonized Test
Guidelines

TSCA (Chapter 1 of Title 40 of the Code of Federal Regulations)

TSCA Testing Guidelines (Parts 798 and 799 of Title 40 of the Code of Federal
Regulations)

OECD Guidelines for Testing of Chemicals

OECD Series on Principles of Good Laboratory Practice and Compliance
Monitoring

OECD Manual for Investigation of High Production Volume Chemicals
REACH/ECHA Guidance on Information Requirements and Chemical Safety
Assessment and Regulation (EC) No. 440/2008 of the European Parliament and
the Council

CEPA Guidelines for the Notification and Testing of New Substances: Chemicals
and Polymers.

e “Responsible Entity” (869501.1)(a)(54)). For clarity and consistency with other existing
regulations ACC suggests that DTSC adopt a definition of “manufacturer” that is
consistent with the Fair Packaging and Labeling Act (FPLA; 15 U.S.C. §81451-1461).

2 See, however, Initial Statement of Reasons: Safer Consumer Products, R-2011-02,
http://www.dtsc.ca.gov/LawsRegsPolicies/Regs/upload/SCP-ISOR-7-23-2012.pdf, p. 33-34.
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For products manufactured in a foreign country and imported into the U.S., FPLA
requires that the entity that receives the product shipment in the U.S. must assure that the
product carries U.S.-compliant labeling that identifies the entity for which the product is
“manufactured for” or “distributed by.” It is practical for DTSC to start with the entity
identified on the product label pursuant to FPLA requirements as an initial point of
contact for imported products rather than assign the duty to comply to a foreign
manufacturer or retailer.

e “Sensitive subpopulations” (869501.1)(a)(58)). It is not clear what DTSC means by
sensitive subpopulations representing “a meaningful portion of the general population?”
The definition of “sensitive subpopulations” is too broad and may present significant
issues of compliance for responsible entities depending on how this term is interpreted.
There is likely broad agreement that infants, children, pregnant women, elderly
individuals, and individuals with a history of serious illness should be included within the
definition. However, the use of the phrase “including, but not limited to...”
inappropriately confers upon the Department unlimited and arbitrary discretion to define
the universe of “sensitive subpopulations” in ways that the regulated community cannot
anticipate. DTSC should carefully review the proposed regulation for such instances of
open-ended language such as the definition of “sensitive subpopulations” in this and
other sections, giving careful consideration to the inability of product manufacturers,
importers, and retailers to comply with such vague regulatory language that could give
rise to shifting interpretation over time.

It is similarly not clear why the proposed regulation include workers and their
occupational exposures as a “sensitive subpopulation?”

e “Technically and economically feasible” (869501.1)(a)(59)). It is not clear what DTSC
means when it indicates that “[t]he technical knowledge, equipment, materials, and other
resources available in the marketplace are expected to be sufficient to develop and
implement the alternative, and to meet consumer demand after an appropriate phase-in
period,” (emphasis added). ACC believes a better articulation would be that the
information “are sufficient.” ACC supports DTSC’s incorporation of consumer
acceptance as part of the overall feasibility of a potential alternative.

6. The bulk chemical exemption should be restored.

The goal of the California Green Chemistry Initiative is to provide better, safer options to
California consumers, in terms of the products they use on a daily basis. The focus of the “Safer
Consumer Product Regulation” is the “Chemical(s) of Concern” in a particular “Priority
Product.” Therefore, ACC is unclear why DTSC has included bulk chemicals within the scope
of a “consumer product.” Federal agencies and federal statutes regulate chemicals and materials;
and federal statutes and agencies, such as the Occupational Safety and Health Administration
(OSHA) regulate the manufacturing workplace, as well as the Division of Occupational Safety
and Health (Cal/OSHA), within California. Furthermore, the Department of Transportation and
Department of Homeland Security also regulate the movement and transport of chemical
goods.”® ACC recommends that the exemption be restored.

%8 See attached list of federal statutes that currently regulate chemicals in U.S. commerce.
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7. DTSC should clarify certain information submission and retention requirements.

The purpose of 869501.3(d) is unclear, and DTSC should clarify its intention. The provision
states:

A person who is subject to a requirement to obtain or prepare information, but
who is not required to submit the information to the Department or has not yet
been requested to submit information to the Department, shall retain the
information for a period of three (3) years following the date the person was
required to obtain or prepare the information.

A literal reading of the provision would require persons not subject to the regulation (those not
required to submit information) to retain information for up to three years. All required
information will be submitted to DTSC in some format. ACC requests that DTSC provide an
example of the type of information referenced in the provision and the type of person expected to
be affected.

Similarly, Section 69501.4(a)(1-4) also fails to make clear who may be responsible for
information submissions in the future. In addition, 869501.4(d) does not make clear what
information DTSC would consider “helpful” to the Department. ACC suggests using the term
“reliable information” in this instance.

8. Additional clarity on the standard for demonstrating an inability to respond should be
provided.

The last provision of 869501.5(c) describes the process by which the responsible entity, chemical
manufacturer or importer may find itself on the Response Status List. The responsible party in
this case must demonstrate to DTSC’s “satisfaction that it does not have and is unable to produce
the requested information” or, DTSC may post the responsible party’s identifying information on
DTSC’s web site. However, it is unclear how a responsible entity, chemical manufacturer or
importer may demonstrate to the Department’s satisfaction that it is not able to produce the
requested information. For example, DTSC might better articulate the objective standard of
proof for such demonstrations.

9. DTSC should address its intention to respond to public comments.

Transparency in DTSC’s processes is crucial, and therefore, DTSC should clarify the role of the
Department in responding to public comments. See, e.g., 869502.3(d). The success of DTSC’s
regulation depends in large part on the degree to which the compliance and decision making
processes are transparent. It is good practice to require DTSC to respond to any and all
substantive public comments, but the proposal lacks this basic process protection. For example,
the COC listing process allows DTSC the discretion to respond to “some or all” public
comments received on revisions to the list. Regulated entities materially affected by DTSC’s
decisions, and the public, should be able to understand the basis for the decisions, and DTSC’s
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reasoning in accepting or rejecting particular recommendations, data, and/or information. ACC
strongly recommends that DTSC’s default approach be to respond to all public comments.

10. DTSC’s requirement to apply for an exemption from the response requirement places
a significant burden on the regulated community, and appears inconsistent with the statute.

Section 69506.11 is intended to implement the provision in §25257.1 of the statute. Subdivision
(b) of the statute provides that, “This article does not authorize the Department to supersede the
regulatory authority of any other department or agency.” Subdivision (c) provides requires the
Department to reform from duplicating or adopting conflicting regulations for product categories
already regulated or subject to pending regulation.

Section 69506.11 of the regulation puts the burden on the responsible entity to apply to the
Department for an exemption. The exemptions are to be based on a conflict of one or more
requirements of another California or federal regulatory program. The second basis for an
exemption is that the proposed regulatory response “substantially duplicates” one or more
requirements of another California or federal regulatory program, “without conferring additional
public health or environmental protection benefits.” ACC requests that the Department clarify
this section based on the following three points:

e Nothing in the statute imposes the burden on the responsible entity to apply for an
exemption. The Legislature imposed the responsibility on the DTSC to implement
that provision. It does not contemplate imposing the burden on responsible entities.

e With respect to paragraph (6)(B) of subdivision (a), limiting the exemption of
substantially duplicating one or more requirements of another regulatory program to
circumstances where the proposed regulatory response does not confer additional
public health or environmental protection benefits. This provision exceeds the
Department’s authority. Nothing in the section contemplates that DTSC or the
Department may duplicate other regulatory programs solely on the Department’s
contention that greater public health or environmental protection will result.

e The Department has ignored the fact that subdivision (b) of §25257.1 prohibits the
Department from superseding the regulatory authority of any other department or
agency. By imposing a program, even if it provides additional public health or
environmental protection, may well supersede the other agency’s regulatory program.

D. Consistency (Government Code 8§11349(d))

As noted in earlier sections, elements of the proposed regulation appear to be inconsistent with
the Uniform Trade Secrets and Public Records Act, certain CalOSHA worker safety
requirements, and certain federal OSHA and international standards. ACC strongly recommends
that DTSC ensure that these inconsistencies are resolved in the final regulation.

E. Nonduplication (Government Code §11349(d))

Two areas of the proposed regulation appear to duplicate other regulatory programs. Section
69501 does not exempt food contact materials from the scope of the regulation, and thus
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duplicates the Federal Food, Drug and Cosmetic Act (FFDCA). The federal Food and Drug
Administration regulates food contact materials through a comprehensive, science-based
regulatory framework. Any DTSC regulation of food contacts materials would necessarily be
duplicative of the federal regulatory effort. At a minimum, it is not clear what additional level of
health or environmental protection California would confer to food contact materials beyond the
extensive and costly federal governmental reviews conducted by highly trained scientific staff
with years of experience.

Similarly, the proposed addition of “workers” as a potentially sensitive subpopulation appears to
duplicate the existing authority of Cal/OSHA to protect workers from unreasonable exposures to
chemicals. California State Plan, 819 OSHA (1970), approved May 1, 1973, and certified
August 19, 1977. Per the agreement between the State of California and OSHA, the state plan
“applies to all public and private sector places of employment in the state, with the exception of
Federal employees, the United States Postal Service, private sector employers of Native
American lands, maritime activities on the navigable waterways of the US, private contractors
working on land designated as exclusive Federal jurisdiction, and employers that require Federal
security clearances.” See also, 29 CFR 1952.172. At a minimum, DTSC should explain how the
inclusion of workers as a potentially sensitive subpopulation does not duplicate CalOSHA’s
authority.
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Federal Statutes Regulating Chemicals

Abbreviation | Statute Brief Summary
1. TSCA Toxic Substances Control Act e Requires premanufacture notification for all new chemicals not on
15 U.S.C. 88 2601 — 2695d the TSCA Inventory; authorizes Environmental Protection

Agency (EPA) to restrict new chemicals of concern

e Authorizes EPA to require periodic reporting of information
about chemicals, including manufacturing and use data and
health and safety studies

e Requires reporting of information that reasonably supports the
conclusion of substantial risk

e Authorizes EPA to require data submission (akin to
premanufacture notice) before companies engage in “significant
new uses” of chemicals

e Authorizes EPA to issue test rules, and reporting rules for
chemicals it finds may pose an unreasonable risk; chemicals may
also be tested by industry through voluntary programs under
TSCA

e Authorizes EPA to require testing to meet good laboratory
practice standards and validated protocols

e Authorizes EPA to ban or restrict chemicals that pose an
unreasonable risk to human health or the environment

¢ Requires certification of TSCA compliance for all imported
chemicals

e Requires notification to EPA of export of chemicals that have
been restricted in the United States

e Supports EPA initiatives to prioritize and review chemicals and
take regulatory actions to restrict chemicals where EPA deems

necessary
2. FIFRA Federal Insecticide, Fungicide, and e Requires all pesticide products and their active ingredients,
Rodenticide Act including antimicrobials and certain kinds of preservatives, to be
7 U.S.C. 88 136 — 136y registered prior to sale

e Registration requires data showing that the pesticide is effective and
does not pose an unreasonable risk to man or the environment;
burden of proof is on pesticide manufacturer
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Abbreviation | Statute

3. FFDCA

4.FQPA

5.CAA

Federal Food, Drug, and Cosmetic Act
21 U.S.C. §§ 301 —399d

Food Quality Protection Act
110 Stat. 1489, amending FIFRA and FFDCA

Clean Air Act
42 U.S.C. 8§ 7401 - 7671q

Brief Summary

Authorizes EPA to require testing to meet good laboratory

practice standards and validated protocols

Requires registration of producing establishments

Requires annual production reporting

Requires reporting of adverse effects information

Requires certification of FIFRA compliance for imported pesticides
Requires detailed package labeling

Requires notification of export of unregistered pesticides

Prohibits the sale of any food, drug, medical device, or cosmetic
that is adulterated or misbranded

Requires premarket approval of food additives, color additives, new
dietary ingredients, drugs, and medical devices, including their
components, based on a showing that they are safe

Requires producers of food additives that are not “generally
recognized as safe” to demonstrate to a reasonable certainty that no
harm will result from the intended use of their additives

Broadly defines “food additive” to include small transfers from
food packaging materials

Requires EPA to set tolerances, or maximum safe residue limits, for
pesticide residues on foods

Expands EPA authority over food contact substances, e.g.
antimicrobials in or on food packaging

Includes special protections for infants and children

Requires EPA to expedite approval of reduced risk pesticides

Sets mandatory performance levels for reducing emissions of toxic
air pollutants from various categories of industrial facilities
Requires plans for the prevention of emergency releases to air of
highly toxic chemicals

Requires air pollution sources to meet emission limits and obtain
permits from EPA or states

Requires reporting and recordkeeping under the permits

Requires phasing out of production and use of ozone-destroying
chemicals and encourages the development of “ozone-friendly”
substitutes



Abbreviation

6. FWPCA /
CWA

7. SDWA

8.RCRA/
SWDA

9. CERCLA /
Superfund

10. EPCRA

Statute

Federal Water Pollution Control Act (Clean
Water Act)
33 U.S.C. 88 1251 — 1387

Safe Drinking Water Act
42 U.S.C. 88 300f — 300j-26

Resource Conservation and Recovery Act,
amending the Solid Waste Disposal Act
42 U.S.C. 8§88 6901 — 6992k

Comprehensive Environmental Responsibility,
Compensation, and Liability Act
42 U.S.C. 8§ 9601 — 9675

Emergency Planning and Community Right-
to-Know Act
42 U.S.C. 88 11004 — 11050

Brief Summary

Controls chemical discharges of pollutants to waters through the
National Pollutant Discharge Elimination System (NPDES) permit
program

Imposes both technology-based standards and effluent guidelines
Operates pretreatment program for industrial facilities that
discharge chemicals in waste water into municipal sewer systems
Requires EPA to set national health-based standards for chemicals
and other contaminants in drinking water

Requires public water systems to test for contaminants and meet
drinking water standards; operators must be certified

Gives EPA “cradle-to-grave” authority to control hazardous waste
Requires hazardous waste identification and tracking

Establishes extensive permitting and operating requirements for
hazardous waste generators, transporters, treatment facilities,
storage facilities, and disposal facilities

Requires corrective action to clean up releases of hazardous wastes
or hazardous waste constituents at RCRA-regulated sites

Provides framework for management of non-hazardous solid waste
Establishes processes and standards for clean-up of hazardous
waste sites and removal and remediation of contaminants

Imposes strict liability for clean-up for potentially responsible
parties, including prior owners/operators, entities that arranged for
waste disposal, and others, thereby ensuring that care is taken
against chemical releases going forward to avoid this liability
Establishes National Oil and Hazardous Substance Pollution
Contingency Plan (NCP)

Created the Agency for Toxic Substances and Disease Registry
(ATSDR) within CDC Public Health Service, and other offices
Requires companies to submit detailed annual reports on releases
and transfers of certain toxic chemicals (Toxic Release Inventory or
TRI reporting); makes reported data publicly available

Requires every community in the United States to be part of a
comprehensive emergency response plan; facilities must participate
in the planning process



Abbreviation | Statute

11.PPA/ Pollution Prevention Act
P2 Act 42 U.S.C. 88 13101 — 13109

12. OSH Act | Occupational Safety and Health Act
29 U.S.C. 88651 - 678

13. HMTA Hazardous Materials Transportation Act
49 U.S.C. 88 5101 — 5127

Brief Summary

Requires companies to maintain material safety data sheets
(MSDSs) for hazardous chemicals and to submit the MSDSs or lists
of chemicals, and annual inventory of these chemicals, to state and
local emergency planning entities and the local fire department
(Tier 1 or Tier Il reporting)

Requires immediate notification of accidental chemical releases to
state and local emergency planning entities

Requires notification of the presence of high quantities of listed
“extremely hazardous substances” to state and local entities
Requires companies to file an annual toxic chemical source
reduction and recycling report along with TRI report

Requires EPA to consider the effects of its regulations on reduction
of pollution production at the source and to coordinate with other
agencies to promote source reduction

Creates a Source Reduction Clearinghouse to foster information
exchange on source reduction techniques and technical assistance
for businesses

Provides grants to states for source reduction programs
Establishes wide-ranging hazard communication program
Requires manufacturers and importers of hazardous materials to
conduct hazard evaluations of the products they manufacture or
import

Requires labels and material safety data sheets for hazardous
materials at the workplace and accompanying initial shipments to
new customers

Requires companies to provide personal protective equipment and
training to protect against chemical and other workplace risks
Requires recordkeeping of workplace injuries and illnesses and
reporting of serious incidents

Maintains Occupational Chemical Database with EPA
Established the National Institute of Occupational Safety and
Health (NIOSH) which researches, inter alia, chemical safety
Requires identification of potential hazards (including toxicity,
flammability, corrosivity, etc.) of transported materials and



Abbreviation | Statute

14.CPSA / Consumer Product Safety Act, as amended
CPSIA by the Consumer Product Safety
Improvement Act
15 U.S.C. §§ 2051 — 2089
15. PPPA Poison Packaging Prevention Act
15U.S.C. 88 1471 — 1477
16. FHSA Federal Hazardous Substances Act

15U.5.C. 8§ 1261 - 1278

Brief Summary

products

Requires hazard communication (shipping papers, package marking
and labeling, and vehicle placarding) for various classes of
hazardous materials including listed materials, hazardous wastes,
and marine pollutants

Specifies packaging safety requirements

Specifies operational and training requirements for transportation of
chemicals and hazardous materials by various modes (air, water,
road, rail, pipeline)

Administered by Department of Transportation’s Pipeline and
Hazardous Materials Safety Administration

Establishes independent Consumer Product Safety Commission
Governs manufacturers (including importers), distributors, and
retailers

Sets preference for consensus voluntary private sector standards
(e.g. ANSI, ASTM) but authorizes CPSC to impose mandatory
standards for product safety

Restricts lead paint and phthalates in children’s products or child
care articles

Requires labeling, tracking, third party testing and certification for
children’s products

Requires general conformity certification with each shipment
Requires reporting of product defects or non-compliance with
mandatory standards

Enforced by retail, import, and internet surveillance

Requires CPSC to establish standards for special packaging of any
household chemical, including fuels, cosmetics, and other
substances customarily stored by households, in order to protect
children from hazards

Makes alternative labeling option available where child-protective
packaging would make the household substance unavailable to
elderly or disabled persons

Requires container labeling for hazardous household products to
help consumers safely store and use those products and to give



Abbreviation

17. FPLA

18. CSA

19. CFATS

20.CWC

Statute

Fair Packaging and Labeling Act
15 U.S.C. §§ 1451 — 1461

Controlled Substances Act
21 U.S.C. 88801971

Department of Homeland Security
Appropriations Act
6 U.S.C. § 121 note

Chemical Weapons Convention
Implementation Act
22 U.S.C. 886701 -6771

Brief Summary

information on first aid

Authorizes the CPSC to ban certain products that are so dangerous
or the nature of the hazard is such that labeling is not adequate to
protect consumers

Requires each package of household consumer commodities to bear
a label on which there is information necessary to prevent consumer
deception

Administered by the Federal Trade Commission and FDA

Restricts the manufacture, import, export, distribution, and use of
chemicals which are narcotics or can be used to make narcotics
Administered by the Drug Enforcement Administration in the
Department of Justice and by FDA

Authorizes the Department of Homeland Security (DHS) to
establish risk-based Chemical Facility Anti-Terrorism Standards for
the security of chemical facilities

DHS assigns facilities to one of four risk tiers; different assessment
and planning obligations are imposed for the different tiers
Authorizes reporting of information about chemicals that may be
used to make chemical weapons

Authorizes international inspection of facilities where chemicals
that may be used to make chemical weapons are present
Administered by the Department of Commerce’s Export
Administration and by the Department of State
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Attachment: Estimated Industry Costs

This analysis provides an explanation of the assumptions and estimates used to develop potential
industry costs associated with the proposed Safer Consumer Product (SCP) regulations under
Title 22 of the California Code of Regulations (CCR 22).

