STATE OF CALIFORNIA
STANDARD AGREEMENT

STD 213 (Rev 06/03) S ' .. A.(:_-"REEMENTNUMBER
) 06-104-800-0

REGISTRATION NUMBER

1. This Agreement is entered into between the State Agency and the Contractor named below:

STATE AGENCY'S NAME T {Aso refamed I8 a% GafErA or tha Sale]
California Environmental Protection Agency . _
CONTRACTOR'S NAME ’ . {Alst refered lo as Contracion)
The Regents of the Umverssty of Cahforma Berkeley o :

2. The term of this ©July 1, 2008 through  June 30, 2011 {Contract effective upon contract start
Agreement is: date or upon apprnval by DGS whichever ls fater, and no work shall begln before contract effes_:tive date).

3. The maximum amount  -$ 1,115,000
of this Agreement is: One Million One Hundred F}ﬁeen Thousanci Dollars.

The parties agree to comply with the terms and conditions of the foliowing exhibits, which are by this reference made

4,
part of the Agreement.
Exhibit A — Scope of Work : 8 pages
Exhibit B - Budget Detail and Payment Provisions ’ ' 5 pages
- Exhibit B, Attachment | ~ Budget (Year 1) . 1 page
Exhibit B, Attachment Il - Budget (Year 2) 1 page
Exhibit B, Attachment ill - Budget (Year 3) . ' . 1 page
Exhibit B, Attachment IV ~ Budget (Year 4) S = 1 page
Exhibit B, Attachment V — Budget (Year 5) ‘ _ 1 page-

Exhibit C* - General Terms and Conditions ' GIA 101

See Exhibit D, Provision 1 for additional incorporated exhibits.
itams shown with an Asterisk (*) are hereby incorporated by refersnce and made part of this agreement az If attached hereto,
These documents can be viewed af www.pls.dgs.ca, gow/Sfandard+ apguage

IN WITRESS WHEREOF, this Agreement has been execuied by the parties herato. ‘ :
CONTRACTOR ‘ - ' o California Department of

General Serviees Use Gnly

CONTRACTOR'S NAME {if other than an indfvidual, state whether 2 corporafion, partnership, efc.)
The Regents of the University of California, Berkeley RIPAN: .

I S N NN L e % -%APPROVED @5?

PRINTED NAME AND TITLE OF PERSDN SIGNING H{ it

Bran €. Dyus Ha@ Busipseos QMWE OFfice_
ADDRESS

University of California Berkeley

Berkeley, CA 84720-1250

DEPT O!i: GENERAL SERVICES J
a /
STATE OF CALIFORNIA ' 7

AGENCY NAME . . K
‘California Environmental Protection Agency : oA /‘7 ~ .’

BY (AW Q i DATE SIGNED {Do nof type}
Py M 13201 3006

PRINTED NAME AND TITLE OF PERSON SIGNIN [} exempt per:
Donzid E. Owen, Jr., Assistant Secretary '
ADDRESS ]

1001 -1'Strest, Sacramento, CA 95814
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" Date

- JoAnne Payan, Assistant Director,
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Sandra Poindlexter, Branch Chief - " Date
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~ The Regents of the University of California, Berkeléy, agrees to provide
California Environmental Protection Agency (Cal/EPA).

The Regents of the University of California, Berkeley
' 06-104-600-0

Exhibit A
Scope of Work

‘Service Overview

the following ‘sewices tothe

The Contractor must provide peer review services for the scientific basis bf any rule pro;ﬁosed by
Cal/lEPA, upon request,

Project Representatives

A.

The project representatives during the term of this agreement will be:

CallEPA

The Regents of the UC, Berkeley

Dr. Gerald W. Bowes, Project Director
Telephone: (916) 341-5567

Fax: (916) 341-5463

E-mail: gbowes@waterboards.ca.qov

Brian Donohue, Business Contract Administrator
Business Contracts Office * I
Telephone: (510) 642-3128 -~

Fax: (510) 642-8604 '

" Direct all inquires to;

E-mail: donohue@berkeiev.edu_ )

[CallEPA

The Regents of the UC, Berkeley .

Attention: Dr. Gerald W. Bowes
Toxicology and Peer Review Section
State Water Resources Coa’itroi Board
Division of Water Quality

1001 | Street _

Sacramento, CA 95814

Telephone: (916) 341-5567
Fax: (918) 341-5463
E-mail: ghowes@waterboards.ca.qov

Attention: Professor Inez Fung, Project Director -
Telephone: (510) 643-9367
Fax: (510) 642-4612

E-mail: ifung@berkeley,gdu

Altention: Dr. Sharima Rasanayagam, Exe. Dir.
Telephone: (510) 642-1385

Fax: (510) 642-4612 '

E-mail: sharima@berkeley.edu

The Regents of the UC, Berkeley “
Berkeley Institute of the Environment
MC 1250

| University of Californiai; Berkeley
Berkeley, CA 84720-1250

- Either party may make changes to the information above by giving 10 days written notice to

the other party. Said changes shall not require an amendment to this agreement.
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The Regents of the University of California, Berkeley
06-104-800-0 -

Exhibit A
Scope of Work

‘ Backgroiind

The servi_cés described herein refer tb:'thpse to be performed for the Cal/EPA. In 1991, a total of six
Boards, Departments, and an.Office were placed under the Cal/EPA *umbreiia” to create a cabinet
level voice for the protection of human health and the environment. The six are identified below.

