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Background

In 1997, the Governor signed into law Senate Bill 1320 (Sher 1997). The language is now
incorporaled inlo Health and Safety Code Seclion 57004. The slatute requires the six CallEPA
arganizalions " to submit for external scientific peer review all proposed rules that have a
scientific basis or componenis.

The guidance described helein was developed 1o implementi the siatule requirement far the
Calitornia Siale Water Resources Cantrol Board and nine Regional Water Quality Control Boards,
This original Waler Board focus in no way limits ils use by all Cal/E PA organizalions, for which i
1s now intended. In fulure updales, references and examples relating 10 media topics beyond
waler quality will be included ii considered usetul.

These guidelines also shall apply 10 all subjecis chosen foi exiernal peer review, whether or not
they are subjec! 1o the sialule requiremeni, as described below. Reviewe! candidales for all
reviews musl meel the same no conflict of inleres! provisions.

The Statule Requirement for External Scientific Peer Review

The language trom Heallh and Salely Code Seclion 57004 1hal relales 1o exlernal scientific peer
1eview is provided here as Atlachment A. It defines 1he essence of oui challenge, and describes
the responsibililies of both 1the organization requesling the review, and ihe reviewers, As noted,
the 1equirement 1efers to all proposed rules 1that have a “scienlific basis” o1 “scienlific portions,”
and lhese phrases are defined in the code. The "agency” reterred lo is CallEPA The siatute
noles 1hal no Cal/lEPA organization shall 1ake any aclion 1o adaopl the final version of a rule unless
several conditions are mel. One of these is thal “The board, department or office submits the
scientific portions of the proposed rule, along with a statement of the scientific findings,
conclusions, and assumptions on which the scientific porlions of the proposed rule are
based and the supponring scieniific data, studies, and other appropriate materials, to the
external scientific peer review entity lor its evaluation.”

With respect 1o proposals invoiving water quality objeclives, we inlerpret Ihis 10 include the
soundness of the scientific basis of the objectives themselves, and the coniext in which they are
10 be implemenied.

The peer review process described in Ihese guidelines includes independent ideniification of
exiernal peer reviewer candidales by an oulside party. This is achieved through a conlraciual
anangemeni Cal/EPA has with the Universily of California, Berkeley. All candidales must
compleie and sign a Conflict of Interesi (COI) Disclosure form ihat is reviewed by an independent
enlily idenlified by CallEPA. Only approved candidales can serve as exlernal peel 1eviewers.

(1) Air Resouices Board: (2) Depariment ol Peslicide Regulation, (3) Department ol Toxic Substances
Contral; {4) Integraled Wasle Managemenl Board; {5) Otfice ol Enviranmenial Heallh Hazard
Assessmenl; and {6) Stale Water Resources Conliol Board and nine Regional Waler Quahly Conliol
Boards
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Do all Proposed Rules or Amendments with Scientlfic Components Require Scientific Peer
Review?

Sometimes the answer is No, peel review is not needed, or, at least, not for all of it. A Cal/lEPA
document provides some assistance for making this decision. It is titted, Unified California
Environmental Prolection Agency Policy and Guiding Principles for Extemal Scienlific Peer
Review, March 13, 1998 (Cal/EPA Guiding Piinciples) It notes that there are several
circumslances where work products do not require peer review under SB 1320 (Health and
Salely Code Section 57004), including the following:

A paricular work'producl thal has been peer reviewed wilh a known record by a
recognized experl or experl body. Addilional review is nol required if a new
application of an adequalely peer reviewed work product does nol depari
significantly from ils scientitic approach. These lypes of work producls would
include slandards developed by the U.S. EPA, which Cal/EPA adopls. These
U.S. EPA slandards are presumed to have been sufficienlly peer reviewed unless
additional peer review is required by law.

The "USEPA standards” are those that appear in a final (not draft) EPA document, which is
understood to have met EPA adoption requirements. That is, the draft document was sent out {a
sctenltic peer review, and the final document satistaclorily addressed teviewers' comments, as
EPA considered appropriate and necessary.

Note the caveat to this and other polenﬁal exceptlons described in the “Implementing
Language” section below.

Consideration Should be Glven to Whether the Scientific Basis for'a Specific Rule, Major
Scientific Initiative, or Method not Subject to Health and Safety Code Section 57004 Should
be Submitted for Externai Scientific Peer Review

The Cal/EPA Guiding Princi:ples document identifies such calegories ol work products (pp 6-7), as
described below. The distinguishing feature of these is thal they addiess imporant scientific
topics which woutd have slatewide significance. Examples are as lotlows:

1) Producls that Address Emerging or Coniroversial Issues, Have Significant Cross-
Media Implications, or Eslablish a Significan! Precedent
e g., Application of new scienlific findings in hazardous waste classification.
e.g., Risk assessment methods, development, and findings. (For example, impacts
concerning children or new environmental chemical {ate ransport models that
substantially modity risk ouicomes.)

2}  Scientific Products thal Support Regulalions, Standards, or Rules
e g, Critical technicat guidance documents tor the regulated community.
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3)  New Decision Criferia, Analytical Tools, or Models of Significance or Changes in
Assessmenl Methodologies fo be Used Roulinely in Risk Assessment
e.g., Significant new or revised models and othe! techniques designed to predicl
exposure, simulaje transpori, etc.
e.g., Changes or innovations in analytical measurement techniques lor poliulants.

Work Products Not Requiring Peer Review

The Cal/EPA Guiding Principles documeni refened 1o above noles thal lhere are several
circumstances where peer review is not 1equired under Heallh and Salety Code Section 57004.
These are in addition to Ihe EPA standards example given in the section above litled, Do All
Proposed Rules . . .. Peei review is not reguired Jor permils, variances, enforcement actions,
and similar types of aclivities, unless they are accomplished through rulemaking.

il'fnplemenii'ng Language Must Be Submitied For External Review

The context in which the "science” is 1o be applied must be understood by the 1eviewer. With
respect to water quality objeclives, thei implemenlation in a proposed rule is an integral part of
the rule’s scienlific basis. This use of the objectives mus! be submitted lor external review even if
the objectives themselves had previously been accepted as scientifically sound.

For example, proposed numerical water quality objectives 1o recreational shellfish harvesting
waters may be idenlical lo lhose recommended by the Califoinia Depanimeni ot Heallh Services
and the U.S. Food and Drug Administration. Pee! review could be assumed lo be not needed.
However, these numbers are integral to a specific sampling strategy and stalistical context and, if
any of the associaled paramelers are different in the regulalory action proposed lor adoption a
peei review must be perdormed.