The purpose of this analysis is to present estimates of the direct costs to an entity for the initial
preparation of an Alternatives Assessment (AA). Any industry costs that might be incurred for
preparing and submitting notifications, petitions, requests, comments, and any additional
information or documents requested by the Department are not considered herein.! In summary,
the completion of one AA will generally range from approximately $1,958 to $15,130. During
the first round of Priority Products—i.e., in the first year—it is assumed that small and medium
enterprises (SMEs) will prepare one to two AAs and large enterprises will prepare two to three
AAs under CCR 22. Therefore, the total cost range to prepare AAs for SMEs and large
enterprises is estimated to be approximately $1,958 to $30,261 and $3,916 to $45,391,
respectively.

Industry Costs per Alternative Assessment

As shown in Table 1, three employee categories of labor (clerical, technical, and managerial)
were used in this cost analysis. Rates and hours were assigned based on the estimated costs to
prepare and submit a Premanufacture Notice (PMN) Form to U.S. EPA Office of Toxic
Substances as part of the implementation of Section 5 of the Toxic Substances Control Act
(TSCA).

Table 1. Estimated Industry Labor Costs per Alternative Assessment (AA)

Clerical Technical Managerial Total
Hours" 8 -40 27 - 67 8 -37 43 - 344
Cost per Hour™* $17 $42 $85 -
Total Cost $136 - 678 $1,144 - 11,316 $678 - 3,136 $1,958 - 15,130

& Assumed the hours to prepare and submit PMN form would be comparable to the hours to prepare and submit an
AA.

> Costs include direct salaries and benefits, but do not include corporate overhead.

¢ A specific inflation rate was calculated to account for the price increase from the 1979 Arthur D. Little, Inc.
estimates.

Sources: Estimated Costs of Preparation and Submission of Reproposed PMN Form (Arthur D. Little, Inc. 1979)
and Price Indexes for Gross Domestic Product (U.S. Department of Commerce 2012a)

For each alternative chemical being considered, responsible entities are also required to evaluate
the toxicological and environmental endpoints to identify any potential adverse public health
and/or environmental impacts. The generation of this data for a single chemical could be costly
for responsible entities. A basic set of test data can cost approximately $200,000 per chemical

! Costs associated with providing the Department with any of the following have not been included in the industry
cost burdens estimated in this report and could pose additional costs for responsible entities: Priority Product
Notifications; Priority Product Removal Notifications; Priority Product Replacement Notifications; Priority Product
Cease Ordering Notifications; Alternatives Analysis Threshold Exemption Notifications; Chemical of Concern
Removal Notifications; Trade Secrets; Petitions; and any other subsequent information requested by the Department.
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(U.S. EPA 1997). Table 2 below summarizes other potential testing costs that might be
associated with evaluating alternative chemicals.’

Table 2. Potential Toxicological Test Costs for Alternative Chemicals

Test Type Associated Costs
Carcinogenicity $1.1 million (for a mouse study) to ~$5 million
Reproductive Toxicity $700,000 to $1,000,000
Developmental Toxicity $250,000 to $300,000
Neurotoxicity $700,000 to $1,000,000
Immunotoxicity ~$86,000

Endocrine Screening $400,000 to $1 million
Respiratory Toxicity $82,000

Acute Oral Toxicity $4,000 to $32,000
Acute Inhalation Toxicity w/ Histopathology | $25,000

90-day Subchronic Oral Toxicity $150,000 to $200,000
2-year Chronic Oral Toxicity $750,000 to $1 million
Mutagenicity Screen $4,000 to $6,000

Industry Costs per Entity

Alternatives Assessments must be submitted by “responsible entities,” which are defined under
the proposed SCP regulations to include manufacturers, importers, distributors, retailers or any
other entity that has a contract with an importer, distributor, or retailer. Assumptions about the
number of entities were based on available data on the number of firms by employment sizes for
the United States, as well as ICF estimates.

Of particular concern are the financial impacts that the proposed SCP regulations might have on
SMEs, which make up approximately 98% of the affected firms. A universally accepted
definition of an SME does not exist within the U.S. government (USITC 2010). However,
according to Article 11 § 69311 of the DTSC September 2010 draft SCP proposed regulations, a
small business has 25 or less employees.® Using the number of employees as basic classification
criteria, the U.S. Small Business Administration (SBA) defines a SME to be a firm with less than
500 employees. For the purposes of this analysis, it is assumed that small enterprises have less
than 20 employees, medium enterprises have between 20 and 500 employees, and large
enterprises have more than 500 employees.

As shown in Table 3, small and medium enterprises are assumed to be responsible for a range of
1 to 2 chemicals of concern and therefore responsible for preparing and submitting 1 to 2 AAs.
Moreover, large enterprises are assumed to be responsible for a range of 2 to 3 chemicals of
concern and therefore 2 to 3 AAs. In total, it is estimated that the identified entities will need to

2 For further detail on estimated costs for toxicological tests, refer to Appendix B of the report, “Potential Costs to
the State of California Associated with Implementing the Proposed Safer Consumer Product Regulations under CCR
22

¥ Article 11 § 69311 has since been deleted from the text of proposed regulations.




prepare between 1 and 3 AAs under CCR 22, costing approximately between $1,958 and
$45,391.

Table 3. Estimated Industry Labor Costs by Entity Size

No. of AAs Cost

Small Enterprises

Assuming 1 chemical per entity 1 $1,958 — $15,130

Medium Enterprises

Assuming 1 to 2 chemicals per entity 1-2 $1,958 — $30,261
SMESs Subtotal 1-2 $1,958 — $30,261
Large Enterprises

Assuming 2 to 3 chemicals per entity 2-3 $3,916 — $45,391
All Enterprises 1-3 $1,958 — $45,391

Sources: Estimated Costs of Preparation and Submission of Reproposed PMN Form (Arthur D. Little, Inc. 1979);
Price Indexes for Gross Domestic Product (U.S. Department of Commerce 2012a); and ICF estimates

Responsible Entities

As shown in Figure 1, approximately 3% of firms in the manufacturing sector are estimated to be
responsible entities under CCR 22. These firms include 6,182 small enterprises, 1,390 medium
enterprises, and 202 large enterprises. Figure 2 shows that approximately 13% of firms in the
wholesale trade sector are estimated to be responsible entities under CCR 22.* These firms
include 33,284 small enterprises, 6,168 medium enterprises, and 807 large enterprises.

Figure 1. Responsible Entities in the Manufacturing Sector

Responsible

ntities, 7,774 Small Firms

6,182

Large Firms
202

& Assumed the CCR 22 would impact the following industries by NAICS code: 339932,

* According to the U.S. Department of Commerce, the Wholesale Trade sector is comprised of establishments
engaged in wholesaling merchandise, generally without transformation, and rendering services incidental to the sale
of merchandise. The merchandise described in this sector includes the outputs of agriculture, mining, manufacturing,
and certain information industries, such as publishing (2012b).



31522, 31523, 315291, 325612, 325611, 325510, 325620, 337122, and 337122.
Sources: U.S. Department of Commerce 2009 County Business Patterns (U.S. Department
of Commerce 2009) and ICF estimates

Figure 2. Responsible Entities in the Wholesale Trade Sector

Medium Firms,

6,168
R?s.ponsible y Large
Entities, 40,259 S-ma Firms,
Firms, 807

33,284

& Assumed the CCR 22 would impact the following industries by NAICS code: 423990,
424210, 42432, 424490, 4246, and 4248.

Sources: U.S. Department of Commerce 2009 County Business Patterns (U.S. Department
of Commerce 2009) and ICF estimates
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Executive Summary

The following summary presents the estimated costs that would be incurred by the California
Department of Toxic Substances Control (DTSC) to implement the revised draft Safer Consumer
Product (SCP) regulations as published May 2012.! These regulations require DTSC to identify
chemicals in consumer products based on potential health and environmental impacts, and to establish
the regulatory responses that DTSC can take to limit exposure or reduce the level of hazard posed by
these chemicals in consumer products. The following broad conclusions can be drawn from this cost
analysis:

e Annual DTSC implementation costs are estimated to range from about $9 to $27.2 million
in the first six years, depending on the assumed scope of the SCP program. These costs
could be even higher if more chemicals in products are reviewed by DTSC, if more industry
consortia or responsible entities submit Alternatives Assessment reports for review by DTSC, or
if additional regulatory actions are pursued.

e Over time, annual costs for the program are expected to increase as the cumulative number
of priority chemicals and products regulated by DTSC grows. DTSC’s SCP program will be
an ongoing effort to continually assess and regulate additional priority chemicals and products.
Thus, as the total number of regulated chemicals and products grows, it is likely that the
cumulative burden on DTSC will also trend upward over time.

The draft regulation does not specify the process and procedures that DTSC will follow to pare down the
universe of chemicals into those that will be the focus of the regulatory process. In order to estimate the
cost to DTSC of implementing the program, ICF has assumed that DTSC will take a number of steps to
identify chemicals of concern. First we have assumed an initial “universe” of 3000 chemicals of
potential interest to the DTSC. From this number we assumed that approximately 10% would be
classified as chemicals of concern and that the levels of interest for this set of chemicals would be found
in approximately 150 products. As noted in the draft regulation, DTSC anticipates that as many as 5
products could be considered as Priority Products in the first year of the program. ICF has assumed that
once the program is fully active, an additional 6 products per year could be classified as priority across
the next five years of the program. Thus, we have assumed that DTSC will need to review and assess 35
products during the first six years of the program. In addition we have assumed that the regulation will
result in the formations of 100 industry consortia to generate Alternative Assessment reports and that
50% of the products identified as priority products will ultimately require regulatory determinations
and/or actions by DTSC. These assumptions are presented in Table E-1.

The estimated costs to DTSC of implementing the proposed SCP regulations are shown in two ways
below. Table E-2 shows DTSC costs by Article of the proposed regulation, along with additional costs
that would be required to maintain the program on an ongoing basis. Table E-3 presents annual DTSC
implementation costs for Year 1 through Year 6.

! Accessed October 25, 2010 at: http://www.dtsc.ca.gov/LawsRegsPolicies/upload/SCPA-Regs APA-format-9-07-10-rev-9-
12.pdf
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Table E-1: ICF Assumptions for Implementing the May 2012 Program

Chemical and Product Assumptions Program
Number of chemicals on “Initial Chemicals of Concern List” 3,000
Number of Priority Chemicals 300
Number of product categories listed as “under consideration” 150
Number of Priority Products identified in the first 6 years of Program 35
Alternatives Assessment and Regulatory Response Assumptions
Number of consortia submitting AA reports 100
Percentage of priority products requiring regulatory determinations/actions 50%
Table E-2: Summary of DTSC Implementation Costs by Article
Program
Costs by Article
Article 2: Chemical of Concern Prioritization Process $25,190,000
Article 3: Product Prioritization Process $9,350,000
Article 4: Petition Process $15,000,000
Article 5: Alternatives Assessments $15,320,000
Article 6: Regulatory Responses $2,550,000
Article 9: Audits $360,000
Article 10: Confidentiality of Information $1,440,000
Additional program costs
General program administration $4,860,000
Data management system development and hardware/software $1,700,000
Data system upkeep and management $2,400,000
Table E-3: Total Annual Costs across the first six years of the Program
Year 1 Year 2 Year 3 Year 4 Year 5 Year 6
Program $19,170,000 | $14,581,667 | $9,056,667 | $27,236,667 | $14,641,667 | $9,966,667

As shown, annual costs are estimated to range from about $9 to $27.2 million under this Program. Thus,
at the upper end of the range, DTSC’s own estimate of annual program costs of approximately $10 to
$13 million? is a little below the cost estimates made for the newest draft regulations in this assessment,
although the scope of the program DTSC estimates implementing for that cost is not known. In
addition, program costs are expected to increase over time as the number of priority chemicals and
products cumulates.

% See DTSC’s 45-day notice issued for the SCPA regulations, Department reference number R-2010-05.
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1. Introduction

In December 2010, ICF International prepared and published an analysis of the fiscal implications that
might be associated with the implementation of the Safer Consumer Product (SCP) regulations under
Title 22 of the California Code of Regulations (CCR 22) titled Potential Costs to the State of California
Associated with Implementing the Proposed Safer Consumer Product Alternatives Regulations under
CCR 22.% In (October 2011 and in) May 2012, some of the proposed requirements of the Safer
Consumer Product (SCP) regulations were updated by the State of California. This paper considers these
changes and represents a revision of the prior fiscal implications analysis.

The California Department of Toxic Substances Control (DTSC) is proposing the SCP regulation in
order to (a) identify and prioritize chemicals or chemical ingredients in consumer products that may be
considered of concern; (b) evaluate chemicals of concern in consumer products, and their potential
alternatives, to determine how best to limit exposure or reduce the level of hazard posed by priority
chemicals; and (c) establish the regulatory responses that DTSC may take.

Under these regulations, DTSC would identify chemicals of concern and prioritize those chemicals
based on their potential health and environmental impacts. A list of priority products containing
chemicals of concern would be created as well. Product prioritization based on analyses of adverse
impacts on public health and the environment would also consider implications from a life cycle
perspective. Manufacturers of priority products would conduct alternative assessments to determine
whether “safer”, feasible alternatives could be placed on the market. DTSC’s major responsibilities
would include:

e ldentifying a list of Chemicals of Concern (Article 2);

e Identifying a list of Priority Products (Article 3);

e Sharing information about Priority Chemicals and Products with manufacturers and consumers
(Articles 2 and 3);

e Receiving and reviewing petitions for new Chemicals of Concern and/or Products (Article 4);

Preparing and distributing guidance to manufacturers (in-state and out-of-state) to assist

certified assessors performing Alternatives Assessments (Article 5);

Reviewing Alternatives Assessments and determining regulatory responses (Articles 5 and 6);

Reviewing documentation required as a result of regulatory response determinations (Article 6);

Conducting audits of Alternative Assessments (Article 9);

Reviewing and processing claims of confidentiality and trade secrets (Article 10); and

Conducting general program administration.

3 Accessed October 25, 2010 at: http://www.dtsc.ca.gov/LawsRegsPolicies/upload/SCPA-Regs APA-format-9-07-10-rev-9-
12.pdf
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1.1. Key Features of the of May 2012 Draft Regulations

The following provides a summary of the key features of the Revised Informal Draft 2012 regulations:
e Much larger Chemicals of Concern list - The Chemicals of Concern list would consist of 3,000

Chemicals upon adoption of regulations.

Significant Acceleration of Program —

o The Chemicals of Concern list would take effect immediately instead of over 12 months
as initially proposed.

o Priority Products would be identified 6 months after the regulations take effect.

o Once a product is listed on the Priority Product List, the product manufacturer has about
2 months to respond to DTSC whether it manufactures such a product or the product does
not exceed threshold levels.

e Broader Scope — unlike earlier proposals, the regulations no longer limit Priority Products to
children’s products, personal care products, and household cleaning products, although the Draft
Regulations may prioritize listing based on these principles.”

e Smaller Initial Priority List — DTSC states in the May revision that initially—i.e., in the first
year—it will identify no more than five Priority Products, although others can be added over
time.

e Not “required” to submit CBI — The DTSC might still request confidential business information
regarding certain chemical and product information, but the responsible entities would not be
“required” to disclose it at the onset for the product prioritization process.

e Streamlined Alternatives Assessment — Requirements to fill-in information gaps before an
Alternatives Assessment is finalized have been eliminated. Deadlines are clearly defined for the
completion of preliminary and final Alternative Assessment reports.

e Exemptions - The new default alternative analysis threshold is 0.01% for Chemicals of Concern
exhibiting nine specific hazard traits and stays the same (0.1%) for all other chemicals of
concern.

e Preventing Disclosure of CBI - The current May 2012 Draft regulations still require the
manufacturer or other responsible party to obtain an interim notice to prevent disclosure of a
claimed trade secret if no decision is reached within a 30-day period.