The services respond both to the statute mandate for external review, as well as Cal/EPA internal
guidance identifying categories of subjects for potential review that are separate from the legislative
mandate. : ' -

Statute Requirement for External Scientific Peer Review

A.  In 1997, the Governor signed into law Senate Biil 1320 (Sher 1997). The language is now
incorporated into Health and Safety Code Section 57004. The statute requires all Cal/EPA
organizations to submit for external scientific peer review all proposed rules that have g
scientific basis or components. _ : ' e

B.  Specifically, the statute notes that na Cal/EPA organization shall take any action to adopt the
final version of a rule unless several conditions are met. One of these is that “The board, .
department or office submits the scientific findings conclusions, and assumptions

' osed rule are hased and the supporting scientific data studies

and other aggrop_riat_a materials, o the external scientific peer review entity for jis evaluation.”

e The Ianguage from Health and Safety Code Section 5'?004 that relates to external sciénﬁﬁc
peer review is in Exhibit F, Aftachment A, = ' T _ :

CallEPA Organizations AffecteAd ‘by Statute Requirements by Peer Review

The Agraemehf 'éhafl provide for identifying qualified reviewers, with no conflict of interest, _ubon
request for reviewing the scientific basis and scientific components of rules proposed by the six
Cal/EPA organizations fisted below: ' ‘ _ ‘

Alr Resources Board

Department of Pesticide Regulation

Depariment of Toxic Substances Control

Office of Environmental Health Hazard Assessment

State Water Resources Control Board - :

(including nine Regional Water Quality Control Boards) -

Integrated Waste Management Board-. :

{To be augmented in 4 later date. A formal amendment is required) -

Mmoo w>
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The Regents of the University of California, Berkeley
06-104-600:0

Exhibit A
Scope of Work

Additional Work Products which are Valid Subjects for External Peer Review

A. . This Agreement also shall provide external peer review of certain work products rot subject to
review by Health and Safety Code Section 57004. Reviewer candidates for these work
 products must meet the same requirements regarding no conflict of interest as those
candidates identified for review of proposed rules, . -

B. The CallEPA document titled, Uniffed California Environmental Protection Agency Policy and
Guiding Principles for External Scientific Peer Review, dated March 13, 1998, identifies such
‘categories of work products (pp 6-7), examples of which are given below. The distinguishing
feature of these is that they address important scientific topics which would have statewide
- significance.

1) Products that Address Emerging or Controversial Issues, Have Significant Cross-Media
Implications, or Establish a Significant Precedent
e.g., Application of new scientific findings in hazardous waste classification,
e.g., Rigk assessment methods, development; and findings. (for example, impacts
concerning children or new environmental chemical fate transport models that
subsiantially modify risk outcomes). ‘

- 2} Scientific Products that Support Regulations, Standards, or Rules
- - e.g., Critical technical guidance documents for the regulated community.

- 3) New Decision Criteria, Analytical Tocls, or Models of Significance or Changes in
Assessment Methodologies fo be Used Routinely in Risk Assessment.
. e, Significant new or revised models and other techniques designed to predict
: exposure, simulate fransport, etc. _ _ '
e.g., Changes or innovations in analytical measurement techniques for pollutants.

Work Products Not Requiring Peer Review

The Cal/EPA Guiding Principles document referred to above notes that there are several
circumstances where peer review is not required under Health and Safety Code Section . -
57004. Peer review Is not required for permits, variances, enforcement actions, and similar

types of activities, unless they are accomplished through rulemaking.

Contractor Responsibility for Receiving and Acting Upon Requests for External Peer Review

The Contractor shall establish a mechanism for receiving and acting upon requests for externa

- peer review. The Confractor's responsibility is to identify reviewer candidates with scientific

expertisa in the proposad rule or work product to be reviewed, and submit their names and Conflict
of Interest Disclosure to an independent entity to be identified by Cal/EPA for verification of their
declarations. : -
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The Regents of the University of Califomia, Berkeley
: - 06-104-600-0

Exhibit A
Scope of Work .

Cal/EPA will be responsible for contracting with the indepandent entity and for determining and

paying its fees. The independent entity will be salsly responsible for verification of Conflict of
‘ lnterest Disclosuras. o . ‘ o . ‘ )

" Professor !_hez'FUng, C'd-Director, University of Caiifomia, éérkeléy Inétitﬁte 6f the Environment
(BIE), shall be the Project Director (Principal Investigator) for this Agreement. .

A. Options for _responding to the request for external peer review include, but are not restricted to
those listed below. Professor Fung will be responsible for the decision for which option or
oplions o follow. " S

1) Several individuals would be identified to address the nesds of the six Cal/EPA
organizations, respectively. Each individual would be responsible for identifying reviewer
candidates for a particutar Cal/EPA organization. '

2) A panel would be established. Panel members' expertise collectively would cover the
range of scientific responsibilities and needs of Cal/EPA. The panel, through a
mechanism which it would develop, would identify suitable reviewer candidates for the six
requesting Cal/EPA organizations. : :

3) A combination of the above. Asin 1) above, individuals would be assigned major
responsibility for respondirig to the requests from a particular Cal/EPA organization.
However, with this option, each could call upon other individuals in this group (or panel, .
loasely defined in this context) for assistance in candidate identification, especially for

- review of proposals or work products that have cross-media implications.