For a Water Board Basin Plan Amendment o1 example, the mateiial 1o be reviewed must include
the amendmenl language. Where some uncenainty exisls, statf should contact me in writing, 1
may seek input from legal counsel, before responding in wriling ior the pro;ect record.

The Decision 1o Requesi External Reviewers: Who is Responsible?

Management in the Cal/lEPA organizations is 1esponsible for deciding whether o1 not a proposal
should be submitted lor external scientific peei review. Management must be familiar with and
have approved the detail ol Ihe request letler and its attachments, desciibed below. One ol the
atlachments highlights the essential scientific lopics to be 1eviewed and commented upon,

Another reason jor ensuring that the proposal is a solid product with committed organization
suppori is that a considerable effort is direcled to identitying willing and conflicl-ol-interest Iree
candidates who are noted expenris in then fields. Candidates aie diawn lrom academlc
institutions across the country.

The exiernal review is nol a time Jo1 seeking technical advice The process is nol a collaboralion
The proposed rule sent oul for external review is diat final and based on sound scientific
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principles, in the best professional judgment ol managemen! and stafl. The proposal must be
clearly expressed and based on defensible logic.

Stafl are encouraged 1o find colleagues who are preparing, or who have prepared, similar
requests 1o gain fiom an exchange ol ideas. Also, other eniities within the organization making
the request will have a role in review of the proposal in the path leading to adoption. Inform them,
including legal counsel, aboul the intended proposal and solicit comment as necessary.

If a decision is made that peer review is nol necessary, that conclusion must stand up lo future
challenge which could stop the proposed aclion in its tracks. A successtul challenge would result
in initiation of the peer review process. All of this could add months 1o the original adoption
schedule. The decision 1o go ahead wilth peer review, or nol, should be well thought out.

The external scientific peer review should take place and changes made which siafl consider
necessary, before documenis are sent out for public comment. Demanding schedules somelimes
require both reviews to take place simullaneously. Avoid this if possible.

Signing the Reguest for External Reviewers

Within the Stale and Regionat Waler Boards, the level of the person signing the request has been
lefi 10 the discretion ol the respective organizalions. Some prefer thal the Executive Officer or
Assistan! Executive Officer sign. Al the minimum, the request should be signed by the second
supervisary level or above.

The requesl includes a clear and detailed description of the scienlific basis of the proposal, and it
highhghts the individual topics thal later will be the focus of each reviewer's altenlion. Those
lopics, the commenis on them by noled experis, and subsequent Cal/EPA organization response
all will become part of the public record and the administrative record which is the legal basis for
a Cal/EPA organization aclion

This signoff by management is the most effeclive and consistent way of ensuring that staff and
managemeni are equally familiar with the details of the request. The reference 1o consistency is
based in pari on an observed flux in siafl in the organizations, which has shown that the peer
review mandale and the details lor carrying i out continues to be a new learning expelience for
many. The need for management signature is based also on the assumplion that management is
tamiliar with the peer review process and will provide guidance to stafl, as necessary.

Submitting the Request for External Reviewers

The request is inttialed by writing a letter 1o me with the inlormation listed below. Il should be
seni in draft email form, wilth three attachmenis.

This drafi can be sent by stafl afier management review. The leller tself will:

(a) desciibe the purpose of 1he requesi, noting 1hal it the proposal for review is intended tor
eveniual adoplion, the proposed adoption date will be Wdentified
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{b) indicale the date the documents will be ready for review, and your preferred period of review (I
suggest 30 days). Please be as accurale as you can aboul document availability Ofien,
reviewers agree 1o do the work wilhin a cerlain time frame,

{c) emphasize the imporiance of keeping to the review schedule. {As noted above, the external
scientific peer review should take place before the public comment period.)

{d) recommend the kinds of experlise stafl believes is appropriate for the review (Highlight the
experiise considered essential); Recommendations for reviewers are not permitied.

{e) provide lhe name, phone number, and e-mail address of the stafl contact for the projecl.

The three attachments will provide the information described below:

Attachmen! 1: A plain English summary ol the proposal, which is intended for fulure organization
action. This could be done on one page.

Altachment 2: The scientific issues you want the reviewers o address and comment on
The following two paragraphs will precede the list of scientific issues:

“The staiuie mandale for external scientific peer review (Health and Salety
Code Seclion 57004) states {hal the reviewer’s responsibility is to determine
whether the scientiific portion of the proposed ruie is based upon sound
scientific knowiedge, methods, and praclices.

We request that you make this determinatlon for each of the following issues
that conslitute the scientific basis of the proposed regulatory action. An
explanalory stalement is provided for each issue to focus the review."

The loliowing paragraph must be added here it a proposed rule is not the subject
of review: “For those work products which are not proposed rules, reviewers
musi measure the quality of the product with respect to the same exacting
standard as il it was subjeci to Health and Safety Code Section 57004
requirements.”

An exptanaiory paragraph or two must be provided to the reviewels lor each issue
you are presenting 1o them. This will make it much easier for reviewers 10 know
what your challenge is, and how you have addressed il.

The las! scientific issue should be followed by this stalement lo ensure the
reviewel is given an opporiunity to comment on the proposed Board aclion as a
whole: ’

“The Big Picture

Reviewers are nol limited 10 addressing onty the specilic issues presented
above, and are asked 1o contemplaie the following quesiions.
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{a) Inreading the statf technical reports and proposed implementation
language, are there any additional scientific issues that are parl of the
scientific basis of the proposed rule not described above? i so,
please comment with respect to the statuie language given above.

{b) Taken as a whole, is the scientific portion of the proposed rule based
upon sound scientific knowledge, methods, and practices?

Reviewers should also note that some proposed actions may rely
significantly on professional judgment where available scientific data are
not as extensive as desired to support the statute requirement for absolute
scientific rigor. In these situations, the proposed course of action is
favored over no action.

The preceding guidance will ensure that reviewers have an opportunity to
comment on all aspects of the scientific basis of the proposed Board
action. Atthe same time, reviewers also should recognize that the Board
has a legal obligation to consider and respond to all feedback on the
scientific portions of the proposed rule. Because of this obligation,
reviewers are encouraged to focus feedback on the scientific issues that
are relevant 10 the central reguilatory elements being proposed.”

An excellent example ol the suggesied formal is altached (Allachment B 1o this
guidance). It describes a proposed site-specific objective. Nole that queslions are
not asked. Independent scientific peer review is nol a vehicle for seeking technical
advice.