4

This report estimates the costs to state government for establishing and implementing this new toxic
substances control program, and also identifies some opportunities for mitigating these costs.
Specifically, the fiscal burden associated with DTSC’s major responsibilities under Articles 2-6, 9 and
10 are estimated in this report; any state costs that might be incurred for implementation of Article 7
(Dispute Resolution) and Article 8 (Accreditation and Qualification Requirements for Performance of
Alternatives Assessments) are not considered herein.® Because the current proposed regulations are still
somewhat vague with regard to the scope of implementation, as noted throughout this analysis, a
number of assumptions were required to evaluate the burdens on government. The remainder of this

“ DTSC. (2011). Safer Consumer Products --- Informal Draft Regulations: Significant Changes. Department of Toxic
Substances Control. October 31, 2011. Available online: <http://dtsc.ca.gov/upload/SCPRegulationsinformal-
DraftSignificantChanges.pdf>

> Note that the September 7, 2010 draft on which the initial (December 2010) ICF analysis was based had a broader scope
similar to the current 2012 version. The November 2010 draft of the regulations narrowed the scope but the December 2010
ICF analysis did not consider this narrowing of scope in its cost analysis.

® In addition, other costs, such as enforcement costs, unintended costs (e.g., litigation costs), and the potential cost to the State
of California if the price of priority products purchased by the state increases as a result of the regulations, have not been
included in the government cost burdens estimated in this report and could pose an additional cost for the State of California.
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paper discusses the cost implications of the May 2012 draft regulation requirements for DTSC, and is
organized as follows:

e Section 2 presents costs associated with implementation of Articles 2 and 3 (development of
chemical and product lists);

e Section 3 addresses costs associated with implementation of Articles 5 and 6 (alternative
assessments and regulatory responses);

e Section 4 estimates costs associated with implementation of Articles 4, 9, and 10 (petitions,
audits, and confidentiality); and

e Section 5 presents a summary of costs estimated herein.

2. Chemical of Concern and Priority Product Lists (Articles 2 and 3)

Because the draft regulations do not specify how many chemicals and products DTSC will review or
include on its “Priority” lists, broad assumptions are required regarding the scope of the program in
order to conduct a cost analysis. Thus, for the purposes of this scoping analysis, assumptions were made
as to how many chemicals and products will be initially reviewed and identified as “priority.” These
assumptions affect the projected cost for DTSC in implementing these Articles of the SCP regulations,
and thus, to the extent that the program scope is different than what is assumed herein, so too will the
cost be different.

ICF’s scoping assumptions are provided in Section 2.1, followed by cost estimates in Section 2.2.

2.1. Scoping Assumptions

Assumptions about the number of chemicals and products addressed in the implementation of the SCP
regulation were based on research into related programs in California and at the federal level, as well as
available data on the number of consumer products in the United States.

Table 1 shows assumptions regarding the scope of the SCP regulations for the current program scope.

For the development of the initial chemical lists, ICF assumed that about 3,000 chemicals would be
initially reviewed for listing.” Of those chemicals under consideration, approximately ten percent were
assumed to be selected as “priority chemicals.” This calculation was based on existing lists of very high
concern chemicals,® as well as a general assumption about the overall risk profiles of the chemicals
under consideration.

For the development of the initial product lists, ICF assumed that a total of 300 consumer product
categories would be initially reviewed for listing. This number is based on a review of the U.S. Census
Bureau’s North American Product Classification System (NAPCS) product lists which was used to
identify those product categories with consumer applications.” From those product categories, around

" Safer Consumer Products — Informal Draft Regulations. Significant Changes, Available online:
http://dtsc.ca.gov/upload/SCPRegulationsinformal-DraftSignificantChanges.pdf . Last accessed June 4, 2012.

8 Examples include the candidate list of Substances of Very High Concern from the European Chemicals Agency (ECHA)
(http://echa.europa.eu/chem_data/authorisation_process/candidate_list_en.asp).

® Products were identified by their corresponding codes under the North American Industrial Classification System (NAICS)
at the six-digit level. As explained by the U.S. Census Bureau: “NAICS is a two- through six-digit hierarchical classification
system, offering five levels of detail. Each digit in the code is part of a series of progressively narrower categories, and the
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150 products were assumed to be listed as “products under consideration,” and then 35 products were
assumed to be selected as “priority.”

Table 1. Assumptions Regarding the Scope of the SCPA Regulations

Chemical and Product Assumptions Program
Number of chemicals on “Initial Chemicals of Concern List” 3,000
Number of Priority Chemicals 30
Number of product categories listed as “under consideration” 150
Number of Priority Products identified in the first 6 years of Program 35
Alternatives Assessment and Regulatory Response Assumptions

Number of consortia submitting AA reports 100
Percentage of priority products requiring regulatory determinations/actions 50%

In addition to assumptions about the number of chemicals and products reviewed and listed,
assumptions were also required about the effort required by DTSC staff to develop these lists.

Table 2 presents assumptions regarding the level of effort (shown in hours and full-time equivalents, or
FTEs) on a “per chemical” or “per product” basis. Assumptions were developed based on the past
experience of ICF toxicologists in reviewing chemical and product information. Because of the multiple
components and complex manufacturing and assembly processes of many products today, a substantial
effort is assumed to be required to determine whether a certain product should be listed as priority. For
example, a multidisciplinary team including toxicologists, chemists, engineers, economists, and other
professionals might be required to make such a determination. Further description of the effort to make a
listing determination per product is provided below.

Table 2. Assumptions Regarding the Effort Required to Develop Chemical and Product Lists
\ Hours \ FTE

Initial Chemical List Development
Hours per chemical to review technical material and determine whether to list

as a “Chemical of Concern” 40 0.02
Hours per chemical to review technical material and determine whether to list
as a “priority chemical” 60 0.04

Initial Product List Development
Hours per product to review technical material and determine whether to list

as a “priority product” 200 0.10
Hours per product to review technical material and determine whether to list

as a “priority product” 500 0.24
Both Chemical and Product List Development

Hours per list to solicit and respond to public comments | 1041 | 0.50

more digits in the code signify greater classification detail. The first two digits designate the economic sector, the third digit
designates the subsector, the fourth digit designates the industry group, the fifth digit designates the NAICS industry, and the
sixth digit designates the national industry.” See: http://www.census.gov/eos/wwwi/naics/fags/fags.html#g5
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Figure 1. The Definition of a “Product”

The burden to DTSC of reviewing products for listing as “under consideration” and “priority” may
additionally depend on the level of product the Department decides to review. For example, using a
six-digit NAICS/NAPCS level product definition means that DTSC would have to review multiple
consumer product types to list one six-digit NAICS/NAPCS product.* As an example, the product
category “Toilet Preparation Manufacturing” (NAICS/NAPCS No. 325620) includes:

Shaving preparations

Perfumes, toilet waters, and colognes
Shampoos

Hair and scalp conditioners

Hair creams, pomades, sprays, and rinses

Hair mousse, perms, and coloring preparations
Creams, lotions, and oils

Dentifrices, mouthwashes, gargles, and rinses
Other cosmetics and toilet preparations

2.2. Estimated DTSC Costs

FTE costs associated with the listing of chemicals and products of concern are estimated below. These
program costs are assumed to be experienced between January of the first year and December of the
third year, according to the proposed schedule. This analysis assumes that DTSC will rely primarily on

public information and data submitted by manufacturers to make its listing determinations, and thus, that

DTSC does not incur extramural costs for the generation of toxicity test data, such as tests for acute and

chronic toxicity, developmental/reproductive toxicity, mutagenicity, and ecotoxicity. Such testing can be

costly, as described in Appendix B.

Table 3 below presents the estimated FTE costs associated with DTSC’s implementation of Articles 2

and 3 of the proposed SCPA regulations.




Table 3. Estimates of Program FTEs and Associated Cost for Articles 2 and 3

Program
FTE Cost*

Article 2: Chemical Prioritization Process

Develop initial list of Chemicals of Concern 57.7 | $10,010,000
Solicit and respond to public comments; finalize list of Chemicals of

Concern 05 $90,000
Develop initial list of Priority Chemicals 86.5 | $15,010,000
Solicit and respond to public comments; finalize list of Priority Chemicals 0.5 $90,000
Article 2 Subtotal 145.2 | $25,190,000
Develop initial list of Priority Products 28.8 | $5,000,000
Solicit and respond to public comments; finalize list of Priority Products 0.5 $90,000
Develop initial list of Priority Products 24.0 | $4,170,000
Solicit and respond to public comments; finalize list of Priority Products 0.5 $90,000
Article 3 Subtotal 539 | $9,350,000
INITIAL LIST DEVELOPMENT TOTAL 199.1 | $34,530,000

Totals may not sum due to independent rounding.
* Assumptions regarding the average cost per FTE are described in Appendix A.
1 Article 3 total does not include costs associated with the receipt and review of priority product notification reports.

3. Alternatives Assessments and Regulatory Responses (Articles 5 and 6)

As noted previously, because the draft regulations do not specify how many chemicals and products
DTSC will include on its “Priority” lists beyond the first year, it is not possible to know precisely how
many businesses will be affected. Thus, in order to conduct a cost analysis, broad assumptions are
required regarding the scope of affected businesses. For the purposes of this scoping analysis,
assumptions were made as to how many businesses/consortia will be required to submit notifications,
perform alternative assessments, and be subject to regulatory responses. These assumptions affect the
overall projected cost for the DTSC in implementing the proposed SCP regulations, and thus, to the
extent that the number of affected businesses is different than what is assumed here, so too will the cost
be different.

ICF’s scoping assumptions are provided in Section 3.1, followed by cost estimates in Section 3.2.

3.1. Scoping Assumptions

Assumptions about the number of reports that DTSC would receive and review were based on available
data on the number of consumer products and associated manufacturers in the United States, as well as
ICF estimates. Reports, such as Alternatives Assessments (AAs), must be submitted by “responsible
entities,” which are defined under the proposed SCP regulations to include manufacturers, importers,
distributors, retailers or any other entity that has a contract with an importer, distributor, or retailer.
Although responsible entities up and down the supply chain will be subject to the proposed
requirements, businesses are allowed to meet the requirements through consortia such as trade
associations, partnerships, and other similar arrangements. Thus, for the purposes of this report, it is
assumed that two consortia will submit AAs per priority product, with each AA representing a



compilation of information from affected businesses belonging to those consortia.™

Table 4 shows flow-down assumptions regarding the number of reports received by DTSC under the
May 2012 SCP proposed regulation. In addition to assumptions about the number of AA reports
submitted and the number of regulatory determinations, assumptions were also required about the effort
required by DTSC staff to review these reports and make these determinations.

Table 4. Key Assumptions Regarding the Number of Reports Received and Regulatory Responses
Required by the Proposed SCP Regulation

Program
Alternatives Assessment Assumptions
Number of consortia submitting notifications and AA reports 40
Percentage of manufacturers submitting alternatives analysis threshold exemption
requests 10%
Regulatory Response Assumptions
Percentage of priority products requiring regulatory determinations/actions 50%
Percentage of manufacturers producing priority products subject to regulatory
response requirements 50%

Table 5 presents assumptions regarding the level of effort (in hours and FTES) on a per report or per
regulatory determination basis. Assumptions were developed based on expert input and existing burden
estimates for federal chemical programs with some similar components (EPA’s TSCA Inventory Update
Reporting [IUR]* and Significant New Use Rules [SNURSs] *2). It might be expected that costs will
decrease because of economies of scale and build up of organizational knowledge over time; however,
for this analysis costs are assumed to be constant over the timeframe consider by this report.

191t is likely that many more businesses will be impacted in a myriad of ways by these proposed regulations. For the
purposes of estimating costs to DTSC, however, it was only necessary to determine the number of businesses that might be
submitting reports, notifications, or requests to DTSC, and thus the number of such documents that DTSC must review and
process.

L EPA. (1999). Economic Analysis of Proposed Amendments to the TSCA Section 8 Inventory Update Rule. March 1, 1999.
2 EPA. (2008). Information Collection Request, TSCA Section 5(a)(2) Significant New Use Rules for Existing Chemicals.
EPA ICR No. 1188.08; OMB Control No. 2070-0038.
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Table 5. Key Assumptions Regarding the Level of Effort Required to Review Reports and Make

Regulatory Determinations

\ Hours | FTEs
Alternatives Assessment
Hours to prepare guidance materials to assist persons in performing AAs 1,040 0.50
Hours per report to review AA notification report and Preliminary AA report 20 0.01
Hours per report to review AA Work Plans 20 0.01
Hours per detailed (final) report to review and issue notice of completion or
deficiency 1,000 0.48
Hours per detailed (final) report to review revised report 40 0.02
Hours per detailed (final) report to determine if regulatory response is required 40 0.02
Hours per request t0 review alternatives analysis threshold exemption requests 40 0.02
Regulatory Responses
Hours per product to determine regulatory response* 700 0.34
Hours per report to review additional data requested for evaluation of AA
Reports 20 0.01
Hours per report to review End-of-Life Management reports 20 0.01
Hours per request to review exemption submissions from regulatory response
requirements and issue notice of grant/deny 40 0.02
Hours per report to review notification reports from responsible entities of
applicability and completion of regulatory response 220 0.11
Hours per year to develop and update quarterly a Regulatory Response Report 350 0.17

* This includes requests for any supplemental information, making the appropriate regulatory determination, soliciting and
responding to comments on the proposed regulatory response, and finalization and notice of the final determination.

3.2. Estimated DTSC Costs

This section presents estimated costs to DTSC associated with the receipt and review of AA reports and
related documentation (such as exemption requests), as well as the burden associated with making
regulatory determinations and reviewing related documentation (such as required reports, exemption
requests, comments, status updates and other types of documents).

Several important limitations must be noted. First, these costs are highly variable depending on the
number of alternative assessments received and the number and type of regulatory determinations that
DTSC decides to make. While broad assumptions have been made to this effect, the scope of the
implementation of these Articles is uncertain, and thus costs could be substantially different than what
are estimated here if the extent of implementation is also different.

Second, although there is an estimated time frame from the first notification through the completion of
the AA, uncertainty remains high in terms of the time involved in reviewing and oversight of the
regulatory responses. Thus, the timeframe for incurring these costs is uncertain. Preliminary AA
reports are due 180 days after the priority product is listed or 120 days from when the Work Plans are
due. However, extensions of up to 90 days may be requested and granted under special circumstances.
Based on the proposed regulations, it might reasonably be assumed that preliminary AA Reports largely
will be submitted by 6 months and final AA reports within one to two years (by 18 months and not to
exceed 30 months) following DTSC’s approval of the preliminary report. It is also not known how long
after the submission of the AA Reports regulatory responses will be determined, though the Department
will be required to issue a notice of compliance, disapproval or ongoing review within 60 days after
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submission of the final AA report. Thus, it is difficult to attribute the costs to DTSC of reviewing AA
Reports and making regulatory response determinations to individual years. That said, the finalization
of an initial priority product list—and the assumption that about 35 products will be on it by the end of
the sixth year—has the potential to require a substantial number of AA Reports and associated
regulatory responses in the timeframe of about two years following the publication of the priority
product list.

Table 6 below presents the estimated FTE costs associated with DTSC’s implementation of Articles 5
and 6 of the proposed SCPA regulations. As mentioned above, the majority of these costs are assumed
to be incurred in the two years following the publication of the initial priority product list; costs
estimated below are not annual costs. Program costs by year are estimated in Section 5 of this report.

Table 6. Estimates of Program FTEs and Associated Cost for Articles 5 and 6

Program

FTE Cost*
Article 5: Alternative Assessments
Prepare guidance materials to assist persons in performing AAs 0.5 $90,000
Review AA Work Plans 0.7 $120,000
Review notification and Preliminary AA reports 0.7 $120,000
Review alternative analysis threshold exemption requests 17.6 $3,050,000
Review Final AA reports 68.9 | $11,950,000
Article 5 Subtotal 88.4 | 315,320,000
Article 6: Regulatory Responses
Prepare regulatory response determination 5.9 $1,020,000
Review reports and additional information required by regulatory
determinations 0.2 $40,000
Review exemption requests 0.1 $20,000
Review notification reports on applicability and completion of
regulatory responses 8.4 $1,460,000
Develop annual Regulatory Response Report 0.0 $10,000
Article 6 Subtotal 14.7 $2,550,000
ARTICLE 5 & 6 TOTAL 103.0 | $17,870,000

Totals may not sum due to independent rounding.
* Assumptions regarding the average cost per FTE are described in Appendix A.

4. Petitions, Audits, and Confidentiality (Articles 4, 9, and 10)

This section estimates the annual burden to DTSC associated with petitions, audits, and requests for
confidentiality under the proposed SCP regulations. Article 4 of the SCP regulations allows for any
person to petition DTSC in order to evaluate chemicals or products for inclusion in or removal from the
program, while Article 9 enables DTSC to perform audits on, but is not limited to, AAs, AA Reports,
information related to notifications and implementation of regulatory responses. Article 10 allows any
person to submit information confidentially to DTSC. The assumptions used affect the estimated cost of
the program and thus, the costs of the program will vary depending on the difference in scope from
those assumptions stated below.
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ICF’s scoping assumptions are provided in Section 4.1, followed by cost estimates in Section 4.2.

4.1. Scoping Assumptions

Assumptions were used to determine the number of petitions and audits processed annually, as well as
the number of confidentiality claims that would accompany report submissions. These assumptions were
based upon knowledge of similar processes and expected involvement of the public and manufacturers
regulated under the program. Table 7 lists the assumptions used for this section. Based upon the
resources required to perform an audit and the logistics involved, a small number of audits are expected
to be performed each year by DTSC. ICF also assumed that all reporting parties will choose to divulge
their chemicals under a confidential or trade-secret agreement due to the intellectual property nature of
consumer products. This assumption is consistent with EPA estimates that about 95% of pre-
manufacture notices for new chemicals contain information that is claimed as confidential."® It is also
expected that a significant number of requests for information under the California Public Records Act
(CPRA) will be received, as many as 50 per year, using the number of federal Freedom of Information
Act (FOIA) requests for Region 9 (which includes California) as a guide.**

Table 7. Assumptions about Number of Petitions, Audits, and Confidential Requests

Program
Petition Process
Number of petitions received per year for the 6 years assessed herein 150
Percentage of petitions granted 50%
Audits
Number of reports audited each year 7
Confidentiality of Information
Percentage of affected businesses submitting claims of confidentiality or
trade secrets 100%
Number of requests under CPRA received per year 50

By expanding upon the assumptions about the number of processes expected, assumptions were made
about the level of effort required by DTSC staff to complete these tasks.