Note: With any option a “back-up” individual may be necessary to identify reviewer candidates

in the absence of the individual originally given the responsibility for a particular Cal/EPA
organization. ' ‘ '

B. The Contractor shall ensure that each reviewer candidate. bo}n}:iete and. sign a Conflict of,
Interest (COI) Disclosure form. The form shall be the same as one which has been used by
the Uhiversity basa_d on a National Academy of Sciences model: - BT

C. The Contractor shall review the existing COI Disclosure form with respect to its efficiency of
the use and extent of coverage of potential CO! issuss that should be reviewsd, The
~Contractor shalf make recommendations for change, if deemed necessary, to enhance the
efficiency and effectiveness of this form. Use of any new or revised form shall be mutuaily

~ agreed upon by the Contractor and Cal/EPA Project Director, - © --

Page 4 of 8
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9.

The Regents of the University of California, Berkeley
06-104-600-0

Exhibit A
Scope of Work

The External Peer Review Pr'oces_s

A

The external peer review process shall be in accordance with the guidelines established for the
State and Regional Water Boards, an organization within Cal/EPA. These are now fitled
California Environmental Protection Agency (Cal/EPA} External Scientific Peer Review
Guidelines. Update November 2006. Gerald W. Bowes. These guidelines are in Exhibit F
attached to this agreement. The steps are outlined here in Paragraph 9, sub-paragraph A.
through L. These guidelines have been the implementing mechanism for acqumng external
peer reviewers for the State and nine Regional Water Boards through a peer review contract
established with the University of California, Berkeley, Professor David Jenkins, Project
Director (Principal Investigator). For the purpose of this Agreement, the Project Director
{Principal Investigator) shall be Professor Inez Fung, Co-Director University of California, BIE.
The State Water Board contract with Professor Jenkins shall continue to serve as the principal -
vehicle for obtaining external peer reviewers for that organization for proposed science-based

rules subject to Health and Safety Code Section 57004. Water Board work products that are

not proposed rules, as hoted in- sectaon 6 above shall be submitted for reviews through the
Agreement with BIE.

For the purpose of this Agreement, Dr. Gerald W. Bowes shall serve as the Cal/EPA Project
Director. All requests for external reviewers shall be sent to him by the Cal/EPA organizations.
Professor Inez Fung, BIE, shall be the Project Director (Principal Investigator) for the
University.

In Exhibit F, the guidelines include a section, Submitting the Request for External Reviewers.
It describes the contents of the letter of request, including three attachiments from the Cal/EPA
organizations to the Cal/EPA Pro;ect Director. The second of these attachments provides
foous for the reviewers for their review of the proposed science-based rule or work product.
Both proposed rules and work products must meet the test of bemg based on sound sclentific
principles, regardiess of whether the material being reviewed is subject to the statute

‘ raqwrement for external scfenttf ic peer review.

The CallEPA Pro;ect Director has no conflict of inferest wuth respect to the request for
external peer reviewers, and is a neutral party with respect to the subject of the
proposal to be reviewed and has no organizational constraints that would limit this
neutralify.

The Cal/EPA Project Director independently reviews the draft request and recommends
changes as necessary for clarity and content. The final, mutually agreed upon request is sent.
to the University Project Director from the Cal/EPA Project Direcior.

The University Project Director identifies and contacts reviewer candidates. Each candidate
willing to perform the review must cnmplete & Conflict of Interest Disclosure form and submil it
to University Project Director who will forward to the independent entity identified by Cal/EPA
for review. The independent entity notifies the University and Cal/EPA Project Directors of its
decision after veling each candidate’s disclosure form. The Cal/lEPA Peer Review Project
Director, through a writtent communication, transmits the names of approved candidates to the
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The Regehts of the University of California, Berkeley
, 06-104-600-0

Exhibit A
Scope of Work

requesting organization’s representative who signed the request for external reviewers.
. Contact and biographical informaﬁon also are provided to the requesting organization.

. From this point forward, all subsequent communications are directly betweéen the Cal/EPA

_ organization initiating the request for reviewers and the reviewers. Cal/EPA and University
Project Directors do not participate in these cormmunications with the exception where the
University Project Director may be self-designated as a reviewer because of experlise
appropriate for the proposal. (In this circumstance, the University Project Director also must
complete the COl Disclosure form, and be approved as a reviewer by the independent entity.

The appmVed reviewers must be contacted imméciiat_é!y by the requesting organization,
confirming the date of availably ‘of material to be reviewed, the preferred mailing address and
means of communication. (Some reviewers prefer alf material {o be sent electronically).

The material to beé sent to reviewers includes;

1) Cover letter requesting the review; : o
2) The three attachments which accompanied the original letter of request for reviewers
(Attachment 1 is the Plain English Summary of the proposed ruie {or work product);

. Attachment 2 highlights the essential scientific topics to be reviewed, and commented
upon; Attachment 3 lists the names and affiliations of those who participated in _
development of the proposal; Health and Safety Code Section 57004 does not allow
these individuals to serve as reviewers); and o -

3) Material to be reviewed, including proposed implementation language for the scientific
basis or scientific components of the rule or work product. -

The suggested 30-day review period can be cﬁénged with mutual agreement between the
Cal/EPA organization and the reviewer(s). B -

Discussions between staff and reviewars are not permitted. There is one exception-the

reviewers’ need for clarification of cerfain aspects of the documents being reviewed,
‘where this need has been expressed. Questions and responses shall be written, for the
record. E-mail is acceptable. L o ‘

Upon completion of the assignment, reviewers shall send ohe full set copy of the paer reviews
directly to the Cal/EPA requesting organization and one fult set copy 1o the University Preject
Director. The reviewers shall only send their inveices directly to the University Project Director
for reviewfapproval, and not o the Cal/EPA organizations. The University Project Director will
authorize payment for completed reviews. - L S ' .
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The Regents of the University of California, Berkeley
06-104-600-0

Exhibit A
Scope of Work

10.  Subcontractor Requirements

A, Prior written authorization will be required before the Contractor enters into or is reimbursed for
any subcontract for services costing $5,000 or more. Except as indicated in paragraph A3)
hersin, when securing subcontracts for services exceeding $5,000, the Contractor shall obtain
at least three bids or justify a non-competitively bid award.