A lisling of people who have paricipaled in the development of the proposal. The
intent here is to identity academicians and ofher researchers from any of the
California university syslems, public or privale, and outside them, lhal have
pariicipaled in any stage ol projec! development. The peer review sialule forbids
any such parlicipant lrom taking pan in the review. So we wani 1o know who they
are: "No person may serve as an exiernal scientific peer reviewer for the
scientific portion of a rule if that person participated in the development of
the scientific basis or scientific portion of the rule.”

How Long will it Take to Have Reviewers Identified and Cleared for the Review

Assignment?

The period of time from my receipt of the final request o my contacling you laler with names of
approved reviewers, can range up to two months. This covers the period for finding candidales
by the University of Calilornia (UC) Project Director; completing the COI Disclosure form and
review by an independen! entily. The UC Project Director and | receive a leller irom the
reviewing authority indicating whether or not the candidates have passed the test. | a candidate
has nol been approved, a search for a ieplacement with comparable experlise is initialed. On
ihese occasions, the lwo-month period could be exceeded.
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What Happens After the Draft Request is Submitted?

I will review the drafi o ensure that all the required topics are covered and Ihal they are clearly
presented to minimize questions ol clarification by lhe UC Project Director, potential reviewer
candidales, and selecled revieweis once the review is underway. This reading of the drafi will be
done guickly. Afier the 1eview, | will contact the person who sent the requesl, suggest changes if
any are thought lo be necessary, and ask thal the final request {letter and three altachments) be
senl lo me elecironically with a signed, haid copy in the mail to follow. Then | will send Ihe
electronic copy 1o the UC Pioject Director. This person is nol identified in this guidance lo
emphasize the imporiance of ihe independence afiorded the University in selecling reviewers lor
CallEPA following sirict conllict-ol-interest considerations.

The UC Projeci Direcior sends the same request inlormation 1o polential reviewer candidates.
This opens a communication to determine if the candidales are inleresled and qualified. Once
suilable candidatles are identified, they are asked 1o complele and sign the COIl Disclosure form.,

My Response Letter to You

When candidales aie appioved as reviewers, | will wrile a lelter 10 the CallEPA organization
represeniative who 1equesled the exiernal reviewers. The letter will idenlity reviewers and
provide conlacl and biographical information. An example of this lelier is included here as
Allachmeni C. From this poini lorwaid, all subsequent communicalions will be direclly belween
the organization requesting the review, and the reviewers.

My lelter will tell you 1o contact reviewers immediately, and lel them know you have been
informed thal they have been approved as reviewers. The letler also will tell you 1o lel them know
your laiesi schedule lor sending the review malerials 1o them. Keep them current on changes to
lhis schedule. Then accepiance of the assignmeni oflen is conditional upon the original -,
schedule, so you will have lo delermine il changes are acceptable lo them. Keep me informed of
significant schedule changes as 1 am sometimes contacted by the Universily or the reviewers
when delays occur.

Providing Guidance {o Reviewers

Your second conlact with 1eviewers will take place when you send them Ihe material to be
1eviewed. A covel letter and attachments providing guidance 1o the reviewers must accompany
this material The Ihiee allachments oiginally senl with the letter of request lor 1eviewers must
be included wilh this cover lelier. The reviewers must clearly understand Ihat Ihe locus of the
review will be the topics ideniified in Allachment 2. Reviewers should have been sent this
information by the UC Pioject Ditector during the initial search for candidailes. Regardless, it now

should be sent directly lrom the Cal/E PA arganizalion o provide direction and conlexi for the
1eview.

Reviewers' Responsibility

From Health and Salety Code Section 57004
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“The external scientific peer review entity, within the timeframe agreed upon by the board,
department, or office and the external scientific peer review entity, prepares a writlen
report that contains an evaluation of the scientific basis of the proposed rule. If the
external scientific peer review entity finds that the board, depariment, or office has failed
to demonstrate that the scientific portion of the proposed rule is based upon sound
scientific knowiedge, methods, and practices, the repori shall state that finding, and the
reasons explaining the finding, within the agreed-upon timeframe.”

Response to Reviewers: Cal/EPA Organization Responsibility, and Flexibility in Response
From Health and Salety Code Section 57004:

"The board, department, or office may accept the finding of the exiernal scientific peer
review entity, in whole, or in part, and may revise the scientific portions of the proposed
rule accordingly. if the Board, department, or office disagrees with any aspect of the
finding of the external scientific peer review entity, it shall explain, and include as part of
the rulemaking record, its basis for arriving at such a determination in the adoption of the
final rule, including the reasons why it has determined that the scientific portions of the
proposed rule are based on sound scientific knowledge, methods, and practices.”

Such a determination and supporting rationale must be brought 1o the attention of the Board,
Depariment, or Office at the time the Rule is proposed for adoption. In adopting the proposed
Rule, the Board, Department, or Office would be concurring with staff’s rationale

Additional Information: Questions and Responses
1. How many reviewers are assigned to a project?

The complexity of 1he proposal and essential experlise identified tor its review will provide a
basis for the number of reviewers identified for a proposal. The number assigned, and the
experlise, is delermined by the UC Project Director afier careful consideration ol the
iormation provided in the request letter and its attachments, For Water Board proposals, the
number of reviewers has ranged from one lo eight

2. Do reviewers interact with one another as a committee?

Normally, reviewers act independentiy and are not organized as committees. This has proved
to be the mosl efficient way of getting the Walter Boards the miformation they need as they
move forward to consider adoption of 3 science-based regulation. Committees can be
tormed, but the potential need lor members 1o inleract would extend the suggested 30-day
review perod. '

3. Does a CallEPA organizatlon have any right to reject a reviewer if it feels that person is
not appropriate tor the assignment?

Page 8 of 22



The Regenis of the Universily ot Calilornia, Berkeley
SWRCB Coniraci #: 11-135.240
EXHIBIT A, ATTACHMENT 2

Calitornia Environmental Protection Agency (Cal/EPA)
External Scientific Peer Review Guidelines
Gerald W. Bowes, Ph.D

November 2006

As noted in (1) above, Ihe University Project Director identifies reviewer candidates based on
the information provided in the ielter of request for 1eviewers. This includes a desciiption of
recommended reviewer experiise. If the requesting organization feels thal essential expertise
is not represented by the identified reviewers, then | should be inlormed in wiiling with the
reasons for this conclusion. | will forward this statement to the Universily Project Director and,
it justification is sound, an additional reviewer will be found foi the assignment

Are discussions between staff and reviewers permissible?