Table 8 presents assumptions regarding the level of effort (shown in hours and full-time equivalents, or
FTES) on a per task basis for Articles 4, 9, and 10 of the proposed regulations. Assumptions were
developed based on expert input.

B EPA. (2006). U.S. Government Accountability Office, Testimony before the Committee on Environment and Public
Works, U.S. Senate, Chemical Regulation, Actions Are Needed to Improve the Effectiveness of EPA’s Chemical Review
Program. Statement of John B. Stephenson, Director, Natural Resources and Environment. GA-06-1032T. Available online
at: http://www.gao.gov/new.items/d061032t.pdf

 Nearly 600 FOIA requests were received in 2009 for Region 9, which includes California as well as Arizona, Hawaii,
Nevada, American Samoa, and Guam (http://www.epa.gov/foia/docs/2009report.pdf). Substantially fewer CPRA requests are
assumed be received in California related to this rulemaking.

12



Table 8. Assumptions Regarding the Level of Effort Required for Handling Petition Process,

Audits, and Reviewing of Confidentiality Requests

| Hours | FTE
Petition Process
Hours per petition to prioritize, conduct technical review, request additional
information, and prepare notification 120 0.06
If petition is granted, hours per chemical or product to add and prioritize
chemical and/or product according to Articles 2 and 3 200 0.1
Audits
Hours per audit to audit preliminary and final AA reports and issue notification
of findings 100 0.05
Confidentiality of Information
Hours per claim to review claims of confidentiality 40 0.02
Hours per claim to review claims of trade secret protection 40 0.02
Hours per request to notify submitters of requests under the California Public
Records Act 1 <0.01

4.2. Estimated DTSC Costs

Costs associated with the petition and audit processes, as well as the handling of confidential
information are estimated below. These costs are assumed to be experienced annually for the duration

of the program as it continues and expands in scope to accommodate more chemicals, potentially

increasing in the out-years as the number of priority chemicals and products also increases.

Table 9 below presents the estimated FTE costs associated with DTSC’s implementation of Articles 4,

9, and 10 of the proposed SCPA regulations.

Table 9. Estimates of Program FTEs and Associated Annual Cost for Articles 4,9 and 10

Program

FTE Cost*
Article 4: Petition Process
Review, prioritize, and conduct technical reviews for petitions
received (annually) 7.2 $1,250,000
Add and prioritize chemicals and products to listings subject to
Articles 2 and 3 (annually) 7.2 $1,250,000
Article 4 Subtotal 14.4 $2,500,000
Article 9: Audits
Audit Preliminary and Final AA and issue findings (annually) 0.3 $60,000
Article 10: Confidentiality of Information
Review and respond to claims of confidentiality, trade secret, and
requests under CPRA (annually) 1.4 $240,000

Totals may not sum due to independent rounding.
* Assumptions regarding the average cost per FTE are described in Appendix A.
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5. Summary of DTSC Costs for Implementation of Proposed SCP
Regulations

The proposed SCP regulations include initial activities to get the program up-and-running, and ongoing
activities to support the program’s goals, as described in the sections above. This section summarizes
those costs and organizes them by the years in which they are assumed to be incurred.

This analysis has attempted to estimate the major costs to DTSC associated with implementation of the
proposed SCP regulations. In addition to those costs estimated in previous sections of the report for
each Avrticle of the regulation, other costs will also be incurred related to general program
administration, such as posting documentation on DTSC’s website or evaluating deadline extension
requests, and is assumed to be managed annually by six FTEs. Likewise, the creation of a data
management system is expected to be required to handle the large amount of data and reports that will
be gathered and submitted under these proposed regulations. Appendix C presents the assumptions
related to the cost of developing and maintaining a data management system.

These costs are summarized in Table 10 and Table 11 below. In Table 10, costs are totaled per Article
and additional program cost category; because some costs are one-time while other costs will be
incurred annually, program costs are not summed in this table. In Table 11, costs are distributed
annually over the first six years of the program. For example, the initial chemical listing process
described in Article 2 is assumed to occur in the first and fourth year of the program, and hence those
costs have been divided between year 1 and year 4. Likewise, the review of AA reports and initiation of
associated regulatory responses is expected to take place in the two years following the publication of
the priority product list, and thus those costs are divided among the first two years. Other costs are
experienced annually—such as the petition and auditing processes. Table 11 presents assumptions for
the years in which each cost will be incurred.*®

As shown, annual costs are estimated to range from about $9.3 to $34.4 million under the scope of the
May 2012 Informal Draft Regulation. Thus, at the upper end of the range, DTSC’s estimate of annual
program costs of approximately $10 to $13 million*® is on the lower bound of the cost estimates made in
this assessment, although the scope of the program DTSC estimates implementing for that cost is not
currently known. However, the scope might be revealed if DTSC releases an economic analysis with the
formal release of the draft regulation. In addition, program costs are expected to increase in the out-
years as the number of priority chemicals and products cumulates and decrease slightly because of
efficiencies of scale.

The following broad conclusions are drawn from this cost analysis:

e Annual DTSC implementation costs are estimated to range from about $9 to $27.2 million
in the first six years, depending on the assumed scope of the SCP program. These costs
could be even higher if more chemicals or products are reviewed by DTSC, if more industry
consortia submit AA Reports for review by DTSC, or if additional regulatory actions are
pursued. Conversely these costs would reduce if the scope of the program is narrowed.

!> This assumes that the list of priority products is revised per the minimum stated requirement of at least once every three
years.
16 See DTSC’s 45-day notice issued for the SCPA regulations, Department reference number R-2010-05.
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e Annual costs over time for the program are expected to increase as the cumulative number
of priority chemicals and products regulated by DTSC also grows. DTSC’s SCP program
will be an ongoing effort to continually assess and regulate additional priority chemicals and
products. Thus, DTSC is expected to continue to review and list new chemicals and products,

and thus new AA reports will be generated and new regulatory responses will be pursued. As the

total number of regulated chemicals and products grows, it is likely that the cumulative burden
on DTSC will also trend upward in the out-years beyond the scope of this analysis.

Table 10: Summary of DTSC Implementation Costs by Article

Program

Total FTE Total Cost
FTE costs by Article
Article 2: Chemical Prioritization Process 145.2 $25,190,000
Article 3: Product Prioritization Process 53.9 $9,350,000
Avrticle 4: Petition Process 14.4 $15,000,000
Article 5: Alternatives Assessments 88.4 $15,320,000
Article 6: Regulatory Responses 14.7 $2,550,000
Article 9: Audits 0.3 $360,000
Article 10: Confidentiality of Information 1.4 $1,440,000
Additional program costs
General program administration 6.0 $4,860,000
Data management system development and $1,700,000
hardware/software* --
Data system upkeep and management* -- $2,400,000

* See Appendix C for estimation of data management system costs.
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Table 11: Summary of DTSC Implementation Costs by Year Incurred under this Program

Year 1 Year 2 Year 3 Year 4 Year 5 Year 6
FTE costs by Article:
Avrticle 2: Chemical Prioritization Process $ 95,000 $ 05,000
Article 3: Product Prioritization Process $4,675,000 $4,675,000 $4,675,000 $4,675,000
Article 4: Petition Process (Annual) $2,500,000 00,000 $2,500,000 $2,500,000 $2,500,000
Article 5: Alternatives Assessments $5,106,66 06,66 $5,106,66 $5,106,66 $5,106,66
Avrticle 6: Regulatory Responses $850,000 $850,000 $850,000
Article 9: Audits (Annual) $60,000 $60,000
Acrticle 10: Confidentiality of Information $240,000 $240,000 $240,000 $240,000 $240,000 $240,000
Additional program costs:
General program administration (Annual) $810,000 $810,000 $810,000 $810,000 $810,000 $810,000
Data management system development &
hardware/software $850,000 $850,000
Data system upkeep and management (Annual) $400,000 $400,000 $400,000 $400,000 $400,000
TOTAL ANNUAL COSTS
Annual Costs $19,170,000 | $14,581,667 $9,056,667 | $27,236,667 | $14,641,667 $9,966,667
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Appendix A: Assumptions for DTSC Government Wage

Four employee categories of labor (junior staff analyst, associate staff analyst, manager, and senior
manager) were used in this cost analysis. Rates were assigned based upon position salaries listed in the
54™ edition of the California State Civil Service Pay Scales. It should be noted, however, that a number
of other specialists from other professional fields are also likely to be engaged in carrying out some
portion of the tasks associated with DTSC’s administration of the regulation. For purposes of assessing
the costs for this program we have constrained the number of labor categories to the four identified
above under the assumption that the range of costs associated with these four categories will be
representative of labor costs for other personnel that might be involved with the regulatory process. An
overall level of effort was determined for each activity, and a set percentage of that LOE assumed to be
performed by each labor category (i.e., 30% by junior staff, 40% by associate staff, 20% by managers,
and 10% by senior managers), as shown in Table 12 below.

The average hourly wages were derived from the California pay scales for employees as determined by
the Department of Personnel Administration’’ and include a multiplier factor of 2.1 applied for overhead
and benefits, as recommended by EPA in Assessment of Compliance Assistance Projects Compliance
Information Collection Requests (ICRs). *® These wages are shown in Table 12.

Table 12. Government Labor Costs Used in the Cost Analysis

Employee Percentage | Hourly Wage Rate | Cost per
Labor Category Category of LOE (loaded) FTE
Junior Staff Analyst JY25 30% $39.54 $82,249
Associate Staff Analyst JY35 40% $59.05 $122,828
Manager BH80 20% $88.39 $183,849
Senior Manager BH76 10% $102.00 $212,154
Weighted Average $63.36 $131,791

17 California State Civil Service Pay Scales - Online Manual 54th Edition. CA Department of Personnel Management. 2010.
Available online at: < http://www.dpa.ca.gov/publications/pay-scales/index.htm >.
'8 Information Collection Request for Assessment of Compliance Assistance Projects. EPA. Available online at:
<http://www.epa.gov/oecaerth/resources/publications/assistance/measures/generic-icr-186003.pdf>
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Appendix B: Estimated Costs Associated with Toxicological Tests for an
Individual Chemical

While DTSC is assumed to incur no extramural costs for the generation of toxicity test data, to the

extent that such test data is required to make listing determinations, the generation of that data could be
costly for responsible entities and/or chemical manufacturers who would be involved in developing the
information for DTSC use.

The cost of testing for just a single chemical can be substantial. Although the 1998 EPA study estimated
the cost of a basic set of test data at approximately $200,000 per chemical,'® information from other
sources—including from testing laboratories and other studies—suggests that those costs can be
significantly higher. Table 13 below summarizes these potential testing costs.

Table 13. Range of Toxicological Test Costs for an Individual Chemical

Test Type | Description/ Comments | Associated Costs
Mandatory Tests under SB 578 §25432
Carcinogenicity Test Protocol: This test requires the review of 40 tissues plus $1.1 million (for a
lesions/tumors mouse study) to ~$5
Animal Testing Burden: million
Test protocol requires the use of 1000 rodents (2 sexes per
species, 2 species, 500 animals per species)
Cost Considerations:
The low end of the cost range would be highly unlikely. Any
result of toxicological significance requires more detailed
pathology which will increase the cost.
The choice of rat species will affect the cost—Charles River rats
are more expensive than Fischer rats because they must be
housed individually.
Reproductive Test Protocol: EPA Protocol 870.3800 $700,000 to
Toxicity e 2-generation rodent reproduction study $1,000,000

Animal Testing Burden:

e 1800 laboratory rats (parental = 20 males with 20 dams per
dose group = 40 * 4 dose groups = 160 rats)

e Each rat will litter about 10 pups (800 pups = F1
generation). F1 breeding =1 male * 1 female per litter = 80
* 10 = 800 pups in the F2 generation.

Tests That Could Be Required If Determined to be Technically Feasible Under SB 578 §25433

Developmental
Toxicity

Test Protocol: EPA Protocol 870.3700

Animal Testing Burden:

e Test protocol requires 2 species of lab animals (rodents and
rabbits)

e 1600 laboratory animals per substance (20 pregnant dams
per dose group, 4 dose groups total * 2 species = 160 dams)

e Each rat will litter about 10 pups (800 pups); each rabbit
will litter about 8 offspring (640 offspring)

$250,000 to $300,000

19 The set of testing data assumed here is based on those tests required by the Organization for Economic Cooperation and
Development's Screening Information Data Set (OECD/SIDS) program: acute toxicity; chronic toxicity;
developmental/reproductive toxicity; mutagenicity; ecotoxicity and environmental fate.
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Test Type Description/ Comments Associated Costs
Cost Considerations:
e The rabbit study will be more expensive because they
require larger inhalation chambers
Neurotoxicity Test Protocol: EPA Protocol 870.6200 (Neurotoxicity screening | $700,000 to
battery) $1,000,000
Animal Testing Burden:
¢ Neurotoxicity screening battery requires 80 — 120
laboratory rats (10-15 per sex per dose group; 3 doses +
control group)
Test Protocol: EPA Protocol 870.6300
o Developmental neurotoxicity study
Animal Testing Burden:
e 1300 - 1600 laboratory rats
Immunotoxicity Test Protocol: No standard protocol for immunotoxicity testing | ~$86,000
is in use.
Endocrine Test Protocol: No standard protocol for endocrine screening is $400,000 to
Screening in use. $1,000,000
o EDSP Tier I screening assays include:
o Uterotrophic (24 rats)
o Male pubertal (45 rats)
o Hershberger (24 rats)
o ER/AR binding
o Adult male (60 rats)
o Steroidogenesis
o Aromatase
o Amphibian metamorphosis
o Female pubertal (4 rats)
o Fish screen
Cost Considerations:
e Because there is no standard protocol for endocrine
screening, it is possible that the costs of these tests could be
much higher.
Respiratory Test Protocol: No standard protocol for respiratory toxicity is in | $82,000
Toxicity use.
Tests More Typically Conducted on Chemicals in Production
Acute Oral Toxicity | Test Protocol: LD50 test, OPPTS 870.1100 $4,000 to $32,000
e Test evaluates the dose at which 50% of the test population
dies
¢ Clinical observations, body weights, food consumption,
clinical pathology, gross pathology, histopathology (30
tissues plus lesions)
Animal Testing Burden:
o 40 laboratory rats (4 groups, 5 rats per sex per group)
Acute Inhalation Test Protocol: $25,000

Toxicity with
Histopathology

¢ In this test, the highest dose is given to determine how many
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Test Type Description/ Comments Associated Costs

animals die.
e Tissues are cut, but they are not evaluated.
90-day Subchronic | Test Protocol: OECD 408, OPPTS 870.3100 $150,000 to $200,000
Oral Toxicity e Clinical observations, body weights, food consumption,

clinical pathology, FOBs, urinalysis, gross pathology,
histopathology (40 tissues plus lesions)

Animal Testing Burden:

o 80 laboratory rats (4 groups, 10 rats per sex per group)

2-year Chronic Test Protocol: OECD 452 $750,000 to $1 million

Oral Toxicity ¢ Clinical observations, body weights, food consumption,
clinical pathology, urinalysis, gross pathology,
histopathology (50 tissues plus lesions/tumors)

Animal Testing Burden:
e 160 laboratory rats (4 groups, 20 rats per sex per group)
Cost Considerations:

e A 2 year chronic inhalation toxicity study would be twice as
expensive as the chronic oral toxicity study because it is
time- and labor-intensive to move the animals in and out of
the inhalation chamber each day (or 5 out of 7 days per

week)
Mutagenicity Test Protocol: $4,000 to $6,000
Screen This study is done to indicate whether further carcinogenicity

testing is needed.

" Costs are based on: (a) estimates received from the following testing laboratories— Alberta Research Council, Best
American Toxicology Testing Services, IIT Research Institute, and Toxicon Corporation—which were contacted between
May 24, 2007 and June 12, 2007; (b) responses from ACC members (May & June, 2007 and July 13, 2012); and (c) estimates
from Becker (2007), Crofton (2006), EPA (1997), NIEHS (1997), and Belzer (2009).

References:
Becker, Rick. 2007. Comments on Costs and Animal Welfare Impacts of Toxicity Testing Requirements of SB 578.

Belzer, Richard B. 2009. An Analysis of EPA’s Information Collection Request Seeking OMB Approval to Impose
Mandatory Tier 1 Assay Testing in Support of the Endocrine Disruptor Screening Program. May 21.

Crofton, Kevin. 2006. Developmental Neurotoxicity Testing: The Challenge. March 13. Available at
<http://caat.jhsph.edu/programs/workshops/testsmart/dnt/proceedings/2_Crofton.ppt#274,6,Current Testing Approach versus
Reality>.

NIEHS. 1997. Health Agencies, Regulated Industry Agree to Seek New, Faster Standard Animal Test for Cancer-Causing
Chemicals. February 27. Available at <http://www.hhs.gov/news/press/1996pres/960227.html>.

U.S. EPA. 1997. Appendix B: Estimating the Testing Costs. Available at
<http://yosemite.epa.qov/ee/epalriafile.nsf/vwAN/TS0000365E-03.pdf/$File/TS0000365E-03.pdf>.
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Appendix C: Data Management System Development and Maintenance

DTSC will receive and manage data, notifications, requests, and reports from businesses related to listed
chemicals and products from potentially tens of thousands of businesses. It is not clear whether DTSC
will accept electronic submissions (e.g., through a Web site), although it is likely that such a system
would be an efficient selection. At a minimum, DTSC will need a data management system that can
perform basic functions, including tracking receipt of information from industry, maintenance and
management of data, and searching and reporting. For example, in order to review the data submissions,
DTSC staff may need to query the database to aggregate data by chemical, or to search for all products
of a certain type that contain priority chemicals. In developing the system, special provisions for dealing
with and protecting confidential business information will need to be developed, as will a an interface
for information made publicly available.

Table 14 presents the estimated cost of developing such a data management system. As shown,
development costs, including systems development and guidance documentation development, represent
the large majority of the cost of a data management system. Hardware and third party software costs are
estimated in the range of $100,000 to $300,000 for an electronic submission receiving system alone. A
total one-time cost of approximately $800,000 to $1,700,000 is consistent with costs of developing
similar systems for State-level EPASs in the past, which have typically ranged from $1 to $10 million,
with maintenance costs of up to $5 million annually depending on the evolution of system requirements
and the costs to cleanse and manage the data. The annual costs of maintaining the data management
system are estimated to range from $100,000 to $300,000, depending on the level of maintenance
required. The lower bound estimate includes only base costs to keep the system running and fix bugs;
the upper2 0bound estimate would cover adding new functionality and operations activities (such as
hosting).