1

2

3)

The Contractor must provide in its request for authorization, all particulars necessary for
evaluating the necessity or desirability of incurring such cost.

The State may identify the information needed td fulfill this reguirement.

Subcontracts performed by the entities or for the service types listed below are exernpt
from the bidding and sole source justification requirements:

A local governmental entity or the federal government,

A State college or university from any Staie,

A Joint Powers Authority, '

An auxiliary organization of a California State University or a California Commuinity
College,

A Foundation organized to support the Board of Gevernors of the California
Community Colleges,

_ An auxiliary organization of the Student Aid Commlssmn estabhshed under

Education Code § 68522,

Entifies of any type that will provide subvention aid or direct services to the public,
Entities and/or service types identified as exempt from advertising in State
Adminisirative Manual Seclion 1233 subsection 3. View this publication at the
following Internet address: htip:/fsam.dgs.ca.gov,

Other academic institutions of higher education, or consortia of academic ms’cntu’uons
of higher education (including private universities and educational institutes)

B.. Cal/lEPA reserves the right to approve or disapprove the selection of subcontractors and with
advance written notice, require the substifution of subcontractors and require the Contractor to
terminate subcontracts entered into in support of this agreement.

0

Upon receipt of a written notice from Cal/EPA requiring the substitution and/or termination
of a subcontract, the Contractor shall take steps to ensure the completion of any work in
progress and select a replacernent, if applicable, within 30 calendar days, unless a longer
period is agreed to by Cal/EPA.

. Actual subcontracts (i.e., written agreement between the Contractor and a subcoﬁtractor) of
$5,000 or more are subject to the pl‘!D]‘ review and written approval of Cal/EPA. Cal/EPA may,
at its discretion, elect to waive this review. All such Waivers shalt be confirmed in writing by -

Cal/EPA.
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http://sam.dgs.ca.gov

The Regents of the Un:versrcy of California, Berkeley
06-104-600-0

ExhibitA
»Scope of Work

Contractor shall maintain a copy of eath subcontract entered into in support of this agreement -
and shall, upon request by Cai/EPA make said copies available for approval, inspection, or
'audlt _ . . _

‘Cal/EPA assumes no respons&bmty for the payment of subcontractors used in performance of
this agreement. Contractor accepts sole responsnbzhty for the payment of subcontractor used
- in psrformance of this agreement '

. The Confractor is responsible for all psrformance requirements under this agreement even

though performance may be carried out through a subcontract

The Coniractor shall ensure that all subcontracts for services include provigion(s) requmng N
compiiance w1th app]acable terms and conditions specified in this agreement.

The Contractor agrees to include the fo!lowmg clause, relevant to record retention, in all
subcontracts for services: |

“(Subcontractor Name) agrees to maintain and preserve, until three years afler termination of
(Agreement Number) and final payment from Cal/EPA, to permit Cal/EPA or any duly
authorized representative to have access to, examine or audit any pertinent books,
documents, papers and records related to this subcontract and to allow interviews of any
employees who might reasonably have information related to such records.”

Unless otherwise stipulated in wntmg by Cal/EPA, the Contractor shall be the subcontractor‘s
sole po;nt of contact for all matters reiated to performance and payment under this agreement.
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The Regents of the University of California, Berkeley
: 06-104-600-0

. Exhibit B
Budget Detail and Payment Provisions

Invoicing

For sérvices satisfactorily rendered according to the scope of work and the terms, conditions
and exhibits of this agreement, and upon recelpt an approval of the invoices, Cal/lEPA agrees
to compensate the Contractor for actual éxpenditures incurred in accordance with the

‘budget(s) attached hereto.

~ Invoices shall include the Agreement Nurhbér, CallEPA organizatiqh name, and shall be

submitted in triplicate not more frequently than mionthly in arrears to:

Dr. Gerald W. Bowes, Project Director
State Water Resources Control Board
Toxicology and Peer Review Section
Division of Water Quality

1001 | Street

Sacramento, CA 95814

invoices shall;

1) Be prepared on Contractor letterhead. I invoices are not on produced lefterhead invoices
must be signed by an authorized official, employes or agent certifying that the
expenditures claimed represent actual expenses for the service performed under this
confract. . :

2) Bear the Coniractor's name as shown on the agreement.

3) Bear Cal/EPA’s organization name (see Exhiblt A-Scope of Work, paragraph 5)

4)  Mdentify the billing and/or performance period covered by the invoice, -

§) Identify the reviewer's name and costs {subcontractor). R

6} Hemize costs for the billing period in the same or greater level of detail as indicated in this
agreement (Exhibit B, Attachment i, Il, 11§, IV, and V). Subject to the terms of this
agreement, reimbursemant may only be sought for those costs and/or cost categories
expressly identified as allowable in this agreement and approved by Cal/EPA.