No. There is one exception - the reviewers' need for clarification of cerlain aspects of the
documenls being reviewed, where this need has been expressed Clarification questions and
responses to them must be fransmitted in writing. These communications will become par ot
the adminisirative record. Independent peer review is chaiacierized by no interactions, o1 a
limited number of them. The organization requesting independent review should be careful
that stafi-reviewer communications do not become a collaboration, o1 aie peiceived by others
to have become so. The reviewers are nol lechnical advisors.

If a proposal has been revised significantly, and a Cal/EPA organization wants it
reviewed agalin, can the organization send it back to the same reviewers {or another
look?

No  This could unintentionally lead to collaboration, or the appearance ot such, which must
be avoided. Write me a letler stating the nature ot the changes and identity the ariginal
reviewers Add anything else thal is relevant to the revision. | wilt contact the UC Project
Director and transmit the justification for the request The Projec! Director will decide who
should review the revised documenis. it diflerent trom the original revieweis, each would
have to complete a COI Disclosure form. | wili contact you afier this decision has been made.

Do we need 1o respond to reviewers?

As a matier of courlesy, the Cal/EPA organization should acknowledge rece:pt ot the
commenls and thank the reviewers for taking time lo review the scientfic basis of the
proposed rule or other work producl

Reviewers also will be interested to know how the organization responded 1o then
commenis. As required by statute, the CallEPA oarganizalion can agree with critical
comments, and make adjusiments to meet this criicism, or it can disagiee, but it 1s required
10 staie why for each point of contention, the organization’s propesal i1s based on sound
scientific principles

It the organization provides this follow-up informalion 1o the reviewers, | tecommend that it
be done when the proposal has been revised as necessary, and il 1s ready 10 be sent out lor
pubhc comment This courlesy communication 1o reviewers 1s nol meani 1o establish a
dialogue o1 collaboration thal could influence subsequeni Board action
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if we are asked for a copy of reviewers’ comments, at what point in the process shouid
they be released?

Legal counsel advises thal reviewers' commenls are a matter of public record at the time
they are received by the CallEPA oi1ganization, and should be given to a requestor al that
time. .

Cal/EPA staff may feel more comiortable by first preparing responses o the comments and
adjusting the proposed rule or work product as necessary prior lo release for public
comment, before releasing the comments. Stall may suggest this as an alternative to a
requestor. However, if this person wanis them upon receip! by the Cal/E PA organization, the
review comments musi be provided al that ime.

if a reviewer sends an invoice with a copy of the review to the CallEPA organization
requesting the review, what shouid be done with the invoice?

The CallEPA organization should keep the review, bul retuin the invoice 1o the reviewer.

All reviewers previously have been instructed that upon completion of the assignment, they
shall send one 1uil set copy of the peer ieview directly to the CallE PA requesting organization
and one full set copy to the UC Project Dinector. The reviewers shall only send their invoices
direclly to the UC Project Director for review/appioval and not to the CallEPA organizations.
The UC Project Director will authorize payment for completed reviews.

Shouid there be any contact between Cal/EPA organizations requesting a review and
the UC Project Director, at any time?

No. This person is a neutral third party whose responsibibity 1t is to identity reviewer
candidates based on matenal prepared by a Cal/EPA organization. The strength of our peer
review process is the independence afiorded this individual. This keeps Cal/EPA
organizations Iree of any peiceplion that they might influence selection of reviewer
candidates for the current proposal and those in the future

Gerald W. Bowes, Ph.D.

Staff Toxicologist (Sup.)

Manager, Toxicology and Peer Review Section
Division of Water Quality

State Water Resources Control Board

1001 | Street

Sacramento, CA 95814

Telephone: (916) 341-5567

FAX: (916) 341-5463

Email gbowes@waterboards.ca.qov
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Health and Safety Code

§57004. Scientific Peer Review
(a) For purposes of this seclion, 1he following terms have the {ollowing meanings:
(1) "Rule” means either of the following

(A) A regulation, as defined in Section 11342.600 of ihe Government Code,

{B) A policy adopted by ihe Slale Water Resources Control Board pursuant 1o the Porler-
Cologne Water Quality Control Act (Division 7 (commencing with Section 13000) of
the Water Code) that has the effect of a regulation and that is adopled in order 1o
implement or make efieclive a slalule.

(2) "Scienlific basis” and "scientific porlions” mean those foundations of a rule thal are

premised upon, or derived from, empirical data or other scientific findings, conclusions, or
assumptions establishing a regulatory level, standard, or other requirement for the
protection of public healih or the environment.

{b) The agency, ot a board, deparimenl, or office within fhe agency, shall enter into an agreement
with the National Academy of Sciences, the University ol California, the California State
University, or any simifar scientific instilulion of higher learning, any combination of those
enlities, or with a scienlist or group of scienlisis of comparable stature and qualifications that
is recommended by ihe Presideni ol the University of California, to conduct an external
scienlific peer review of the scienlific basis for any rule proposed for adoption by any board,
deparimeni. or office within the agency. The scientific basis or scientific porlion of a rute
adopled pursuani lo Chaplet 6 6 {commencing with Seclion 25249.5) of Division 20 or
Chapter 3.5 {commencing wilh Seclion 39650) of Division 26 shall be deemed to have
complied wilh 1his section il it complies wilh the peer review processes eslablished pursuani
to these sialutes.

(c) No person may serve as an exiernal scienlific peer reviewer for the scienlific ponion of a rule
if thal person participaled in 1he developmeni of the scientific basis or scientific poriion of the
rule.

{d) No board, deparimeni, o office within the agency shall 1ake any action to adopi the final
version of a rule unless all of 1he following conditions are met:

(M

(2)

The board, departiment, ol office submils the scientific portions of the proposed rule, atong
wilh a siatemeni of the scienlific findings, conclusions, and assumplions on which the
scientific porlions ol ihe proposed rule are based ard the supporling scientific data,
studies, and other appropriate materials, 10 the external scienfific peer review enlity for ils
evaluation.