Table 14. Estimated Total One-Time and Annual Cost of Developing a Data Management System

Data Management System Task Range of Costs

Development, including: $700,000 - $1,400,000
Systems analysis and design
Systems development (e.g. of electronic reporting forms, user
interfaces for electronic data submission, and functionality)
Systems testing
Guidance documentation development

Acquiring and setting up hardware and software $100,000 - $300,000
Total Set-up Costs $800,000 - $1,700,000
Maintenance $100,000 - $400,000

20 These costs are also consistent with those estimated by DTSC for the development of a Toxics
Information Clearinghouse (T1C), as mandated by Health and Safety Code Section 25256; a feasibility
study report estimated approximately $1.1 million in one-time development costs, plus about $400,000
in continuing costs.?’ The TIC would provide a Web-based system for collecting, maintaining, and
distributing chemical hazard trait and environmental and toxicological end-point data.
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US — TBT Enquiry Point

Washington, D.C.

Submitted via email to: ncsci@nist.gov

RE: TBT Notification G/TBT/N/USA/727 — Proposed California Department of Toxic
Substances Control “Safer Consumer Product Regulation”

Dear Sir or Madam:

The American Chemistry Council (ACC) believes that the California Department of
Toxic Substances Control’s (DTSC) proposed Safer Consumer Product Regulation, notified to
the World Trade Organization’s (WTO) Technical Barriers to Trade Committee, August 8, 2012,
raises several significant concerns about conformance with WTO obligations and its potential
impact on global trade. ACC hopes that these comments will prompt DTSC to reevaluate key
elements of the regulatory proposal, maintaining a framework that is protective of human health
and the environment while avoiding adverse trade and negative competitive impacts.

ACC is most concerned with the potential trade implications of three elements of the
proposed regulation:

- The complexity, scope and likely burden of the draft stand at odds with federal U.S.
efforts to reduce regulatory burdens.

- The Priority Product identification, Alternatives Analysis Threshold, and alternatives
assessment accreditation and certification may well be inconsistent with Article 2.2 of the
Agreement on Technical Barriers to Trade (TBT Agreement).

- The proposed disclosure of trade secrets, for instance chemical identity, may violate
Acrticle 39.1 and 39.2 of the Agreement on Trade Related Intellectual Property (TRIPS).

Counter to U.S. Efforts to Reduce Regulatory Burdens and Provide Clarity

The United States is committed to improving regulation and regulatory review, as
evidenced by Executive Order (E.O.) 13563, signed by the President, January 18, 2011. E.O.
13563 complements a 1993 E.O. titled, “Regulatory Planning and Review,” stating that the U.S.
regulatory system must protect public health, welfare, safety, and our environment while
promoting economic growth, innovation, competitiveness, and job creation. It also must do the
following: promote predictability and reduce uncertainty; identify and use the least burdensome
and most innovative tools for achieving regulatory goals; take into account qualitative and
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quantitative benefits and costs; and, ensure regulations are accessible, consistent and written in
an understandable manner. The proposed California regulation fails to take into consideration or
address a number of the aforementioned elements.

The Economic and Fiscal Impact Statement completed by DTSC is indicative of the lack
of certainty provided by the proposed regulation.® Although the form notes that this regulation
will impact businesses and/or employees, small businesses, jobs or occupations and California
competitiveness, it does not offer any quantitative figures related to these impacts. For example,
the total number of affected businesses and statewide dollar costs are listed as “unknown.”

A second example is California DTSC’s proposed unique process to establish the
“Alternatives Analysis Threshold” level, or de minimis level. The Alternatives Analysis
Threshold neither follows the precedent set by the Globally Harmonized System (GHS) for
Classification and Labeling, nor the precedent set by the European Union’s REACH program. A
de minimis threshold of 0.1% is essential to identifying and prioritizing the products containing
chemicals of legitimate concern, that have potentially harmful exposures. From a technical
perspective, 0.1% is the most practical threshold level that will avoid unnecessary assessments
and reformulations based on the mere presence of trace amounts of a chemical of concern. In
addition to GHS classification and REACH, a number of other standards and regulatory
programs defer to the internationally accepted level of 0.1% (e.g., the Consumer Product Safety
Commission, and Europe’s Classification, Labeling and Packing (CLP) Regulation), thus
millions of dollars are invested in compliance at this level on a global scale. This may be in
conflict with Articles 2.6 and 2.7 of the TBT Agreement.

Proposed Regulation Will Likely Create Unnecessary Obstacles to International Trade

DTSC’s regulatory proposal could affect nearly every product sold in the State of
California, with subsequent impacts on the U.S. market as well as abroad. The scope of the
program, largely dictated by the California Health and Safety Code’s definition of “consumer
product™ is broad. The proposed regulation establishes unique criteria for the identification and
prioritization of “Chemicals of Concern” and “Priority Products”. It also establishes a unique set
of requirements for conducting an alternatives assessment, as well as who may perform such an
assessment. Particular aspects of the proposed regulation, such as the previously mentioned
Alternatives Analysis Threshold, may be more trade restrictive than necessary to fulfill the
objective of the regulation, potentially in violation of Article 2.2 of the WTO TBT Agreement.

Second, as constructed, the proposed regulation will likely create less favorable
conditions for suppliers outside of the U.S. during implementation. The Alternatives Assessment
process, including the program to establish accredited bodies and subsequently, certified

! State of California Department of Finance “Economic and Fiscal Impact Statement (Regulations and Orders),”
http://www.dtsc.ca.gov/LawsRegsPolicies/Regs/upload/SCP-399-7-17-2012.pdf.

Z California’s Health and Safety Code §25251 defines “consumer product” as, “a product or part of the product that
is used, brought, or leased for use by a person for any purposes. ‘Consumer product’ does not include any of the
following: 1) A dangerous drug or dangerous device...; 2) Dental restorative materials...; 3) A medical device...; 4)
A food...; 5) Packaging associated with 1), 2), or 3); and, 6) A pesticide.”
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assessors may also be inconsistent with Articles 2.1 and 7.1 (though its reference to Article 5.1)
of the TBT Agreement. The accreditation and certification aspect of the alternatives assessment
provisions appear to favor the specific capabilities of the U.S. university system. Alternatives
assessment, generally speaking, may be accomplished using a number of different
methodologies. There is not one correct way to complete such an assessment; and, not all cases
of alternatives assessment require the same considerations or level of expertise in every disciple.
In practice various industries and companies conduct alternatives assessments somewhat
differently, according to the product segment and task at hand.

Protection of Confidential Business Information

The proposed regulation requires an unprecedented level of information about products,
chemicals, and manufacturers’ business plans and operations to be made publicly available.
ACC is particularly concerned that DTSC will not have the staff or physical resources to
properly process, adjudicate, manage and store the volume of information that will be reported
under the proposal. Much like U.S. federal and state laws protecting confidential business
information and trade secrets, DTSC must also be mindful of Article 39.1 and 39.2 of the WTO
TRIPS Agreement.

Article 39.1 and 39.2 of the WTO TRIPS Agreement require WTO members to protect
undisclosed information, and to make it possible for natural and legal persons to prevent trade
secrets from being disclosed to, acquired by, or used by others without their consent in a manner
contrary to honest commercial practices. The information that must be protected is information
that is secret, in the sense that it is not generally known within circles that normally deal with
that kind of information; that has commercial value because it is secret; and that has been subject
to reasonable steps under the circumstances, by the person lawfully in control of the information,
to keep it secret.

* ok ok kK

As drafted, the DTSC proposal establishes several unnecessary burdens to international
trade that may violate the Technical Barriers to Trade Agreement. ACC believes that additional
clarification of DTSC’s intended scope and approach, and modification of the provisions noted
above, will result in a regulatory system that more fully conforms to WTO practice and
discipline while assuring a high level of health and environmental protection. If ACC may
provide any additional information, please contact me.

Sincerely,

Michael P. Walls

Vice President
Regulatory & Technical Affairs
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Re: Proposed Safer Consumer Products Regulations
Dear Ms. Von Burg:

The American Cleaning Institute (ACT) appreciates this opportunity to provide comments on the
Proposed Safer Consumer Products Regulations released on July 27, 2012 by the California
Departrnent of Toxic Substances Control (DTSC or the Department) for the implementation of
AB 1879 (2008). '

ACT is the trade association representing the $30 billion U.S. cleaning products market, with
about $3 billion associated with business in the State of California. ACI members include the
formulators of soaps, detergents, and general cleaning products used in houschold, commercial,
industrial and institutional settings; companies that supply ingredients and finished packaging for
these products; and oleochemical producers. ACI and its members are dedicated to improving
health and the quality of life through sustainable cleaning products and practices. ACI’s mission
is to support the sustainability of the cleaning product and oleochemical industries through
research, education, outreach and science-based advocacy. As a trade association for a particular
consumer product sector {cleaning products), we are acutely aware of the public’s concern for
the safety of the products they purchase both in their homes during use and in the environment
following disposal. Human and environmental safety is at the core of the mission of our member
companies and our association.

At the Federal level, ACI has been very active in engaging key legislators on the reform of the
Toxic Substances Control Act (TSCA). Moreover, we have worked closely with the U.S. ,
Environmental Protection Agency in their implementation of TSCA including a number of areas
related to the proposed Safer Consumer Products regulations such as the prioritization of
chemicals for risk assessment and the protection of trade secret information.

We have a number of detailed comments on the text of the proposed Safer Consumer Products

regulations in an attachment to this letter, but would like to first share our perspective on some
more general considerations in the proposed regulations.

Page 1 of 18
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Lack of Clarity Will Lead to Regulatery Uncertainty

The proposed regulations will be implemented through a series of vaguely described processes
with many of the critical details being left for future guidance documents or regulatory findings.
While such an approach is not unusual fo some extent for regulatory development, the scope in
this case is breathtaking, and will result in significant confusion in the marketplace. The
proposed regulations do not comport with the Office of Administrative Law’s standard of clarity
— that is, “written or displayed so that the meaning of regulations will be easily understood by
those persons directly affected by them.”' Because the regulations contain so many vagaries, the
regulated community cannot know how they may comply. While DTSC has indicated that they
will elucidate their intentions in the future, it does not appear that such findings and guidance
will be consistent with the Administrative Procedure Act. DTSC has an obligation to provide
clear and complete regulations for public review and comment such that the requirements on the
regulated community are readily apparent. This is not just the law, but it is good public policy.

Distinguishing Between Intentionally-Added Ingredients and Contaminants

The proposed regulations do not make a distinction between intentionally-added ingredients and
potential contaminants. Chemicals which are contaminants serve no useful function in a product.
They should not be the subject of an alternatives assessment, and DTSC should not require one
in such a situation — it is a poor use of resources for a company to conduct such an analysis and
for the Department to potentially review it. We note that the proposed regulations do make such
a distinction with respect to components of assembled consumer products defining them as
“required to complete or finish an item,” “performs a distinctive and necessary function in the
operation of a system,” or “is intended to be included as a part of a finished item.”* The same
concepts should be extended to ingredients used in a formulated consumer product.

Additionally, we note that the regulations implementing the Children’s Safe Products Act in
Washington State define a contaminant as “trace amounts of chemicals that are incidental to
manufacturing. They serve no intended function in the product component. They can include,
but are not limited to, unintended by-products of chemical reactions during the manufacture of
the product component, trace impurities in feed-stock, incompletely reacted chemical mixtures,
and degradation products.”” The same regulations define an intentionally added chemical as “a
chemical in a product that serves an intended function in the product component.””  We believe
this distinction is critical to the workability of the Safer Consumer Product regulations as the
focus of the alternatives assessment will be the function of a chemical in a product. An
alternatives assessment for a contaminant in a product is not a meanjngful exercise. DTSC may
well believe that manufacturers need to address and reduce contaminants in products. However
the present regulations, as designed, would not achieve such an objective.

As such, we request that DTSC include a definition of “contaminant” in the regulation that
differentiates between intentionally-added ingredients and contaminants in products. Such a
distinction and provisions for handling each appropriately are critical to the program’s success.

! California Government Code, §11349(c)

% Section 69501.1(a)(21)

P WAC 173-334-040 — What definitions apply to terms used in this chapter?
(https://fortress. wa.gov/ecy/publications/publications/wac1 73334.pdi)
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Chemicals of Concern Identification Process

As currently written, the proposed regulations would establish Chemicals of Concern (COCs)
based on 22 lists from various state, US Federal, and international government bodies. The
Department has stated that this “List-of-Lists” comprises roughly 1,200 chemicals. We have
conducted our own count of chemicals which are the subject of these lists and find they contain
over 4,000 chemicals. The Department needs to articulate how it has determined that there are
only 1,200 chemicals on these lists.

More importantly, as we have stated numerous times, the Department’s approach continues to
ignore the statutory mandate to identify and prioritize chemicals of concern, While it may be
appropriate to use the various lists to identify candidate chemicals, there should be clear criteria
and an established process for screening which chemicals are ultimately deemed a COC.

Consumer Product Prioritization Process

The Department included in this proposed regulation a number of prioritization factors and
process steps to identify and list products as Priority Products. However, the factors and process
are not trangparent and it is entirely unclear how the Department would actually select a Priority
Product. The Initial Statement of Reason (ISOR) states that the process identification includes a
two-fold evaluation: 1) where a Chemical of Concern’s behavior in terms of its toxicity and
physical profile in the product, and 2) exposures to the Chemical of Concern in the product in
quantities that may contribute to or cause enumerated adverse impacts. This is an appropriate
framework to use. However, the execution of that evaluation would be entirely internal within
DTSC. The details provided in the regulation and associated documents are insufficient permit
prediction of an end result, and leave too much discretion to the Department. The proposed
process lacks sufficient transparency such that decisions by the Department on Priority Products
will not be greeted with confidence by stakeholders,

In determining the Initial Priority Product List (Section 69503.3(g)) for the first three years of the
program (roughly), the Department would focus only on those chemicals that are found on one of
the 14 lists under Section 69502.2(a)(1) and on one of the § lists under Section 69502.2(a}2).
‘We note that the former 14 lists are viewed by DTSC as hazard trait lists and the latter 8 lists are
viewed as exposure/monitoring related lists. We believe that the approach for selection of
Chemicals of Concern and Priority Products should consider both hazard traits and exposure.
The approach proposed by the Department is pragmatic, though potentially subject to criticism.
Nonetheless, we believe it is suitable for the initial list of Priority Products. However, going
forward beyond the initial stages of the program, the Department should have an approach that
considers elements of hazard and exposure more rigorously.

In selecting Priority Products, the Department should use a standardized product nomenclature
system. We note that the ISOR makes reference to the GS1 Global Product Classification (GPC)
system (http:/www.gs1.org/edsn/gpe) when describing Section 69503.3(f). We agree that the
GS1 GPC is an appropriate source for describing products and that Priority Products should be
identified at the Brick Level. Priority Product categories should be described at the Class Level
for the purposes of the Department’s Priority Product Work Plan,
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Alternatives Analysis Threshold Determination

ACT 1s greatly troubled by the Department’s abandonment of the simple concentration based
approach it had proposed earlier in favor of a process-based approach that will be primarily
based on the minimum defectable concentration for the Chemical of Concern in a product.
Moreover, we find it disturbing that the Department proposes this approach even though it
acknowledges that the AA Threshold may well be below a level that represents an insignificant
or negligible risk, too small to be of concern. It is unclear why the Department would impose
such heavy regulatory burdens on companies in cases where it knows there is little or no
opportunity to improve public protection or improve environmental quality.

In the interest of regulatory efficiency, we recommend that the Department return to its previous
proposal (October 31, 2011) of an administrative, concentration-based AA Thresholds of 0.01%

for chemicals with particular hazard traits {e.g., carcinogens, neurotoxins, reproductive toxicants,
etc.) and 0.1% for all other chemicals until it can develop a credible risk-based approach.

We believe that any process-based approach should be self-implementing and risk-based. An
example is the Proposition 65 Safe Harbor provisions which are used by companies to determine
whether they have to label a product as containing a Prop 65 chemical. We believe that no Prop
65 chemical should have an AA Threshold below its No Significant Risk Levels for carcinogens
or the Maximum Allowable Dose Level for chemicals causing reproductive toxicity.

Regulatory Duplication

The California Health and Safety Code § 25257.1 prohlblts the Department from superseding the
regulatory authority of any other California department or agency and from duplicating or
adopting conflicting regulations for product categories already regulated. There are a number of
conflicts in the proposed regulations with other California agencies and various laws. For
example, the California Division of Occupational Safety and Health is responsible for regulating
worker exposures in occupational settings and the California Air Resources Board has extensive
regulatory oversight of volatile organic compounds (VOCs) in consumer products. At the
Federal level, over-the-counter drugs and food contact materials are regulated by the Food and
Drug Administration under the Federal Food, Drug and Cosmetic Act. The Department should
clearly articulate the limits of the regulations so that it complies with Section 25257.1,

Peer-Review of Scientific Components

The notice for the proposed rule states that DTSC is having the scientific basis of these
regulations peer reviewed pursuant to Health and Safety Code § 57004, We believe that the
Department should select peer-reviewers who are familiar with the context of the regulations and
have some experiences with the many challenges DTSC is facing in developing the regulations.
We recommend that DTSC publicly release the charge questions for peer-reviewers and solicit
comments on the charge questions in advance of the initiation of the peer-review.

CEQA Exemption

The notice for the proposed regulations stated that DTSC has found this rulemaking to be exempt
under the California Environmental Quality Act (Public Resources Code section 21000, et seq.)
and DTSC prepared a Notice of Exemption from the California Environmental Quality Act.
While it might be difficult to quantify all of the potential impacts of the proposed Safer
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Consumer Products regulations at this time, that does not justify a complete exemption from
such an analysis, DTSC should initiate CEQA analysis as part of this rulemaking.