Budget Confingency Clause

A.  ltis mutually agreed that if the Budget Act of the current vear and/or ah'y subssquent yoars

covered under this Agreement does not appropriate sufficient funds for the program, this
Agreement shall be of no further foree and effect. In this event, the State shall have no liabifity
to pay any funds whatsoever to Contractor or to furnish any other considerations under this
Agreement and Confractor shall not be obligated to perform any provisions of this Agreement,

B, If funding for any fiscal year is reduced or deleted by tfﬁa Budget Act for purposes of this
program, the Siate shall have the option o elther cancel this Agreement with no fiability
occurring to the State, or offer an agreement amendment to Contracier to reflect the reduced
amount. : C

Payment

Page 1of5



The Regents of the University of California, Berkeley
06-104-600-0

‘Exhibit B
. Budget Detail and Payment Provisions

A.  Costs under this agreement shall be computed in accordance with State Administrative Manual
Sections 8752 and 8752.1. ' : :

B. Reim_bur_sement'

Costs under this agreement have been negotiated and reimbursement is limited o aflowable

- costs incurred pursuant to the budget attachment(s). Said costs are inclusive of applicable
charges including wages, salaries, fringe benefits, direct project demands and an
indirect/overhead rate (if applicable) not to exceed the percentage rate indicated in the budget
attachment{s). . ' : ‘

-Amounts Payable
A.  The amounts payable under this agreement shall not exceed for the Air Resources Board:

1) $95,000 for the budget period of 07/01/06 through 06/30/07.
2)  $95,000 for the budget period of 07/01/07 through 06/30/08.
3) 395,000 for the budget period of 07/01/08 through 06/30/09.
4)  $95,000 for the budget period of 07/01/09 through 06/30/10.
5) $95,000 for the budget period of 07/01/10 through 06/30/11.

B. The amounts payabie under this agresment shall not exceed for the Department of Pesticide
Regulation: - _ : ‘

1) $20,000 for the budget period of 07/01/06 through 06/30/07.
2) $20,000 for the budget period of 07/01/07 through 06/30/08.
3)  $20,000 for the budget period of 07/01/08 through 06/30/09.
4)  $20,000 for the budget period of 07/01/09 through 06/30/10.
5)  $20,000 for the budget period of 07/01/10 through 08/30/11.

. C. Theamounts payable under this agreemén’c 'shé[! not éxceed-fqr the Depértment of Toxic
Substances Conirol: : S ‘ ‘ A

- 1) §75,000 for the budget period of 07/01/06 through 06/30/07.
2) $75,000 for the budget period of 07/01 /07 through 06/30/08.
3)  $75,000 for the budget period of 07/01/08 through 06/30/08.
4)  $75,000 for the budget period of 07/01/09 through 06/30/10.
5)  $75,000 for the budget period of 07/01/10 through 06/30/11.

B D. The amounts payab¥e'under this agresment shall not exceed for the Office of Environmental
Health Hazard Assessmeant : . -

1) $10,000 for the budget period of 07/01/08 through 06/30/07.
2)  $10,000 for the budget period of 07/01/07 through 06/30/08.
3} $10,000 for the budget period of 07/01/08 through 06/30/09.
4} $10,000 for the budget period of 07/01/08 through 08/30/10.
5)  $10,000 for the budget period of 07/01/10 through 08/30/11.
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The Regents of the University of California, Berkeley
06-104-600-0

Exhibit B _ .
Budget Detail and Payment Provisions

The amounts payable unaer this agreement shall not exceed for the State Water Resources
Control Board (Nine Regional Water Quality Control Boards):

1) $23,000 for the budget period of 07/01/06 through 06/30/07.
2)  $23,000 for the budget period of 07/01/07 through 08/30/08.
3)  $23,000 for the budget period of 07/01/08 through 08/30/09.
4) . $23,000 for the budget period of 07/01/09 through 06/30/10.

'5)  $23,000 for the budget period of 07/01/10 through 06/30/11.

Al the Reimbursement above shall be made for allowable expenses up to the amount annually
encumbered commensurate with the state fiscal year in which seivices are performed andlor

: goods are received.

Expense Allowability / Fiscal Documentaticm

A.

‘invoices received from a Contractor and accepled and/or submltted for payment by the State,
shall not be deemed ev:denca of allowable agresment costs

Contractor shall maintain for review and audit and supply to Cal/EPA upon request if

payments are questioned by the Staie Controller, adequate documentation of any questionable

- expenses claimed pursuant fo this agreement to permiit a determination of expense

allowability.

 lfthe aE.Eowabiiity or appropriateness of an expense cannot be determined by the State
because invoice detall, fiscal records, or backup documentation is nonexistent or inadequate
- geeording to generally accepted accountmg principles or practices, all quastionable costs may
- be disallowed and payment may be withheld by the State. Upon receipt of adequate

documentation supporting a disallowed or questionable expense, reimbursement may resume |
for the amount substantiated and deemed allowable.