The exlernal scienlific peer review entity, within the timeframe agreed upon by the board,
deparimenl, or office and the exlernal scienlilic peer review enlily, prepares a writien
reporl 1hal contains an evalualion of the scienlific basis of the proposed rule. if the
external scientific peer 1eview entily finds that the board, depariment, or office has failed
o demonsirate thal the scientific porlion of the proposed rule is based upon sound
scientific knowledge, meihods, and practices, the reporl shall stale that finding, and the
reasons explaining ihe finding, within the agreed-upon timeframe. The board, depariment,
or office may accepl the finding of ihe exiernal scientific peer review entity, in whole, or in
parl, and may revise lhe scienlific porlions of the proposed rule accordingly. i the board,
deparimenl, ot office disagrees with any aspect of ihe finding of the external scientific
peer review enlity, it shall explain, and include as parl of the rulemaking record, its basis
for arriving al such a delerminalion in the adoplion of the final rule, including the reasons
why il has delermined thal ihe scienlific porlions of the proposed rule are based on sound
scienlific knowledge, methods, and praclices.

{e) The requiremenls of this seclion do not apply 10 any emergency regulalion adopled pursuani
1o subdivision (b) of Section 11346.1 ot the Governmenl Code.

i) Nothing in this seclion shall be inleipteled 1o, in any way, limil the authorily of a boaid,
deparimenl, ot office within the agency 1o adopi a rule pursuani 1o the requirements of the
slalule ihal authorizes ot tequires the adoplion ol the rule.
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The Regents of the University of California, Berkeley
SWRCB Conftract # 11-135-240, EXHIBIT A, ATTACHMENT 2

To: Dr. Gerald W Bowes

From: Renee Purdy DeShazo
Staff Environmental Scientist

Re: Request for External Peer Review of Proposed Basin Plan Amendment to Adopt Site-
Specific Ammonia Objectives

Date: Aprit 15, 2004

The Los Angeles Regional Water Qualty Contro! Board (LA Regional Board) requests by
transmittal of this memo that State Board identity and assign reviewers 1o provide external peer
review of a proposed Basin Plan amendment per the requiremenis of Health and Safely Code
seclion 57004

The proposed amendment would incorporate site-specific ammonia objectives (SSOs) for select
inland fresh walers, including various reaches of the Sania Clara River, San Gabrie! River and
its tributaries, and Los Angeles River and its iribularies. The proposed amendment would
change the currenl 30-day average (1e chronic) ammonia objeclive set 1o protect aquatic
organisms for 1his subset of inland fresh walers. (The current Basin Plan objective is based on
US EPAs most 1ecent recommended lederal CWA section 304(a) criteria for ammonia,
published in 1999.) The goal of this amendment is 1o take inlo account site-specific conditions
that may alter the toxicily ol ammonia to aquatic life. The proposed sile-specific objectives are
based on water eflect ratios (WERSs), which take into account the diflerence in ammonia toxicity
observed in loca! water bodies as compared to that observed in laboratory water.

The Los Angeles Regiona! Board at its regularly scheduled meeting on August 5, 2004 will
consider the proposed amendment. The stafl report and supporiing 1echnical reports will be
ready for review by May 3, 2004 Given the importance of this amendment, we request that the
reviewers provide comments within 30 days of receipt ol the staff reporl and supporling
documenls

We recommend that State Board solicit reviewers with experlise in toxicity and water chemistry
and a familiarily with standards development and, specilically, methods for deriving sile-specific
objectives

Addiliona! background information for 1he proposed basin plan amendment is provided in
Altachment 1. Scientific issues to be addressed by peer reviewers are listed in Altachment 2
Individuals involved in development of the proposed amendment are identified in Attachmenl 3

The stafi contact tor this amendment is Renee DeShazo, who can be reached at (213) 576-
6783 or via e-mail at ideshazo@rb4.swicb.ca.gov. Please feel free 10 call me if you have any
questions aboul this request, and thank you tor your assislance.
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PROPOSED AMMONIA SITE-SPECIFIC OBJECTIVES FOR THE L.OS ANGELES, SANTA CLARA AND SAN
GABRIEL RIVERS AND THEIR TRIBUTARIES

Summary of Proposed Action

. Summary

The Regional Board stall proposes an amendment to the Basin Plan to incorporale site-specific
ammonia objectives (SSOs) for select inland fresh walers, including various reaches of the
Santa Clara River, San Gabriel River and ils tributaries, and Los Angeles River and its
iributaries. The proposed amendment would change the current 30-day average (i.e. chionic)
ammonia objectives set to protect aqgualic organisms for this subsel of iniand ftesh waters
(Current Basin Plan objectives ate based on US ‘EPA's most recent recommended lederal CWA
section 304{a) ctiteria for ammonia, published in 1999.) The goal of this amendment is to take
into account site-specific conditions thal may alter the foxicity of ammonia 1o agualic lite. The
proposed sile-specific objectives are based on water eflect ratios (WERs), which 1ake into
accoun! 1he diflerence in ammonia loxicity observed in local water bodies as compaied to thal
observed in laboratory water,

I\, Rationale

In 1999, the US EPA issued an updale to the 1984 Ambient Water Quality Criteria {or Ammonia
(1999 Update). In both ot the critetia documents, the US EPA acknowledged that ammonia
loxicily may be dependent on Ihe ionic composition-of the exposuré water, but the eflecls and
understanding ol Ihese eflects were insufficient 10 allow inclusion of them in the national crileria
denvation The 1999 Updale states that these effects will "have to be addressed using watel-
efleci ratios or othet sile-specific approaches” (US EPA, 1999). EPA acknowledges that it is
possible that WERs tot ammonia migh! be substantially different from 1 if Ihere is an interaclion
wilh other pollutanis o1 if thete is a substantial diflerence in ionic composition (US EPA, 1999,
Appendix 8) Studies cited in the 1999 Update include several studies done to invesligatle ihe
impacts of the 1onic composition of the exposure water on the loxicity of ammonia 1o a number
of species, including Allaniic salmon, 1ake trout, rainbow trout, Ceriodaphnia dubia, and Hyalella
azleca.

The results of these studies indicate that the toxicily of ammonia may be teduced in
waterbodies simiar 1o those found in Soulhern California with high hardness and elevated
concentralions of certain 1ons (calcium, sodium, and polassium). Because the walerbodies in
Los Angeles County are pnmatily efiluent-dominated, the hardness and ionic concentrations in
these walerbodies ate much higher than the concenfrafions found in the laboratory diiution
water used in the studtes Ihat were the basis for.lhe ammonia criteria. For this reason, there is
a potential 1o develop a WER tor ammonia in these waterbodies.