We believe several impacts of the regulations can be anticipated and analyzed. For example,
because the Alternatives Assessment Threshold would be primarily based on the minimum
detectable concentration for the COC in a product we believe that will drive manufacturers to
seek high purity source materials for their products. This will result in several impacts:

1) Recycled materials would be disfavored in the market because of residuals present in
them, or merely because their purity cannot be guaranteed easily. As a result, the price for
such materials will decline leading to reduced viability of recycling collection and
distribution systems. This may directly impact California municipalities and may reqmre
greater disposal of diverted recyclable material.

2) Similarly, complex natural materials would be disfavored for the same reasons that
recycled materials would be, Complex substances that could be derived directly from a
natural source will lose favor in the market to complex substances synthesized from known
feedstocks; the feedstock could be synthetic (petrochemical) or natural in its source.
However, bio-based materials could be disadvantages by the construct of the final rule.

3) Manufacturers will seek higher purity source material that will require greater processing
to remove residuals. This would require greater energy for purification and higher costs of
feedstocks. Life-cycle inherent energy in products will increase.

There are likely other macroeconomic impacts that could be anticipated based on policies
incorporated into the regulations that are currently not assessed. To the extent that it is possible
to do so, such an analysis should be initiated.

ACI would like to express, once again, its appreciation in being able to comment on the proposed
Safer Consumer Product regulations. We would be happy to further assist DTSC in the
development of regulations implementing AB 1879 by sharing our expertise and the expertise of
our members, If you have any question regarding our submission, please feel free to contact me

by phone at 202-662-2516 or by e-mail at pdeleo@cleaninginstitute.org.

Sincerely,

Paul C. DeLeo, Ph.D.
Senior Director, Environmental Safety

Enclosure

c¢: The Honorable Matthew Rodriquez, Acting Secretary, CalEPA (MRodriqueziicalepa.ca.gov)
Debbie Raphael, Director, DTSC (DRaphael(@dtsc.ca.gov)
Qdette Madriago, Acting Chief Deputy Director, DTSC (OMadriag@idtse.ca,gov)
Colleen Heck, Senior Staff Counsel, DTSC (CHeck@dtsc.ca.gov)




Ms. Von Burg, DTSC
QOctober 11, 2012
Page 6 of 18

SPECIFIC COMMENTS - DRAFT

Article 1, General
Section 69501.1 — Definitions

(3) Adverse air quality impacts — revise to read “means air emissions of any of the air
contaminants listed below in quantities that present an unacceptable public health or
environmental risk:”

(4) Adverse ecological impacts — this definition lacks clarity regarding the threshold at which
the stated adverse impacts occur. The definition should be revised so that those thresholds
are clearly identified.

(6) Adverse public health impacts — We have commented twice before on the OEHHA Green
Chemistry Hazard Traits regulations (Chapter 54), and those comments are currently
available on the OBHHA website.”> We maintain that the regulations, as proposed, include
many elements that are not authorized by the statute, unnecessary to effectuate the purpose of
the statute, inconsistent and duplicative of other California statutes, and do not comport with
current scientific consensus. As such, the Safer Consumer Product regulations should not
reference Chapter 54.

(8) Adverse soil quality impacts — revise to read “means emissions to soil of contaminants in
quantities that present an unacceptable public health or environmental risk.”

(9) Adverse waste and end-of-life impacts — the definition is unclear. No adverse impacts are
identified. The definition should be revised to indicate what adverse waste and end-of-life
impacts are covered by the definition.

(10) “Adverse water quality impacts” it should be clear that any of the “increases” cited in
the definition should be of a magnitude that result in an unacceptably high increase in risk to
public health or the environment. With respect o subsections (A) “Increase in biological
oxygen demand” and (B) “Increase in chemical oxygen demand,” they are effectively
measures of biodegradability and the oxidizeable (carbon) content of a chemical; these are
generally not characterized as adverse impacts. Likewise, in subsection (D), “total dissolved
solids™ is simply a description of physical state of a material within water. These three
subsections should be eliminated or a threshold at which the increase is adverse should be
defined.

(17) Bioaccumulation — Recently, the Society of Environmental Toxicology and Chemistry
(SETAC) conducted a Pellston workshop on Persistent Organic Pollutants (POPs) and
Persistent, Bioaccumulative and Toxic chemicals (PBTs) that explored the current state of

* http://www.oehha.ca.gov/multimedia/green/pdf/Feb2011/ACI022811.ndf
* hitp://www.oehha.ca.gov/multimedia/green/pdf/Sep2011/ACpdf
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bioaccumulation science.>” Much of this science was discussed at the May 2010 OEHHA
workshop in Berkeley, California on Indicators of Ecotoxicity Hazards and Exposure
Potential. The SETAC workshop developed the following definition for a bicaccumulative
substance: “A substance is considered bioaccumulative if it biomagnifies in food chains.”
Standard criteria for reporting the extent to which a chemical may bioaccumulate were noted
including trophic magnification factor (TMF), biomagnification factor (BMF, both laboratory
and field), bicaccumulation factor (BAF), bioconcentration factor (BCF), octanol-water
partition coefficient (Kow) and octanol-air partition coefficient (Koa). The workgroup
concluded that the most relevant bioaccumulation criterion is the trophic magnification factor
(TMF; also referred to as a “food-web magnification factor’}; in the absence of data on the
TMF, the BMF (either derived in the laboratory or based on field data) is a reliable indicator.
They also concluded that “[t]he BCF is no longer recognized to be a good descriptor of the
biomagnification capacity of chemical substances™ and “that the Kqw is a highly useful
chemical specific descriptor of the bioaccumulation potential of chemicals in fish and many
other water breathing aquatic organisms.” The SCP regulations should use a similar
definition of bioaccumulation and accommodate these five criteria (TMF, BMF, BAF, Ko,
and Koa) as appropriate means of measuring bioaccumulation potential. In addition, the
regulations should establish thresholds for what constitutes a bioaccumulative chemical using
each of the criteria consistent with the scientific consensus of the Pellston workshop (TMF >
1, BMF >1, BAF > 5,000, Log Kow > 4, Log Ko > 5) and in a tiered order of preference
(TMF > BMF > BAF > Kowor Koa).

o (19)A)2. Chemical ingredient — revise to read “means a chemical intentionally used in a
consumer product to impart a particular function in the product.” This definition should be
made consistent with other state or Federal statutes or regulations whereby ingredients are
recognized as functional components of a product intentionally added to impart a function.
For example, the FDA’s cosmetics regulations provide the following definition for an
ingredient: “The term ingredient means any single chemical entity or mixture used as a
component in the manufacture of a cosmetic product” [21 CFR. 700.3(¢e)].

s (20} Chemical of concern — The definition should be based on the Departmental listing, not
on lists developed by other authoritative and non-authoritative bodies. Revise to read “means
a chemical ingredient identiHied-as-a-Chemical- of Concernundersection 69502 2(a})-ora
chemieal listed by the Department under section 69502.3(b).” In the spirit of the statute (AB
- 1879), Chemicals of Concern should be limited to those ingredients intentionally added to a
consumer product by a manufacturer in order to mpart a function in the product. Moreover,
by focusing the scope of the regulations, the stated intent of the Department to encourage

® Gobas, F.AP.C., W. de Wolf, L.P. Burkhard, E. Verbruggen and K. Plotzke. 2009, Revisiting bioaccumulation criteria
for POPs and PBT assessment. Integrated Environmental Assessment and Manggement, 5(4):624-637.
7 http://www.setac.org/sites/default/files/ExecutiveSummary.pdf
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manufacturers to consider the necessity of ingredients in their products will be better
effectuated.

¢ (29) Environmental or toxicological endpoints — We have commented twice before on the
OEHHA Green Chemistry Hazard Traits regulations (Chapter 54), and those comments are
currently available on the OEHHA website.®” We have noted the serious flaws in the
process used by OEHHA,; its unwillingness to consider comments from their peer-reviewers
and the public at large, including numerous subject matter experts; and the flawed science at
the heart of the regulation. We urge DTSC to reject this definition and the entire OEHHA
regulation, and to develop scientifically sound definitions of environmental and toxicological
endpoints.

¢ (32) Hazard trait — Hazards are, in the context of chemicals, inherent properties that have the
potential to lead to adverse effects in humans or wildlife under particular conditions and
levels of exposure. In the context of the present regulation, they are toxicities. The
definition should be amended accordingly and reference to chapter 54 eliminated.

¢ (43) Persistence - Reference to section 69405.3 should be eliminated and the definition
should read as follows: “means the propensity for an organic chemical substance to exist in
an environmental medium (e.g., water, soil. sediment, air) in an unchanged form. The
thresholds for a substance to be designated as a persistent substance are as follows: a half-life
of greater than 60 days in water (marine or freshwater), sreater than 180 days in soil or

sediment, or greater than 2 days in air.”

» (52) Reliable information — the proposed definition lacks any description or characteristics of
what constitutes reliable information or studies. Publication of a report or study, whether in a
peer-reviewed journal or otherwise, is no guarantee that the underlying data and information
are appropriate for regulatory decisions. While the information sources cited in the definition
may be appropriate to consider in a weight-of-evidence decision-making scheme, an entirely
separate process is necessary to ensure that the information used is in fact a well conducted
study. We support definitions of “reliable information™ and “a well conducted study”
consistent with the approach used by the Organization of Economic Cooperation and
Development (OECD) in their Manual for Investigation of HPV Chemicals. As such, we
suggest: “Reliable information” is from studies or data generated according to valid and
accepted testing protocols in which the test parameters documented are based on specific
testing guidelines or in which all parameters described are comparable to a guideline
method. Where such studies or data are not available, the resulis from accepted models and
quantitative structure activity velationship ("OQSAR") approaches may be considered. The
methodology used by the Organization for Economic Cooperation and Development (OECD)

¥ http://www.oehha.ca.gov/multimedia/green/pdf/Feb2011/ACI02281 1.odf
? http://www.cehha.ca.gov/multimedia/green/pdf/Sep2011/ACLpdf
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~ in Chapter 3 of the Manual for Investigation of HPV Chemicals (OECD Secretariat,
December 2009) shall be used for the determination of reliable studies.

The definition of “authoritative organization” should include the Organization for Economic
Cooperation and Development, and its member countries.

* (53) Reliable information demonstrating the occurrence of exposures to a chemical —
Subsection (C), which includes chemical properties and does not inform whether exposure
has occurred and should be eliminated. For subsection (D), modeling results may be
important for exposure assessments but exposures estimated from models should be
confirmed with collected monitoring data; as such, subsection (D} should be eliminated.

* (54) Responsible entity — The only relevant responsible party that should be identified is the
entity identified on the product container. The Department should use the Federal Fair
Packaging & Labeling Act (FPLA) recognition of a responsible entity in lieu of the current
definition in the proposed regulation, providing for uniformity of laws and the use of an
existing system also used by other regulatory agencies (CARB, CPSC, etc.). All consumer
commodities that are legally distributed in U.S. commerce must comply with the Federal
Trade Commission labeling requirements, so identification of the responsible entity is
simple. As such, subsections (B) and (C) should be eliminated.

* (56) Safer alternative — revise to read “mcans a functionally acecptable altcrnative that, ...”

Section 69501.2 — Duty to Comply and Consequences of Non-Compliance

» In Section 69501.2(a), the requirements for compliance should be limited to the manufacturer
of the product. As such, references to the importer or retailer should be eliminated.

Section 69501.3 — Information Submission and Retention Requirements

e The certification statement would create a new crime, and DTSC does not have that
authority. It is sufficient that an officer of the company responsible for the information
submission sign the documents.

Section 69501.4 — Chemical and Product Information

¢ Under subsection (a)(4), the Department would give itself unlimited authority to require a
manufacturer or importer to generate and obtain information with no accountability. There
should be boundaries regarding the kind of information that the Department may seek, and
due process for those for whom the Department is making the request.

Section 69501.5 - Availability of Information on the Department’s Website

¢ The Department should use official state regulatory dissemination methods (e.g., California
Regulatory Notice Register) as the primary means of communicating its policies and
decisions regarding the Safer Consumer Product regulations.



Ms, Von Burg, DTSC
October 11, 2012
Page 10 of 18

The Department proposes to require itself to post non-critical information on its websites.
These provisions should be eliminated from the regulations as requirements, but the
Department might optionally post them electronically as resources are available for such
lower priority tasks. As such, the following subsections under Section 69501.5(a) should be
eliminated: (4), (5) and (8). The following subsections under Section 69501.5(b) should be
eliminated: (4), (5), (6), and (8).

Article 2, Chemicals of Concern Identification Process

The mechanisms for identifying Chemicals of Concern, namely, an initial listing, a Departmental
listing process, and a petition process are good components to this section.

Section 69502.2 — Chemicals of Concern Identification

Section 69502.2(a): Initial Chemicals of Concern List — The process contemplated for initial
listing of chemicals has some good core clements, namely the identification of severe hazard
traits and the use of existing authoritative listings to rapidly identify chemicals which have
those severe hazard traits. However, we recommend additional criteria and screening
parameters which will make the listing process more credible and transparent.

o We recommend that the initial listing focus on known carcinogens and reproductive and
developmental toxicants, In addition, the list should focus on persistent, bicaccumulative
and toxic (PBT) substances using criteria consistent with the US EPA’s definition of PBT
substances. '

o A number of the proposed lists are not good sources and should not be used:

* The Category 1 endocrine disruptors list (1)(C) has been disavowed by EU
authorities. Endocrine disruptors will be captured by those chemicals identified as
developmental or reproductive toxicants.

*  The Washington State PBT list (1){IN} did not use criteria consistent with the US EPA
PBT lList (1)(K).

»  The OSPAR list (2)(H) is not an authoritative list.

o Using the other lists identified in the proposed regulation as potential sousces to identify
Chemicals of Concern, the Department should further screen the chemicals included to
only those permitted in commerce in the United States, those chemicals that are in
commetrce in California large volumes, and those chemicals that are known to be used in
consumer products. By using such screens, the Department will be left with a
manageable and meaningful list of Chemicals of Concern.

Section 69502.2(b): Additions to the Chemicals of Concern List — the narrative standard for
identifying additions to the Chemicals of Concern list is not sufficiently transparent. The
Department needs to provide additional ¢larity to this process so that it is objective and
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repeatable if conducted by different sources. There is no indication what sorts of thresholds
for the factors would be used in selecting additional Chemicals of Concern.

Article 3, Chemicals of Concern and Consumer Product Prioritization Process

Section 69503.2 - Priority Product Prioritization Factors

o While the principles embodied in this section are appropriate, the application of them is
unclear. The decisions by the Department are likely to appear to be arbitrary if they are not
in fact arbitrary. The Department should clarify how the prioritization of priority products
will occur so that decisions are transparent before they are made.

Section 69503.5 — Alternative Analysis Threshold Exemption

¢ The Alternative Analysis Threshold Exemption process should be eliminated in favor of a
self-assessment process. OEHHA uses a self-assessment process under the Proposition 65
Safe Harbor provisions for companies to determine whether they have to label a product.
This aspect of Prop 65 has been very successful and may be a model for the application of
the de minimis provisions of the Safer Consumer Product regulations.

Article 5. Alternatives Assessments (AA)

Section 69505 — Guidance Materials

¢ Under subsection (a}, it is critical that substantive guidance documents be prepared and
disseminated prior to Priority Products subject to the Alternatives Assessment process being
identified. This provision should be retained.

Section 69505.1 — Alternatives Assessments: General Provisions

» Subsection (h) would require the responsible entity to consider all relevant information made
available on the Department’s website. The Department’s website is quiet extensive and the
Department intends to add numerous new elements under this program. This would be an
enormous quantity of information for any entity to review. Since the Department will be best
suited to know what materials on its website are appropriate for a particular Alternatives
Assessment, they should specify them. Subsection (h) should be eliminated and the
Department should instruct the AA preparer as to what information it believes is important
for the preparer to consider in its assessment. Such guidance also will have the advantage of
fostering consistency among assessments from multiple manufacturers for the same
Chemical of Concern in a particular consumer product.

- Section 69505.4 — Alternatives Assessment: Second Stage

e For Section 69505.4(a)(2}(A), the multimedia life cycle impacts and chemical hazards
assessment should be limited to the chemical(s) of concern in the priority product that are the
subject of the alternatives assessment, and not all ingredients in the product. Replace
“chemical ingredients” with “Chemicals of Concern.”
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Section 69505.4(a)(2)(C) — Economic Impacts should be eliminated as this will be well
beyond the expertise of most responsible entities and any consultants they may hire to help
prepare the AA report. Further the information is not relevant to the selection of an
alternative and represents an undue burden to the responsible entity. The information may be

- relevant to the Department with respect to a regulatory response however the Department

should find a more appropriate means of generating this data.

Section 69505.4(c) — Step 3, Alternative Selection Decision should be eliminated. It is
inappropriate and impractical for responsible entities to be incorporating their business plans
in an AA report.

Section 69505.5 — Alternatives Assessment Reports

In Section 69505.5(a)(4), the Department would require the responsible entity to include
sufficient information in the Final AA Report for the Department to determine the
appropriate regulatory response. The responsible entity cannot know what information is
sufficient for the Department to make a decision. This requirement is unnecessary and
inconsistent with the statute and should be eliminated from the regulations.

Section 69505.5(d)(3) would require the name and contact information of all persons to
whom the manufacturer or importer directly sold the Priority Product in California to be
submitted to the agency. There are a number of large direct selling companies who do
business in California and who have tens of thousands of independent business operators to
whom they sell their products for further sale to consumers. For the state to require the name
and contact information of potentially tens of thousands of private citizens to be submitted to
the agency is both impractical and unnecessary. This provision should be removed from the
regulations.

Section 69505.5(e) should be revised to read “A description and location of the facilities in
California where the Priority Product is produced.” The state cannot extend its authority
beyond its borders.

Section 69505.5(1)(2) appears to be an attempt to identify data gaps that might exist. The
Department should elarify that this is the intent of this provision.