If travel is a reimbursable expenss, rece!pts must be maintained to support the claimed
expendltures

Costs and/or expenses deemed unallowable are subject to recovery by Cal/EPA. See

provision #9 in this exhibit entitied, "Recovery of Overpaymentis” for more information.
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The Regents of the University of Califarnia, Berkeley
: 06-104-600-0
Exhibit B
Budget Detail and Payment Provisions

B Trével and Per Diem Reimbursement - |

Travel and per diem reimbursement shall be in accordance with University travel regulations and
rates, Reimbursement for out-of-state travel requires prior written authorization by Cal/EPA Project
Director who may either approve said travel in a budget exhibit ar issue a letter of approval if such .
travel was not previously specified in an approved budget. A copy of the Contractor's approved
travel rates shall be provided to Cal/EPA upon request. : -

7. . Allowable Line ltem Shifts

LA

Either party may shift or re-budget line items and related detalled expenses aﬁpearing in each
budget exhibit attachment, as stipulated herein. Budget changes requestedfrequired by

- Cal/EPA shall be initiated by written notification to the Contractor,

- Cumulative changes to budget detail, line item shifts or the re-budgeting of line item totals is

allowed up to $25,000, or 10% of each annual budget total, whichaver Is greater, uptoa
cumulative annual maximum of $50,000 provided no annual budget total is increased or
decreased. : .

Said budget changes shall riot require prior Cal/EPA approval or a formal agresment -
amendment provided said budget changes do not alter any total budget exhibit amount or
alter/affect performance.of the scope of work.

Contractor initiated budgst changes that exceed the limits specified in paragraph B hersin or

 that alter/affect parformance of the scope of work require prior written Cal/EPA notification
‘and approval and the processing of a formal amendment to this agreement. The fiming, -

method and manner of notifying Cal/EPA of said changes or requesting Cal/EPA approval
shall be mutually agreed upon in writing by both parties. Cal/EPA may determine the format .
of said requests or provide a specific form for this purpose. If Cal/EPA does not indicate a
specified format or form, the Contractor may devise its own, subject to CalfEPA approval.
Invoices reflecting expenses based on budgetary changes described herein may be
temporarily held or reduced until proper CalfEPA approval is obtained.

B. Federal Gontract Funds

A.<

It is mutually between the parties that this agreement may have been written before
ascertaining the availability of congressional appropriation of funds, for the mutual benefit of
both parties, in order to avoid program and fiscal delays which would occur if the agreement
were executed after that determination was made. :

This agreement is valid and ernforceable only if sufficient funds are made available to the State
by the United States Government for the fiscal years covered by the term of this agreement. In
additional, this agreement is subject to any additional restrictions, limitations, or conditions

- enacted by the Congress or any statute enacted by the Congress which may affect the

provisions, ferms or funding of this agreement in any manner.
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It s mutually agreed that if the Congress does ot appropriate suffi ment funds for the program,
+ this agreement shall be amended to reflect any reduction in funds.

Cal/EPA has the opﬁon to invalidate or cancel the agreement wrth 30-days advance written
notice or to amend the agreement to reflect any reduction in funds. ‘

Recovery of Overpayments

A

Contractor agrees that claims based upon a contractual agreement or an audit finding and/or
an audit finding that is appealed and upheid, will be recovered by the State and/or Federal
Government by one of the foliowmg options:

1) Contractor s remittance fo the State of the full amount of the audit exception within 30

days following the State’s request for repayment;
2)  Arepayment schedule, which is agreeabie to both the State and the Contractor.

- The State reserves the right o select whlch option will be employed and the Contractor will be

notified by the State in wntlng of the claim procedure io be utlltzed

interest on the unpazd balance of the audit finding or debt will accrue at & rate equal {o the
monthiy average of the rate received on investments in the Pooled Moniey Investment Fund
commencing on the date that an audit or examination finding is mailed to the Contractor,
beginning 30 days after Contractor's receipt of the State's demand for repayment, or
commending on the date that an audit or examination finding is mailed {o the Contractor if

. apphcable

If the Contractor has filed a valid appeal regarding the report of audit findings, recovery of the
overpayments will be deferred until a final administrative decision on the appeal has been -
reached. If the Contractor loses the final administrative appeal, Contractor shall repay, to the
State, the over-claimed or disallowed expenses, pius acerued interest. Interest acerues from
the Contractor’s first receipt of State's notice requesting retmbursement of guestioned audit
costs or disallowed expenses,
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Exhibit B, Attachment |
Budget
. {Year 1)
(07/01/06 through 08/30/07)
Personnel . .
o Total Personnel  § _-0-
Fringe Benefits A o , ' o ‘ ' $ -0
OCperating Expenses . | s
: Totai Operating - $ 47,913
Equipment - e
‘ Total Equipment  $ _-0-
Travel _ - : '. § -0
Subcontracts - | ‘

Subcontractor: Professars at State, National Academy of Sclences, University of California, California State 'Univezrsity,
Scientific Insfitution of Higher Learmning {any combination of those entities), Scientist or group of scientists of comparable stature
and qualifications, or Privaie Universities, - : : ' -

*Payment to reviewers (730 hrs @ $200/hny § 146,000

o o . . Total Subcontracts § 146,000
~* ($200/hr is used as an average rate to be charged by reviewers, actual rates may vary)

Other Costs

Tofal Other Costs = $ _-0-

Indirect Costs (15% of Total Costs) - | ' _ .$ 20,087

Total Costs $ 223,000
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Exhibit B, Attachment li
Budget '
: (Year 2)
(07/04/07 through 06/30/08)

Personnel

‘ Total Personnel  §  -0-
Fringe Benefits - ‘ ' 5 -0-
Operating Expenses ‘

. Total Operating 3 47,913
Equipment '

Total Equipment  § -0-

Travel : | - $ -0-
Subcontracts

Subcontractor: Professors ai State, National Academy of Sciences, University of Californla, California State University,
Sclentific Institution of Higher Leaming (any combination of those entilies), Scientist or group of scientists of comparable stature
and qualifications, or Private Universities. o ‘ O i