. Methodology

When developing WERs 1or ammonia, the US EPA recommends the procedures outlined in
“Interim Guidance on Delermination and Use ot Water-EHlect Ratios tor Metals” (US EPA, 1994)
The melhodology used lo develop the proposed site-specific objeclives is consislenl wilh Ihis
guidance and wilth US EPA's "Guidelines lor Deriving Numerical National Wate: Qualily Crileria
tot the Proteclion ol Aqualic Organisms and Then Uses” (1985)
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(Original language ediled lo relale stalute requirement
for external scientific review clearly lo lopics that will be subject lo review)

PROPOSED AMMONIA SITE-SPECIFIC OBJECTIVES FOR THE LOS ANGELES, SANTA CLARAAND SAN

GABRIEL RIVERS AND THEIR TRIBUTARIES

Description of Scientific Issues {o be addressed by Peer Reviewers

The statute mandate for external scientific peer review {Health and Safety Code
Section 57004) states that the reviewer’s responsibility is to determine whether the
scientific portion of the proposed rule is based upon sound scientific knowiedge,
methods, and practices.

We request that you make this determination for each of the following issues that
constitute the scientific portion of the proposed reguiatory action. An explanatory
statement is provided for each issue to focus the review.

1. Use of the WER approach along with the "Guidelines for Deriving Numerical Water
Quality Criteria for Protection of Aquatic Organisms and thelr Uses" to develop SSOs

for these waters.

in both ol the 1999 Updale and the earlier 1984 Criteria Document, the US EPA
acknowledged thal ammonia toxicity may be dependent on the ionic composition of the
exposure water, bul the efiects and understanding of these eflects were insufficient to
allow inclusion of them in the national criteria derivation. The 1999 Update states that
these eflects will "have to be addressed using water-effect ratios or other site-specific
approaches” (US EPA, 1999). EPA acknowledges that it is possible that WERs fo
ammonia mighl be substantially different from 1 if there 1s an interaction with other
pollutanis or if there is a substantial difference in ionic composition (US EPA, 1999,
Appendix 39) Studies cited in the 1999 Update inciude several studies done to
investigate the impacls of the ionic composition of the exposure waler on the toxicily of
ammonia o 3 number of species, including Atlantic salmon, lake trout, rainbow trout
Cenodaphnia dubia, and Hyalelia azleca.

The results of these studies indicate that the loxicity ol ammonia may be reduced in
waterbodies similar to those found in Southern California with high hardness and
elevated concentrations of certain jons (calcium, sodium, and potassium). Because the
walerbodies in Los Angeles County are primarily effluent-dominated, the hardness and
ionic concentrations in these waterbodies are much higher than the concentrations found
in the laboratory dilution water used in the studies that were the basis lor the ammonia
crtena. For this reason, there is a polential to develop a WER for ammonia in these
walerbodies

2. Selecting Hyalella azteca as the primary specles and fathead minnow as the
secondary species in the WER study.
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Based on requiremenis in the WER guidance (US EPA, 1884), Hyalella azleca was
chosen as the primary lest species for the siudy.. In the 1999 Updale, the 30-day
average (chronic) criterion was developed based on a limited number of chrenic toxicity
sludies. The mosl sensitive species used in the development of the criterion was
Hyalella azteca (see 1999 Update, p. 76). Uwe Borgmann conducled the chronic study
used in the development of the crileria in 1994. Borgmann also conducled acule toxicity
tesls on Hyalella that indicate that hardness and concenlralions of ceriain ions may have
a significant impact on the loxicily of ammonia 1o Hyaleifa. As requited in The WER
guidance, the endpoint of the Hyalella chronic toxicily test is close 1o, bul not lower than,
the chronic criterion for these walerbodies al Ihe pH values observed in the walerbodies.
The Hyalella acute toxicity endpoint value is higher than the acule crilerion for these
walerbodies: Additionally, initial tesls have demonstraled that the condilions in these
rivers significantly affect the toxicity ot ammonia lo this species. For lhese reasons,
Hyalelia is an appropriate species to use in the development ol a WER for these
waterbodies.

The WER guidance requires that al leasl one fesi be conducled wilh a secondary
species 1o confirm the results with the primary species. Based on a review of the 1999
Updale and olher siudies thal have been conducled and given 1hat all ihe walerbodies in-
question are designated as warm waler habilal (WARM), the secondary species used in
ihe study -was lhe fathead minnow {(Pimephales promelas) The {athead minnow is the
4™ most sensilive species used in the developmeni ol the chronic crilerion in the 1999
Update.

Use of acule tests to develop chronic WERSs.

The magnilude of a WER is likely 10 depend on the sensitivily ol the lesl used 1o
delermine the WER. More sensilive lests aie expecied lo resull in higher WERs and
less sensilive 1esis will resull in WERSs closer 1o 1 (USEPA, 1594). Foi the purposes of
ihis sludy, acute Hyalelia studies are the basis of the development ol the chronic WER.
As expecied, the acute toxicilty tests resulled in a lower WER Ihan the chronic studies.
The resulling SSO is therefore conservalive. Addilionally, 1he shorlel and less cosily
acule studies allowed more studies 1o be conducied. Finally, the acule 1oxicily 1esi for
Hyalelia is a more frequenily used and established les! 1han the chionic loxicily lesl so
ihere are more dala from other laboralories lo compaie to the monitoring resulls, The
WER guidance specifically outlines that the endpoint of the les! is 1the determining factor
for selecling the lesl, nol whether or not the lesl is chronic or acule. As a result,
according 1o the guidance, a WER developed using acule 1oxicily tesls may be applied
io a chronic crilerion and vice versa as long as the endpoinl ol the piimary lest is nol
lower than the criterion being adjusied (see discussion unde! #2 above).

The decisions regarding the sampling design (i.e. sampling locations, frequency and
seasonality). :

The Interim Guidance for the Development of Waler Effects Ralios for Melals (EPA,
1994) specifies the minimum number ot samples and lypes ol samples 1o be collecled
lor the developmeni of @ WER. The guidance iequires at leasl three samples, lwo of
which should be collecied within 1 1o 2 limes Ihe design flow of the walerbody and one
collecied in flows 2 10 10 times the design flow The guidance does nol have specific
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requirements for the numbesr of sampling locations thal are required. The only
requirement is thal the number of sampling locations be “sufficient to characlerize the
site to which the SSO will apply.” To avoid dilution of the site water samples during
toxicity testing, the ammonia concentration in the site waler needs fo be as low as
possible.  This requirement limits the choice ol sampling locations to sites with
sufficienily low ammonia concentrations. Additionally, site access is a_consideration,
especially for wet weather sampling, further restricting the choices of sampling locations.
For this reason, only one location is used for each discharger at a location downstream

of the dischaige.