Section 69505.5(j) would require the Final AA Report to identify and describe the alternative
that is selected. This requirement is unnecessary for the effectuation of the regulations
including the Regulatory Response from the Department. These kinds of business decisions
are very sensitive and may be very fluid for a company. Moreover, the Department lacks the
authority to “approve” whether a particular product is permitted to be on the market. The
Department’s authority is specific to requiring an alternatives analysis to be conducted and
for the Department to make a Regulatory Response with respect to that analysis. The
Department does not have the authority to pick winners and losers in the market place and to
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dictate what products a company may or may not produce. This section and its associated
subsections should be stricken from the regulation.

Section 69505.5(3)(2)(C) would require a list of all chemical ingredients known to be in the
selected alternative that differ from the ingredients in the Priority Product or that are present
at a higher concentration in the selected alternative to be submitted to the agency, as well as
all available chemical identification and hazard information for those chemicals. This
information is completely irrelevant to the alternatives assessment or the regulatory response.
1t is completely unnecessary. This section should be eliminated from the regulations.

Article 6. Regulatory Responses

Section 69506 — Regulatory Response Selection Principles

This section conflicts with the statutory provision in section 25253. There, the Legislature
has established the standard for evaluating chemicals of concern in consumer products and
their potential alternatives “to determine how best to limit exposure or to reduce the level of
hazard posed by a cherical of concern.” Limiting exposure and reducing the level of hazard
is a far different standard than maximizing the use of alternatives of least concern and
providing the greatest level of inherent protection. This section should be revised to more
clearly reflect the intent of the statute, :

Section 69506.2 — AA Report Supplementary Information Requirements

This section would give the Department untimited authority to obtain information from the
responsible entity. The statute does not give the Department such unlimited authority. This
section should be clarified to specify the boundaries of the Department’s authority.

Section 69506.3 — No Regulatory Response Required

This section provides that no regulatory response is required if the Department determines
that no regulatory response is necessary to prevent or limit adverse public health and
environmental impacts. Perhaps the Department believes that referring to preventing or
limiting public health and environmental impacts is an adequate standard, but the truth of the
matter is that it is little more than a tautology. That is, no regulatory response is required if
the Department determines that no regulatory response is required. The Department should
articulate the standards by which a determination is made that no regulatory response is
required.

Section 69506.5 — Product Information for Consumers

The Consumer Product Safety Commission (CPSC) has regulations specific to the labeling of
product information on packages. CPSC requires identification on the label of those
chemicals that are responsible for a hazard warning appearing on a label. They see this as
critical to the consumer having access to essential, focused information that they can provide
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over the phone to medical personnel in the case of an accidental exposure. Likewise, Poison
Control Centers share a similar concern regarding product labeling. The Department should
reconsider whether it is wise (and consistent with Federal regulations) to require product
labeling (Section 69506.3(b)(2)(A)) that distracts from important safety wamings.
Furthermore, the regulations should permit the dissemination of this information through
electronic (website) or telephonic means.

Section 69506.5 — Use Restrictions on Chemical(s) of Concern and Consumer Products

This section imposes restrictions on the use of one or more chemicals of concern and a
selected alternative or in a priority product for which no alternative is selected or on the use
of the product itself. The section spells out what the use restrictions may be, but it contains
no standards as to when these restrictions may be imposed. The section simply says, “The
Department may impose restrictions.” Again, the Department has conferred unfettered and
arbitrary discretion on itself. The standards by which such restrictions would be made by the
Department should be clearly articulated.

Section 69506.6 — Product Sales Prohibition

Subsection {a) of this section provides that the section does not apply to a product that does
not contain any chemical of concern above the applicable alternatives analysis threshold.
Subsection (b) provides “except as provided in section 69506.3” a sale prohibition may be
imposed if a selected alternative contains one or more chemicals of concern or if no
alternative is selected for a priority product and “there is a safer alternative that does not
contain a chemical of concern and that is both functionally acceptable and technically and
economically feasible.”

Perhaps a sales prohibition is appropriate in the circumstances set out in subsection (b),
However, note that subsection (d) provides that the Department may issue a notification
prohibiting the sale of a product “notwithstanding that there are no current identified safer
alternatives that are both functionally acceptable and technically and economically feasible.”
Subsection (d) contains no standards as to when the Department would issue a notification
prohibiting the sale.

It should be noted that subsection (d) supersedes subsection (b) by allowing the Department
to prohibit the sale whenever it chooses. Again, the absence of any standard enables the
Department io impose unfettered and potentially arbitrary discretion.

Section 69506.7 — Engineered Safety Measures or Administrative Controls

This section allows the Department to impose requirements that control access to or limit
exposure to chemicals of concerns, to reduce the likelihood of adverse public health and/or
environmental impacts. Subsection (b} sets out three circumstances when engineering or
administrative controls may be imposed by the Department. However, they are themselves
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inadequate. Engineering or administrative controls should be implemented to reduce real
human health or environmental risks. This section should be revised to more fully consider
the level of analysis necessary to make such determinations.

Section 69506.9 — Advancement of Green Chemisfry and Green Engineering

This section authorizes the Department to require a manufacturer to initiate a research and
development project or fund a challenge grant to achieve one of four goals. No standards are
set out as to when the Department would do that. Again, the Department has conferred on
itself unfettered and potentially arbitrary discretion. Appropriate standards indicating when
such a research program would be required should be articulated in the regulation.

Section 69506.10 — Regulatory Response Selection and Reevaluation

Subdivision (a} of this section provides that the Department may impose one or more
regulatory responses specified in the preceding sections to situations other than those
specified in those sections. As noted before, many of those sections do not contain specified
situations. But here, the Department has conferred complete discretion on itself to impose
any regulatory response under any set of circumstances that it may choose.

Section 69506.11 — Exemption from Regulatory Response Requirements

This section is ostensibly designed to implement the provision in section 25257.1 of the
statute. Subdivision (b) of the statutory section provides that, “This article does not authorize
the Department to supersede the regulatory authority of any other department or agency.”
Subdivision (¢) provides that, “The Department shall not duplicate or adopt conflicting
regulations for product categories already regulated or subject to pending regulation
consistent with the purposes of this article.”

Section 69506.11 of the regulation puts the burden on the responsible entity to apply to the
Department for an exemption. The exemptions are to be based on a conflict of one or more
requirements of another California or federal regulatory program. The second basis for an
exemption is that the proposed regulatory response “substantially duplicates” one or more
requirements of another California or federal regulatory program, “without conferring
additional public health or environmental protection benefits.”

Nothing in the statute imposes the burden on the responsible entity to apply for an
exemption. The statute explicitly prohibits the Department, providing the article does not
authorize the Department to supersede, duplicate, or adopt conflicting regulations, The
Legislature has imposed responsibility on the Department to implement that provision. It
does not contemplate imposiﬁg the burden on responsible entities.
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The Department exceeds its authority in subsection (a)(6)(B). The statute does not authorize
the Department to duplicate other regulatory programs if the Department is conferring greater
public health or environmental protection.

Finally, the Department has ignored the fact that section 25257.1(b) of the statute prohibits
the Department from superseding the regulatory authority of any other department or agency.
By imposing a program, even if it provides additional public health or environmental
protection, supersedes the other agency’s regulatory program. The Department is
specifically prohibited by section 25257.1 from doing that. As such, the Department should
acknowledge in the regulations that it is prohibited from superseding the regulatory authority
of any other department or agency.

Section 69506.12 — Regulatory Response Report and Notifications

This section requires a responsible entity subject to a regulatory response to notify the
retailers of the applicability of the regulatory response with respect to the product. Section
25253(b) of the statute provides that the regulations adopted pursuant to this section shall
specify the range of regulatory responses that the Department may take following the
completion of the alternatives analysis. The notification to the retailers is not designated as a
regulatory response. Rather, it is applied to a responsible entity after a regulatory response is
imposed on that entity. Nothing in the statute authorizes the Department to impose such a
reporting requirement. It exceeds the scope of the authority to specify the range of regulatory
responses and should therefore be removed.

Article 7. Dispute Resolution Process

Section 69507.1 — Informal Dispute Resolution Procedures

It should be the option of the party bringing forward the dispute whether they choose to
follow the formal or informal dispute resolution process, and all Departmental decisions
should be permitted to follow the formal dispute resolution process. However, the processes
should be sequential with the option of an informal review occurring before a formal review.

Failure to select a particular dispute resolution option should not preclude other
administrative or non-administrative review of a Departmental decision (e.g., judicial review)
that may be available. -

Article 8. Accreditation Bodies and Certified Assessors

The entirety of Article 8 is unnecessary to the efficient implementation of the statute and
should be eliminated. The Department will be working closely with responsible entities
preparing Alternatives Assessments, and given the authority of the Department to restrict or
prohibit the use of a chemical of concern in a consumer product, the responsible entities will
be highly motivated to comply with the regulations.
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Article 9. Audits

This article while describing the scope of coverage lacks clarity in its purpose and
consequences. Of particular note is subparagraph (b)(3) — Implementation of the selected
alternative. This implies that the Department will be auditing the business decisions of a
company and making sure that they make the “right” choice. There is no evidence to suggest
that DTSC is qualified in the least to design, manufacture or market products, or that it
should be selecting which products are appropriate to be on the market. The Department
should amend the regulations to clearly indicate the standards against which the audited
documents are being compared. Further, subparagraph (b)(3) should be eliminated as it is
unnecessary for the effectuation of the statute and unauthorized.

Article 10.  Trade Secret Protection

Section 69510 — Assertion of a Claim of Trade Secret Protection

Several of the requirements for substantiation of trade secret claims are unnecessary and
unauthorized by the statute (AB 1879) or other relevant trade secret statutes.

Subsection (a) requires somebody making a claim for trade secret protection to provide
specific information. Here, they are set out as subsection (6), the estimated value of the
information to the person and the person’s competitors; (7) the estimated amount of effort
and/or money expended by the person in developing the information; and (8) the estimated
ease or difficulty with which the information could be properly acquired or duplicated by
others, including for any chemical claimed as trade secret, an explanation of why the
chemical identity is not readily discoverable through reverse engineering,

In addition, subsection (10} requires a description of the nature and extent of harm that would
be caused if the information were made public, including an explanation of the causal
relationship between disclosure and the harmful effects claimed.

Further, subsection (11) requires the signature of the general counsel or other executive,
certifying under penalty of perjury that there is a basis for asserting a trade secret protection.

Subsections (a)(6), (2)(7), (a)}(8), (a)(10) and {a)(11) should be eliminated

Subsection (f) states that trade secret protection may not be claimed for any health, safety, or
environmental information contained in any hazard trade submission or any chemical identity
information associated with a hazard trade submission, This exceeds the scope of the
statutory authority precluding protection for hazard trade submission but not chemical
identity and is in conflict with the California Uniform Trade Secret Act and the Uniform
Trade Secrets Act. It should be eliminated.

Subdivision (g) provides that trade secret protection may be claimed for the chemical identity
of a chemical that is the subject of a hazard wrait submission only if the claim is for a
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proposed alternative to a chemical of concern in a priority product subject to certain
requirements. Those requirements include demonstrating to the Department’s satisfaction
the chemical is a new chemical or a new use of an existing chemical, provide the Department
with sufficient health, safety, and environmental data to demonstrate that it is substantially
safer than the existing chemical of concern of the priority product, and comply with the
substantiation requirements of subdivision (a). This exception does not ameliorate the
overreach of requiring the chemical identity in the first instance. Further, the imposition of
these requirements to protect the chemical identity is to modify the statutory definition of a
trade secret in conflict with the California Uniform Trade Secret Act and the Uniform Trade
Secrets Act. It should be eliminated.



October 9, 2012

Ms. Krysia Von Burg, Regulations Coordinator
Regulations Section

California Department of Toxic Substances Control
P.O. Box 806

Sacramento, CA 95812-0806

Via Electronic Mail Only to gcregs@dtsc.ca.gov

RE: ACA Comments on the July 27, 2012 DRAFT California Safer Consumer Products Regulations
Dear Ms. Von Burg:

The American Coatings Association (ACA) is submitting these comments on the latest draft of the
California Safer Consumer Product Alternatives Regulations. ACA is a voluntary, nonprofit trade
association representing some 350 manufacturers of paints, coatings, adhesives, sealants, and caulks,
raw materials suppliers to the industry, and product distributors. Our membership represents over 90%
of the total domestic production of paints and coatings in the United States. Our membership includes
paint and coatings manufacturers, raw materials suppliers, distributors, as well as approximately 2,000
coatings formulators and scientists.

The manufacture, sale, and distribution of paints and coatings are a $20 billion dollar industry in the
United States. Our industry operates in all 50 states, and employs over 60,000 people engaged in
manufacturing and distribution. The state of California currently represents approximately 18% of our

domestic coatings sales market.

ACA appreciates the opportunity to submit these comments to DTSC. As this is the eighth draft of these
regulations, our comments are more concise.

Respectfully Submitted,
//

Stephen R. Sides, CIH Alison A. Keane, Esq.
VP, Science, Technology, and Environmental Policy VP, Government Affairs

1500 RHODE ISLAND AVENUE N.W. * WASHINGTON, DC 20005 * T 202.462.6272 * F 202.462.8549 * www.paint.org
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Duty to Comply and Consequences of Non-Compliance (Section 69501.3)

In our previous comments, ACA asked that the regulations make clear whether or not DTSC would allow
a collective approach to the development of an Alternatives Analysis, specifically allowing an AA to be
submitted by a trade association or consortium as an alternative to an AA submitted by an individual
company. ACA also suggested anti-trust language be added to undertake a collective AA.

Although regulations now clearly state that manufacturers wishing to work with a consortium to
conduct an AA will have the option of doing so on their own to protect trade secrets, the regulations
don’t contain any anti-trust language either.

Suggested Anti-Trust Language to Allow Collective Action for AAs

This language would be necessary for multiple product manufacturers or a third party
representing the product manufacturers to collectively undertake the alternative assessment for
a consumer product and/or fund such activity, particularly if the funding mechanism was based
on market share. In addition, if there is an aggregated externalized cost identified, it would
protect the identification of such collectively by competitors.

Note: This suggested anti-trust language may need to be inserted into a brand new section. It
should be examined by DTSC Counsel for form and sufficiency.

“(a) Except as provided in subdivision (c), action taken solely to comply with this chapter,
including alternative assessments and identifying potential alternatives for Priority Products,
undertaken by multiple responsible entities or a third-party organization funded by participating
responsible entities is not a violation of the statutes specified in subdivision (b).

(b) The following statutes are not violated by an action specified in subdivision (a): (1) The
Cartwright Act (Chapter 2 (commencing with Section 16700) of Part 2 of Division 7 of the
Business and Professions

Code). (2) The Unfair Practices Act (Chapter 4 (commencing with Section 17000) of Part 2 of
Division 7 of the Business and Professions Code).

(c) Subdivision (a) shall not apply to any agreement establishing or affecting the price of
consumer products, except for aggregate externalized costs, or the output or production of
consumer products, or any agreement restricting the geographic area or customers to which
consumer products will be sold.”

Acknowledging Reformulation Efforts in Advance (Section 69501.4)

In our last set of comments, ACA suggested that DTSC designate an area on its website to acknowledge
manufacturers who reformulate their products in advance of being required to do so by DTSC. In this
latest draft of the regulations, DTSC has now created a “Safer Consumer Products Recognition List” that
will highlight those manufacturers who have voluntarily provided information, completed and
Alternatives Assessment on a product not listed for regulation, or provided helpful information to DTSC.
The “Safer Consumer Products Recognition List” is a nice idea, but it doesn’t go far enough. The intent



behind our suggestion was to have the web notice provide a simple way (involving no required
reporting) for voluntary action instead of the “Priority Product Removal Notice” under Section 69501.2
that DTSC will require from manufacturers. DTSC is retaining control and not allowing voluntary action,
which only creates more work for the agency.

Chemicals of Concern Identification (Section 69502.2)

We are pleased to hear that the number of Chemicals of Concern (COC) on the Initial Chemicals of
Concern List has been reduced from over 3000 to about 1200. However, we still believe that 1200
chemicals is way too large a number to be used as a starting point for regulatory purposes. We still
advocate a list of 300 or less chemicals of concern that are prioritized according to the newly established
EPA prioritization principles, or some other science-based prioritization scheme.

Priority Products Prioritization Factors (Section 69503.2)

The inclusion of prioritization factors is a welcome change to these regulations. In particular, ACA notes
that DTSC will consider whether the product is captured under some other regulatory program and also
whether there is significant ability for the public, animals, or plants to actually be exposed to the COC in
the product in quantities that would adverse health or environmental effects.

Priority Products List (Section 69503.4)

ACA notes that DTSC has finally committed in writing to an initial list of not more than five (5) priority
products. It is very helpful to have this in writing, as it seems to indicate that DTSC will take a cautious
approach to implementing the program. This is a wise approach. However, we still remain concerned
that one chemical of concern in one product of concern could impact thousands of coatings
formulations.

Alternatives Analysis Threshold Exemption (Section 69503.5)

ACA would prefer that DTSC define this section as “de minimis”, rather than “alternatives analysis
threshold”, as the term “de minimis” more clearly acknowledges that the risk is not actionable.
However, we do believe that evaluating thresholds on a chemical by chemical basis does provide more
flexibility for industry and DTSC.

Priority Product Notifications (Section 69503.7)

In previous drafts DTSC had set a deadline of 60 days for Priority Product Notification. ACA asked that
for formulated products, like paint, the deadline be extended to at least 180 days. We believe that DTSC
should strongly consider extending the 60 day timeline to 180 days for formulated products, due to a
more complex supply chain.



Alternatives Analysis: General Provisions (Section 69505.1)

In our previous comments, ACA requested that for formulated products, like paint, the deadline for
preliminary Alternative Analysis Report be extended to 12 months for the preliminary AA Report and 18
months for the final report due to the complex supply chain for formulated products. We still believe
these extensions are absolutely necessary for full compliance.

Product Information for Consumers (Section 69506.4)

The large “Chemicals of Concern List” means that most products regulated under this section will require
extensive labeling. It is unclear whether DTSC has considered how that requirement will interfere with
existing labeling regulations that already strain limited label space, especially for smaller-sized products.
DTSC’s suggested alternatives (an accessible manual or point-of-sale posting) are inflexible given the
sheer variety of products that may be subject to alternatives assessments over the years.