*Payment fo reviewers {730 hrs & $200/hy)  $ 146,000

o . Total Subcontracts $ 146,000
* ($200/hr is used as an average rate to be charged by reviewers, actual rates may vary)

Othei; Costs

Total OtherCosts  $ -0~

indirect Costs (15% of Total Costs) . S $ 20,087

Total Costs = $ 223,000
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Exhibit B, Attachment IIf
Budget
_ - (Year3) =
(07/01/08 through 06/30/00)
" Personnel
‘ ‘ . Total Personnel § -0-
Fringe Benefits $ -0
Operating Expenses o
. Total Operating $ 47,913
Equipmant' o o
S Total Equipment $ -0-
Travel | & ‘ L ‘ % -0
Subcontracts

Subcontractor: Professors af State, National Academy of Sciences, University of Catifom_ia, California State Univeréiiy, R
Scientific Institution of Higher Learning (any combination of those entiies), Scienfist or group of scienfists of comparable stature
and gualifications, or Private Universities, . . to .

*Payment fo reviewers (730 hrs @ $200/hr)  $ 148,000
. ' Total Bubcontracts $ 146,000

* ($200/hr is used as an average rate to be charged by reviewers, actual rates may vary)

Other Costs

,fota! OtherCosts § -0-

indirect Costs (15% of Total Costs) o 5 20087

Total Costs 3 223,000
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' Exhibit B, Attachment IV
Budget
 (Year4)

(07/01/08 through 08/30/10)

- Personnel

Total Personnel  § -0-

Ffinge Benefits ' A , $ -0

Operating Expenses o .
: Tofal Operating 47,913

Equipment

Total Equipment $ -0-
Travel - ' , $ -0-
Subnontracts '

Subcontracior: Frofessors at State, National Academy of Sclences, University.of California, California State Umversﬁy'
Scientific Institution of Higher Learning (any combination of those endiies), Scientist or group of scientists of comparab!e stature
and qualifications, or Private Universities.

*Payment to reviewers (730 hrs @ $200/hn) ~ § 146,000

Total Subcontracts § 146,000

* ($200!hr is used as an avmaga rate to ba charged by reviewers, actual rates may vary)

Other Cosis

Total Other Costs §  -0-

Indirect Costs (15% of Total Costs) | . $ 29087

Total Costs § 223,000
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Exhibit B, Attachment V
Budget
: {Year 5)
(07/0110 through 06/30/11)
Personnel '

' ‘ ~ Total Personnel § -O-
Fringe Benefits ' o $ -0-
Operaiing Expenses | :

- . Total Operating $ 47,813
Equipment ' :
Total Equipment . '$ -0-
Travel - o $ _-0-
. Subcontracts | |

Subconlracior: Professors at State, National Academy of Sciences, University of California, California State University,
Scienfific Institution of Higher Leaming (any combination of those entiiles), Scientist ar group of sclentists of comparable stature
and qualifisations, or Private Universities. . : : - o

 *Pavment to reviewers (730 hrs @ $200/hr)  § 146,000 T

L o : : Tofal Subcontracts $ 146,000
* ($200Mhr is used as an average rate to be charged by reviewers, aciual rates may vary) ' ,
Other Costs ' '

Total Other Costs $ -O-

Indirect Costs (15% of Total Costs) . - L% 20087

Total Costs $ 223,000
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Exhibit D
Aﬁditionai Provisions

Additional Incorporated Exhibits

A.  The following addifional exhszts arg attached, mcorporated herein, and made a part hereof by
this reference: '
1)  Exhibit D — Additional Provisions _ 5 pages
2)  Exhibit E -~ Copyright / Ownership / Use of Data 5 pages
3) Exhibit F — External Sclentific Peer Review Guidelines ‘ 23 pages

- Attachment A - Health and Safety Code Section 57004
Attachment B — Letter of Request for External Peer Reviewers for of
Proposed Basin Plan Amendment to Adopt Site-Specific Ammon:a Objectives
Attachment 1, Summary of Proposed Action :
-Attachment 2, Descnpt:on of Scientific issues to be addressed By Peer
Reviewers
Attachment 3, Individuals Involved in Development of Basin Plan Amendment
Attachment C — Response Letter to Requesting Organization, ldentifying External
Peer Reviewers.

Contract Amendments

Should either party, during the term of this agreement, desire a change or amendment tothe terms
of this Agreement, such changes or amendments shall be proposed in writing to the other parly,
who will respond in writing as to whether the proposed changesfarendments are accepted or

-rejected. If sccepted and after negotiations are concluded, the agreed upon changes shall be made

through the State's official agreement amendment process. No amendment will be considered
binding on either party until i is formally approved by both parties and the Department of General
Sewlces i such approval is required.

A

" Cancellation / Termination

This agreement may be cancelled or terminated withiout cause by either parly be giving thirty
(30) calendar days advance written notice fo the other party. Such nofification shall state the
effective date of terminafion or cancellation and include any fma] pen’ormance andfor’
payment/invoicing instructions/requirements.

Upon receipt of a nofice of termination or canceliation from Cal/EPA, Conractor shall take
immediate steps to stop performance and to cancel! or reduce subsequent contract costs.