Samples were collected at ten stations, each downstream of 2 wasiewater treatment
plant At all but one station, four acule Hyalella azleca toxicity tests and one chronic
Pimephales promelas (lathead minnow) test were collected. Additionally, al five stations,
a chronic Hyalella azleca test was conducted to confirm 1hal the use of acule lests to
establish WER values was appropriately conservative for Ihe purposes of this study. As
a result of some QA/QC problems with the analysis of some samples, four acute
Hyalelia tesls, two chronic Hyalella tests and three chronic lathead minnow tests were
rejected and not used in the study analysis Thereloie, a lotal of 35 acute Hyalelia tests,
three Hyalella chronic tests, and seven chronic fathead minnow lests were successlully
conducted during this study. The acute Hyalella tests were conducted during both dry
and wet weather to assess the impacts of differenl seasons on the WER. Sampling
began in January 2002 and was completed in February 2003. In addition, an initial study
fo assess the potential for developing a WER for ammonia was conducted in October
2000 at two sites on the Los Angeles River and at two sites on the San Gabriel River.

5. (a). Use of the laboratory toxicity tests in the final caiculation of the WERs and SSOs.
(b). The decisions to retain or reject problematic toxicity tests.

All tests were reviewed and a summary of all the QA/QC requirements in the WER is
included in the technical repon. Although a number of devialions from the testing
prolocol were determined, only a few were considered to have a significant impact on
the test results. Listed below are the iwo criteria used to determine if a test was
unaccepiable for lhe purposes of the study:

1. Survival in the laboratory dilulion water conlrol test was below the acceplable level
for the test. :

2. Dissolved oxygen levels in the test were below the minimum required value for more
than 10% of samples collected during the lesting period.

In some cases, control survival in the site waler was below the required survival rate,
These tests were slill considered acceptable as long as the survival rate in the iaboratory
dilution water control was accepiable, because the control sampies in site water all
conlained some ammonia that might have impacted the survival ol the test organisms
These two criteria were used to eliminate unacceptable test results from the WER
analysis because the EPA ammonia criteria documents used both the control survival
and the dissolved oxygen levels to determine whether or not a paricular study would be
included in the calculation of the national ammonia criteria. Additionally, it was clear
trom the dala review lhat these two issues had impacted the results of at least some of
the tests that failed the criteria.
6. The methodology for calculating the final WERs and SSOs.
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The calculation of the final WER for the study is based on the process oullined in the
WER guidance document. The process involves calculating WERSs for each of the dry
weather evenls and taking the adjusted geomelric mean of those WERs. Thal result is
then compared to the WER calculated for wet weather evenis (hWER) 1o determine the
final WER (fWER). '

The WER guidance procedure places a large emphasis on the wel weather sample and
the results obtained during wel weather. During the calculation of the wet weather
hWERs, it became clear thai the determination of the hWER was significanfly impacted
by Ihe assumptions used in calculating the hWER, especially the flow conditions
Because the flow conditions are highly variable in Soulhern California, the use of a
hWER based on a flow condition that could change dramalically over a very short period
of time is difficull to justify. Consequently, the appropriateness of using the wel weather
hWER versus the adjusied geomettic mean of the dry weather WERs was evalualed.

The hWER calculations geneially 1esult in wel weather hWERs that are significantly
higher than the adjusted geometiic mean of the dry weather WER. The one exception is
LA2 where the hWER drives the fWER using Ihe calcutation conditions chosen.
However, because the choice of calculation condilions causes such variability in the
hWER, under other wel weather conditions, the hWER may not be the lowest value
Over the cowrse of the storm at LA2, the hWER was estimaled 1o range from 1.0 1o 409
based on the changing flow conditions in the river.

Additionally, the chronic objeclive is the only objective being adjusted by the f\WER. The
chronic objective 1s based on a 30-day averaging period. Wet weather evenis in
Southern Calilornia occur over a matter of hours lo days, but generally do not last 1or
weeks at a time. Therelore, the application of a hWER based on a shori-term condition
to a 30-day chronic objective is not appropriate. Therefore, it was delermined that the
appropriate approach for this study was to use the adjusted geometiic mean of the dry
wealher evenls as the f{WER for all ot the siles.

To calculate the SSOs for a waterbody reach, a new crilena equalion was developed.
Each equation was calculated based on EPA guidance for determining aquatic fife
criteria (US EPA, 1985). The SSOs are all equal to the pH relationship mulliplied by 1he
lower of 1) the Hyalella value adjusted by the WER or 2) the lowesl fish value. This
ensures that the SSOs are proleclive of both fish and invertebrales.

The rationale of only adjusting the inveriebrate data (GMCVs) in the national dataset
to derive site specific objective equations given the diHerences in observed WERs
between fish and invertebrates.

During the lesting, It became clear that a WER greater than 1.0 for the sensitive
inveriebrale species, Hyalella, occuired in the walerbodies, bul a WER for a sensitive
fish species, {athead minnow, was closer to 1. Consequently, an adjusiment was made
1o 1he analytical approach, based on discussions with the Technical Advisory Committee
(TAC) for the study, to take this fact into consideration. Specilically, to develop the SSOs
for ammonia, the final WERSs calculated fiom the Hyalella toxicity tesls were used 1o
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revise the inverlebrate porticn of the criterion equation, whereas the fish porion of the
equation was nol revised. Afier the adjusimenis to the invertebrate portion of 1he
equation, the criterion was recalculatled 1o determine the SSO. in these calculations, the
objective is determined by the lower of 1) the temperature-adjusted Hyalella Genus
Mean Chronic Value (GMCV) and 2) the lowest fish GMCV. This approach results in a
5SSO0 that is protective pf both inveriebrate and fish species

The decision to use the criteria pH relationship {(from the US EPA 19%9 Update) rather
than a study-specific pH relationship for Hyalella to calculate the fWERs and SSOs for
the study.

The TAC requesled that the pH relationship for Hyalella be examined to determine
whether or not it matched the pH relationship developed in the 1999 Update. The pH
relationship 1s a cntical part of the study because it 1s used to adjus! the resulis from the
laboratory dilution waler tests lo equivalent results al the same pH as the sile waler
{belore the WER 1s calculated). A separale pH study was conducled and the results of
that study as well as the results {from all of the laboratory dilution water tests were
compared to the criteria pH relationship to determine it differences exisled that justified
the development of a separale pH relalionship for Hyalella. The comparison
demonsirated that, at least for the average pH values found in the walerbodies in this
study (7.34 to 8.05), the Hyalella pH ielationship does nol appear lo be significantly
different from the criteria pH relationship. Additionally, the use of a pH relationship
developed based on lhe study would have resulted in WERs that are higher than the
WERSs calculated using the EPA pH relationship. So the use of the EPA pH relationship
15 a conservalive approach to developing the WE Rs and SSOs for the study. As a result,
a separale pH relationship was not used to calculate the WERs and SSOs for the study.