If an alternative is not selected, DTSC should require identification only of the COC that caused the
priority product listing in the first place. If an alternative is selected, but not yet formulated into the
product, and that product contains other listed COCs, then only that COC that serves the same function
as the pending alternative COC should be required to be identified. Otherwise, the manufacturer will be
placed at an unfair disadvantage relative to competitive products that did not happen to contain the
COC that caused the priority product listing, but may contain other COCs.

End-of-Life Management Requirements (Section 69506.8)

The current regulations authorize DTSC to require a regulatory response requirement for a product that
is an alternative, and for priority products for which an alternative is not selected, or that will remain in
commerce in CA pending development and distribution of a selected alternative, to protect public health
and the environment and maximize the use of alternatives of least concern. Of major concern to ACA is
a very detailed and onerous end-of-life management program that is one of many regulatory response
requirements that DTSC can impose. A significant requirement of the end-of-life program is that
compensation must be provided to retailers who agree to administer or participate in the collection
program. ACA previously requested that PaintCare and any other end-of-life management program be
exempt from a regulatory response if the responsible entity is participating in an end-of-life
management or extended producer responsibility program that is currently required pursuant to a
different California statute or regulation.

While the regulations offer an opportunity to apply for a regulatory response exemption, its approval is
left up to DTSC’s discretion and allows DTSC to go beyond what is already in the CalRecycle PaintCare
regulations pursuant to AB 1343. It places the burden on the manufacturer to apply to the department
for an exemption from a regulatory response that conflicts with one or more statutory requirements, or
substantially duplicates one or more statutory requirements -- "without conferring additional public
health or environmental protection benefits." Such vague wording would grant DTSC the authority to
require specific EPR components that were intentionally left out of AB 1343 by ACA, allowing a back
door way for CalRecycle and DTSC to push PaintCare towards a government run, command and control
EPR program that the agencies could not get passed in the Legislature. Also, even though subsection (c)
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of the end-of-life management requirements authorizes the manufacturer to substitute an alternative
end-of-life management program, such substitution must achieve "to the maximum extent feasible, the
same results as the program required by this section." Such substitution also can't be instituted by the
manufacturer unless the manufacturer receives advanced written approval from the Department even
though the statute already requires implementation of PaintCare — a very real Catch 22. Ultimately,
the "maximum extent feasible" and "written approval" requirements could saddle PaintCare with both
an end-of-life management program administered by DTSC as well as by CalRecycle. Such uncertainty,
just as PaintCare is being established by the coatings industry pursuant to statute in this state, is
unwarranted and unworkable.

Further, the Green Chemistry statute in S. 25257.1 (b) and (c) provides that DTSC is not authorized "to
supersede the regulatory authority of any other department or agency" or "duplicate or adopt
conflicting regulations for product categories already regulated or subject to pending regulation
consistent with the purposes of this article." ACA will continue to request that the regulations be
amended to be consistent with the specific language of the Green Chemistry statute. Manufacturers
should be clearly exempt from the end-of-life management regulatory response if the manufacturer is
participating in an end-of-life management or product responsibility program mandated by statute in
this state, and should not have the burden to request an exemption in such cases. In addition, the
regulations should delete the ability of DTSC to impose an end-of-life management program even if it
provides additional public health or environmental protections. Without such changes, the regulations
clearly go beyond the Department's authority and fails to recognize S. 25257.1's clear mandate that
DTSC cannot supersede another agency's regulatory program.

Suggested Exemption language for PaintCare® and similar programs required by statute

The draft regulations require manufacturers of selected consumer products to “fund, establish,
and maintain an end-of-life management program for the product.” In 2010, legislation was
passed in California establishing such a program for the paint industry. The program is called
PaintCare®. Since PaintCare® is already established by statute, there is no reason for DTSC to
subject the coatings industry to additional regulatory requirements in this area. ACA respectfully
requests that DTSC include the following language in the regulations that specifically exempts
PaintCare® and any other end-of-life management programs that are established by statute.

Amend S. 69506.8. (a):

(a) Except as provided in sections 69506.4 and 69506.8 (e), a responsible entity for a selected
alternative, or a Priority Product for which an alternative is not selected, that is sold or otherwise
made available to consumers as a finished product and is required to be managed as a hazardous
waste in California at the end of its useful life, shall ensure that both of the following
requirements are met:

Add a new S. 69506.8 (e):

(e) A responsible entity otherwise subject to the requirements of this section shall be exempt
from an end-of-life management regulatory response if the responsible entity is participating in
an end-of-life management or extended producer responsibility program that is currently
required pursuant to a different California statute or regulation.



Department Review of Claims of Trade Secret Protection (Section 69510.1)

ACA previously noted that the current draft of the regulations fails to fulfill the policy set forth in the CA
Civil Code with respect to Confidential Business Information (CBI), and does not provide CBI for
manufacturers. ACA suggested that the regulations focus on the interrelationship with preexisting
California law on trade secrets. While there is the ability to assert a claim of trade secret protection with
respect to documents or information submitted to the department, there are many documents and
guestions that will be requested by DTSC. The approval of CBI claims would be conditional based on
DTSC’s review. This overriding theme of manufacturers being subject to the whims of DTSC continues to
be problematic. More than any other section, the CBI section must be clarified in order to adhere to the
spirit and letter of the CA Civil Code on trade secret protection.

This trade secret section of the regulations should focus on the interrelationship between the new Safer
Consumer Products Regulations and the preexisting California laws on trade secrets.

California Civil Code Section 3426.1:

(d) “Trade Secret” means information, including a formula, pattern, compilation, program,
device, method, technique, or process that:

(1) Derives independent economic value, actual or potential, from not being generally known to
the public or to other persons who can obtain economic value from its disclosure or use; and
(2) Is the subject of efforts that are reasonable under the circumstances to maintain its secrecy.

Therefore, in order to establish that information submitted is a trade secret under California law, one
should allow that: (1) it has independent economic value, actual or potential, because it is not known to
others; and (2) it is the subject of efforts to maintain its secrecy that are reasonable under the
circumstances. The determination (whether or not information claimed to be trade secret is to be
released) by DTSC under California Health and Safety Code Section 25257(d) should logically begin by
looking at those two questions.

Another issue that arises relative to trade secrets is whether the information is readily ascertained by
proper means (e.g. reverse engineering). If information can be readily determined through legitimate
analysis or examination and study of a product, that information is probably not a trade secret.

Thus it would be reasonable to approach the question of supporting a claim of trade secrecy by asking
the submitter to provide information relevant to items (1) and (2) above and relevant to the difficulty of
discovering the information through analyzing the product. Much of the current draft regulation in
Section 69510 is not needed in order to show that submitted information meets the definition of a trade
secret under California law, and those items should not be required of the person (company) claiming
the trade secret rights.

Further, given that under Section 69510(f) of the draft regulations trade secret protection may not be
claimed for information identifying or describing a hazard trait exhibited by a chemical or chemical
ingredient, there is no reason why the lengthy and intrusive list of questions in the draft regulations is



necessary. Answering all of those questions for each trade secret claimed will be a burden requiring
needles expenditure of resources by trade secret owners, adding to the cost of consumer products.

It is worth pointing out that the California statute which the draft regulations purport to implement
states in Section 25253(c):

(c) The department in developing the processes and regulations pursuant to this section shall
ensure that the tools available are in a form that allows for ease of use and transparency of
application. The department shall also make every feasible effort to devise simplified and
accessible tools that consumer product manufacturers, consumer product distributors, product
retailers and consumers can use to make consumer product manufacturing, sales, and purchase
decisions.

The current draft regulations fail to fulfill the aspiration set forth in the statute. In their treatment of
trade secrets, they do not ensure a process that is easy to use, nor are they simplified tools that
manufacturers, distributors, retailers, and consumers can use.



October 11, 2012

Krysia Von Burg, Regulations Coordinator
Regulations Section

Department of Toxic Substances Control
P.O. Box 806

Sacramento, CA 95812-0806
gcregs@dtsc.ca.gov

Re: Comments on the Safer Consumer Products Proposed Regulation, Dept. Ref. No.
R-2011-02, Office of Administrative Law Notice File No. Z-2012-7017

Dear Ms. Von Burg:

On behalf of the American Forest & Paper Association (AF&PA), we respectfully
submit the following comments to the California Department of Toxic Substances Control
(DTSC) regarding the proposed Safer Consumer Products (SCP) draft regulations issued on
July 27, 2012.

AF&PA is the national trade association representing pulp, paper, packaging and
wood products manufacturers, and forest landowners. Our companies make products
essential for everyday life from renewable and recyclable resources that sustain the
environment. The forest products industry accounts for approximately 5 percent of the total
U.S. manufacturing GDP. Industry companies produce about $190 billion in products
annually and employ nearly 900,000 people. The industry meets a payroll of approximately
$50 billion and is among the top 10 manufacturing sector employers in 47 states. In
California, the paper industry employs nearly 23,000 individuals at 489 manufacturing
facilities, meeting an annual payroll of over $1.6 billion. The estimated state and local taxes
paid by the forest products industry totals $318 million annually.

AF&PA has worked with the Green Chemistry Alliance (GCA) in the last few years to
provide the DTSC with data and expertise to assist in developing regulations that will lead to
safer consumer products and avoid unnecessary obstacles and burdens to businesses. We
appreciate the opportunity to highlight our concerns on recycled materials and food contact
material at the DTSC public hearing held on September 10, 2012. We believe DTSC has
made some positive revisions to the proposed regulation. However, we believe more
changes are needed for this to be a viable program.

Appropriate Analysis on Environmental and Economic Impacts

AF&PA requests that DTSC complete a proper California Environmental Quality Act
(CEQA) review before this regulation moves forward. In March 2008, DTSC issued a CEQA
Notice of Exemption on the SCP (DTSC 1332 (03/04/08)). CEQA requires the state to follow
a protocol of analysis and public disclosure of environmental impacts of proposed projects



and adopt all feasible measures to mitigate those impacts.t Contrary to what is claimed by
DTSC in the Notice of Exemption, we believe the regulation could have a significant
environmental impact. As we explain in more detail below, we believe the SCP could have a
significant environmental impact, as it would create a disincentive for manufacturers to use
recycled feedstock and could deter efforts to increase paper recovery in California. We
believe DTSC has not used its best efforts to make a thorough investigation, instead
suggesting that the CEQA review will be done at a later time “during implementation of the
regulatory program.” The suggested future environmental review does not excuse DTSC'’s
requirement to adequately analyze the reasonably foreseeable significant environmental
effects of the proposed regulations.

In addition, the DTSC’s Economic and Fiscal Impact Statement and Economic
Analysis on the SCP is inadequate and lacking any substantive information about the real
costs of the proposed regulations to California, consumers, or the regulated community.
DTSC states that the economic and fiscal impact of the regulation is unknown and will be
guantifiable only after the regulation is implemented and operating. The open-ended and
undefined requirements that DTSC has included in the proposed regulations are
unacceptable. It also is unacceptable for DTSC to finalize these regulations without knowing
and understanding the actual cost of the regulations and the effect on businesses and jobs in
California. We strongly recommend that the regulation be tailored to ensure that responsible
party compliance with this program does not lead to excessively burdensome economic
effects that could unintentionally result in perverse incentives for jobs to leave the state and
for citizens to be deprived of safe and beneficial products that are legally marketed
throughout the rest of the US.

On October 1, 2012, Senator Rubio and 15 Senate and Assembly members sent a
letter to Governor Brown requesting that California withhold submission of the proposed
regulations to the Office of Administrative Law until DTSC conducts an economic analysis
that complies with the requirements set forth in the recently enacted SB 617 (2011). AF&PA
agrees with Senator Rubio that this is not the economic climate to be crafting a regulation
that has significant uncertainty on how it will effect businesses of all sizes and jobs in
California. AF&PA requests the DTSC to conduct an economic analysis on the SCP that
complies with the requirements in SB 617, and withhold the proposed regulations until that
analysis is complete and stakeholders are given an opportunity to comment.

Scope of the Program

It ultimately is DTSC'’s responsibility to strike the proper balance between the scope of
the program and the resources available to achieve success. A program that takes on more
than it can achieve is unsustainable and will produce little to advance public health and
environmental protection.

We are pleased that the Department has chosen to focus the program initially by
limiting the regulation to five Priority Products. We believe this is a practical approach that will
enable the Department to steer the program, learn what works best, and make adjustments

1 public Resources Code Section 21080, 14 Cal. Code Regs Section 15357.

2



accordingly. However, the regulatory scheme DTSC has proposed still is in excess of what
the initial phase should be, and far in excess of that which it has resources to support. We, in
concurrence with the GCA, strongly recommend DTSC consider a more focused program
concentrating on the substances in consumer products that pose true risks for human health
and the environment, based on risk, considering hazard, exposure and the likelihood of harm.
We believe that a more focused approach in the regulation would address the practical
problems raised by the scope and complexity of the draft.

One of the more concerning aspects of the proposed regulation is the discretion the
Department gives itself to implement the program. The Department allows itself considerable
discretion for decisions without providing sufficient clarity for the regulated community to
understand what they must do to comply with the regulation.

Recycled Materials

We commend the DTSC staff for its efforts to revise these regulations so they are
workable for businesses. Despite this work, the latest version of the SCP regulation largely
ignores the input of those who design, manufacture and sell recycled content products in
California, will deter efforts to increase paper recovery, and is out of step with regulatory
approaches used in other states and internationally.

Paper recycling is one of the nation’s great environmental success stories and AF&PA
is a leader in promoting paper recovery and recycling. In 2011, a record-high 66.8 percent of
the paper consumed in the U.S. was recovered for recycling. Paper and paperboard
recovery has increased 81 percent between 1990 and 2011. Paper recycling reuses a
renewable resource that sequesters carbon and helps reduce greenhouse gas emissions. In
addition, in 2011 the amount of paper that was recovered for recycling saved 174 million
cubic yards of landfill space.

In keeping with the forest products industry’s legacy as a leader in sustainability, in
2011 AF&PA launched the Better Practices, Better Planet 2020: Continuing AF&PA’s
Commitment to Sustainability initiative. As part of this initiative, the industry has set a goal to
further increase paper recovery for recycling to exceed 70 percent by 2020 and will work with
communities, businesses, and schools to reach this goal.

The draft proposal explains that the DTSC may specify a higher alternative analysis
threshold if the source of the chemical of concern is a “contaminant in recycled materials” and
meets other criteria including the chemical “cannot reasonably be removed from the product.”
We appreciate that the proposal includes an option that the DTSC may ease the alternative
analysis threshold level for recycled feedstock, but we are requesting an exemption for
recycled feedstock to prevent a host of unintended consequences. These include
unnecessary costs and burdens that will discourage manufacturing of products that use
recycled feedstock without creating environmental or public health benefits, including
increased compliance costs to detect even de minimis amounts of chemicals.

AF&PA is concerned this provision will impose a disproportionate burden on those
who use recycled feedstock, will create a disincentive to using recycled feedstock, will
decrease demand for recycled feedstock where virgin fiber is an alternative raw material and
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will ultimately be counterproductive to recycling programs. Added costs to manufacturing of
recycled content products created by this regulation could lead to more material being
landfilled, and will hinder the state’s ability to achieve its ambitious new 75 percent recovery
goal by 2020. Exempting unintentionally added chemicals from the regulation’s requirements
is consistent with other state, federal and international chemical regulatory policies.

Regulatory Duplication — Exemption for Food Contact Materials

The statute is firm on the issue of regulatory duplication, stating that the Department
should not supersede the authority of other agencies and that the Department shall not
duplicate or adopt conflicting regulations for products already regulated.? It appears that this
proposal goes beyond the statute to assert the Department can regulate a product if it
believes it would provide a higher level of public health and environmental protection by
regulating the product under the SCP. If the potential health or environmental impact from
the chemical in the product is regulated by another agency, by definition any action by the
Department would be regulatory duplication, which is prohibited by the statute.

AF&PA requests a clear exclusion for food contact materials from the SCP. AF&PA
believes that food contact materials are already fully regulated by a comprehensive federal
regulatory schedule that ensures the safety of these materials for the public health and the
environment throughout the full life cycle of the materials. Further regulation of these
materials by DTSC under the Green Chemistry Initiative (GCI) would be duplicative and in
conflict with the existing federal regulatory scheme. The GCI specifically prohibits regulatory
duplication or conflict with existing or pending regulations of other Agencies that are
consistent with the initiative’s purposes. An additional layer of state regulation will inhibit
technological innovation and the development of safer and more environmentally friendly
food packaging materials, and, ultimately, could even force safe packaging materials out of
the California market.

California should focus the SCP regulation on products not already subject to thorough
regulations. Since the U.S. Food and Drug Administration’s (FDA) regulatory system is
already in place, the regulation would do nothing to further protect the public. According to
DTSC's Initial Statement of Reasons, the GCI intends to address what it believes is a
“structural weakness” in the federal Toxic Substances Control Act (TSCA). Further regulating
food packaging which is already fully regulated by FDA will not achieve GCI’s policy goals
and is unlikely to result in safer consumer products.

The safe use of food contact materials (FCM) is not regulated by TSCA, but rather the
Federal Food, Drug, and Cosmetic Act (FDCA). The FDCA provides for a robust regulatory
structure to protect the safety of the public health and environment. The FDA employs more
than 30 chemists, toxicologists, and other scientific staff, for the sole purpose of evaluating
the safety and environmental impact of chemicals in FCMs. With all of the decades of
experience this team has, it would be wasteful, from both a policy and resource perspective,
for DTSC to attempt to duplicate this system. The GCI product mandate is broad, addressing
almost all consumer products on the market. Thus, considering the scientific and technical

2 GCI Section 25257.1(c) states, “The department shall not duplicate or adopt conflicting regulations for product
categories already regulated or subject to pending regulation consistent with the purposes of this article.”
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complexity of evaluating FCMs, DTSC should defer to the reasoned and scientific judgment
of FDA.

One of the reports that helped shape the underlying policies to GCI was Green
Chemistry in California: A Framework for Leadership in Chemicals Policy and Innovation.2
The report identified three information gaps in federal chemical policy: (1) a data gap, based
on a lack of information on which chemicals are safe and what products contain them; (2) a
safety gap, based on the rationale th