Use of the recommended SSOs to protect Threatened and Endangered specles.

After the SSO values were calculated, the resulls were compared to the loxicity
thresholds for any rare, endangered, threatened, or locally imporiant species present in
the waterbodies 1o ensure that the results were piotective of those species.

The decision by Regional Board statl, based on the results of the study, to
recommend that the Board adopt reach-specific 30-day average objective equations
{rather than watershed-wide SSOs or one SSO for all three watersheds).

The variability in I\WERs between sites and watersheds is nol very significant, ranging
from 1.395 to 2.303. For the most part, the watershed fTWERs and overall \WER for the
study are all around 2. To determine whether o1 not the differences between the sites
were significant, an analysis of variance (ANOVA) was conducted.  This analysis
basically compares the means of the WERs collecled al each site, the variance of the
WERs, and information about the entire dalasetl to determine if the resulls are
siatistically different at a 95% confidence level The 1esulls demonstrated that all of the
WERs were statistically similar al the 95% confidence level except BW1 and SGR2.
Because diflerences were seen betlween the Burbank Western Wash and the San
Gabriel River, the chosen approach foi this study was to use a site-by-site approach 1o
account for the vanabilily observed in the waterbodies and account for the possible
differences in the 1ons causing the WER ‘as demonsirated by the water quality analysis
comparison
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The Big Picture

Reviewers are not limited 1o addressing only the specific issues presented above,
and are asked 10 contemplate the broader perspecilive.

(a)

(b)

In reading the stalf iechnical reports and proposed implementation language, are
there any additional scientific issues that are parl of the scientific basis of the
proposed rule not described above? W so, please comment with respect 1o the
staiule language given above.

Taken as a whole, is the scientific portion of the proposed rule based upon sound
scientific knowledge, methods, and practices?

Reviewers should also note that some proposed aclions may rely significantly on
professional judgment where available scientific data are not as exiensive as
desired 1o suppori the statute requirement for absolute scienfific rigor. Inthese
siluations, the proposed course of action is favored over no action,

The preceding guidance will ensure 1hat reviewers have an opportunity 1o
comment on all aspects of the scientific basis of the proposed Board action. At
the same time, reviewers also should recognize 1hal the Board has a legal
obligation to consider and respond 1o all feedback on the scientific portions of
the proposed rule. Because of this obligation, reviewers are encouraged 1o focus
feedback on the scientific issues that are relevant 1o the central regulatory
elements being proposed.”
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PROPOSED AMMONIA SITE-SPECIFIC OBJECTIVES FOR THE LOS ANGELES, SANTA CLARAAND SAN

GABRIEL RIVERS AND THEIR TRIBUTARIES

Individuals Involved in Development of Basin Plan Amendment

Consultant
Larry Walker Associates - Ashli Cooper Desai

Technical Advisory Commitiee

Charles Delos, US EPA Headquarters

Gary Chapman, Paladin Water Qualily Consulling
Steve Bay, SCCWRP

Reguilaled Community

Los Angeles County Sanitation Distiicts — Beth Bax

City of Los Angeles, Bureau ol Sanitation — Shahrouzeh Saneie
City of Burbank — Rodney Andeisen

US EPA Region IX
Robyn Stuber

Terry Fleming

Coordinating Commitiee

Name Qrganization
Ron Bofiorf FOSCR
Jacqueline Lambrichts FOSGR

Rick Harler LASGWRC
Leslie Mintz Heal the Bay
Bill Depoto LACDPW
Mauricio Cardenas DFG

Bill Reeves SWRCB

(No individual identified) FOLAR
Denise Steurer USFWS
Karen Evans USFWS
Heather Merenda City of Santa Clanta
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T10: John H. Roberlus
E xecutive Officer
San Diego Regional Water Qualﬂy Control Board

Original Signed By

FROM: Gerald W. Bowes, Ph.D.
Chief, Toxicology and Peer Review Section
DIVISION OF WATER QUALITY

DATE: Oclober 14, 2005

SUBJECT PEER REVIEWERS FOR PROPOSED BASIN PLAN AMENDMENT
INCORPORATING THE TMDLs FOR INDICATOR BACTERIA AT SAN
DIEGO BAY AND DANA POINT HARBOR SHORELINES

In response to your request lor peer reviewers for the proposed Basin Plan Amendment
idenlified above, |1 am pleased to send you the name of two reviewers who have been
selected 1o perform this review. These people have been approved by the University of
California, Office of the President (UCOP), based on ils review ol a COI Disclosure form
that each was required o complele,

The reviewers' names are given below. Flease confirm with Ihem thal the review matenial
should be sent lo the address indicated:

1 Name and coniact information for Peer Reviewer No. 1
2. Name and contaci information lor Peer Reviewer No. 2

| am providing biographical information for Prolessors and
with this lefler.

You should now conlact Prolessors and immediately, Lel them
know you have been notilied thal they will be the exiernal reviewers for your proposed
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John Robertus -2~

Board action. Also, tell them when 1o expect the matenal for review. The letter of request
1o me provided this informalion, and reviewer candidales’ acceplance of the assignmenl
often is conditional on their availability at that time. I the date has changed, confirm with
the reviewers that the new dale is acceplable. Keep in periodic contact with each 1eviewer
if the date i1s expecled o change again. | would like to receive copies of these email
transmitials to keep up-to-date. | am always contacled by reviewers and the University
when delays in the process arise

* = .
{ Language contaiming additional conflict of interest guestions deleted.}

Your letter fo the reviewers should include the same three allachments that you provided in
your reques! lefter lo me. Be clear to them that the second altachment, which lists the
componenls of the scienltific basis of the proposed rule, will be the focus of the review

When all interactions with them have been completed, please let me know for the
peer review files | keep here. This information also Is essential for the peer review

tracking report | write each month, which is provided to Division management and
our Executive Office.

My files also should include the peer reviewers’ comments and Board responses,
and | request that you send this information to me for the record as well.

If 1 can provide additional help, feel free to conlacl me al any time during the review
process

Altachments

* The conflict of interest review procedure for this new Interagency Agreement (#06-104-600-0)
inc'udes coverage of the two lopics highlighted. There is no longer any need foi CallE PA
organizations to contact reviewers on them.
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