Contractor shall be entitled to payment for all allowable costs authorized under this agreement,

including authorized non-cancelable obligations incurred up to the date of termination or
cancellation, provided such expenses do not exceed the stated maximum amounts payable.
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Dispute Resolution Process

if a dispute arises between the Contractor and CAL/EPA, the Contractor must seek resolution using
the process outiined below. C . ‘

A

“The Contractor should first informally dis'cusstihe problem with CAL/EPA Project Director. ifthe

problem cannot be resolved informally, the Contractbr must direct the grievance together with
any evidence, in writing, to the Cal/ERPA’ Assistant Secretary, Fiscal and Administrative
Programs (FAP). The grievance must state the issues in dispute, the legal authority or other
hasis for the Contractor’s position and the remedy sought. CallEPA’ Assistant Secretary, FAP
must render a decision within ten (10) working days after receipt of the written grievance from
the Confractor. Cal/EPA’ Assistant Secretary, FAP shall respond in writing to the Contractor
indicating the decision and reasons therefore. . o ‘

 Unless otherwise stipulated in writing by CAL/EPA, all dispute, grievance and/or appeal

correspondence shalt be directed to the CAL/EPA Project Director.

There are organizational differences within CAL/EPA’ funding prograrhs and the ménagement
levels identified in this dispute resolution provision may not apply in every contractual situation.

. When a grievance is received and organizational differences exist, the Contractor shall be

notified in writing by the CAL/EPA program Project Director of the level, name, and/or fitle of the

appropriate management official that is responsible for issuing a decision at a given level.

A

Authority to terminate performance under the terms of this Agreement is not subject fo appeal
under this Section. All other issues including, but not limited to, the amount of any equitable
adjustment, and the amount of any compensation or reimbursement which should be paid to the
Contractor shall be subject to the disputes process under this Section. (PCC 10240.5, 10381,
22200 et seq, 40 CRF 31.70). ' : ' _

: Mumél Indemnification -

Cal/EPA and the Contractor shall mutually defend, indemnify and hold each other and their
respective agencies, officers, employees, and agents harmless from and against any and all
liabitity, loss, expense, attorneys’ fees, or claims for injury or damages arising out of the
‘performance of this agreement but only in proportion fo and to the exient such liability, loss,
expense, aftorneys’ fees, or claims for injury or damages are caused by or result from the
negligent or intentional acts or omissions of either Cal/EPA or the Regents of the University of
California. - o : _ ‘

it éhou!d be éxpress?y u’ndérétood that tbé 'ob!igétions hereunder shall be conditioned upon this
agreement being one that falls within the purview of Section 895 of the Government Cade.

Confidentiality of Information

- Al

The Contractor and its employées, agents, or subcontractors shall protect from unauthorized
disclosure names and other identifying information concerning persons either receiving
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Exhibit D
Additional Provisions

‘services puré_uan’t to this agreement or persons whose names or identifying information

become available or are disclosed to the Contractor, his/her employess, agents, or
subconhtractors as a result of services performed under this agreement, except for statistical -
information not identifying any such person.

The Contractor and its employees, agents, or subcontractors shall not use such identifying
information for any plrpose other than carrying out the Contractor's abligations under this
agreement.

The Contractor and its employees, agents, or subcontractors shall promptly transmit fo
Cal/EPA program project director ail requests for disglosure of such identifying informaition
not emanating from the client or person.

The Contractor shall not disclose, exCe'pt as otherwise specifically permitted by this agreement
or-authorized by the affected individual, any such identifying information to anyone other than

_Cal/EPA without prior written authorization from Cal/EPA program project director, except if

disclosure is required by State or Federal law.

For purposes of this provision, identity shall include, but not be limited to name, identifying
number, symbol, or other identifying particular assigned o the individua[,. such as finger or

- voice print or a photograph.

Avoidance of Conflicts of Interest by Contractor

A.

Cal/EPA intends to avoid any real or apparent conflict of interest on the part of the Contractor,
subcontractors, or employees, officers and directors of the Contractor or subconiraciors.
Thus, Cal/EPA reserves the right to determine, at its sole discretion, whether any information,
assertion or claim received from any source indicates the existence of a real or apparent
coriflict of interest under this agreement; and if a conflict is found to exist, to reguire the
Contractor to submit additional information or a plan for resolving the conflict, subject to
Cal/EPA review and prior approval, ' : '

“Conflicts of interes"s include, but are nof limited to:

| 1) An instance where the Contractor or any of its subcontractors, or any employees, officers,

or director of the Contractor or any subconiractor has an interest, financial or otherwise,
whereby the use or disclosure of information pbtained while performing services under
this agreement would aliow for private or personal benefit or for any purpose that is
contrary to the goals and objectives of this agreement. ‘

2) Aninstance where the Contractor's or any subconiractor's employees, officers, or
directors use thelir positions for purposes that are, or give the appearance of being,
motivated by a desire for private gain for themselves or others, such as those with whom
they have family, business or other ties.
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C. If CallEPA is or becomes aware of a known or suspected confiict of interest, the Contractor will
be given an opportunity to submit additional information or to resolve the conflict.” A Contractor
with a suspected conflict of interest under this agreement will have five (5) working days from
the date of notification of the conflict by Cal/EPA fo provide complete information regarding the
suspected. conflict. If a conflict of interest under this agreement is determined to exist by

- Cal/EPA and cannot be resolved to the satisfactiori of Cal/EPA, the conflict will be grounds for
terminating this agreement. Cal/EPA may, at its discretion upon receipt of a written request
from the Contractor, authorize an extension of the timeline indicated herein.

. Site iqépact‘l‘on

The State, through any authorized representatives, has the right at all reasonable times to inspact
or otherwise evaluate the work performed or being performed hereunder including subcontract
supported activities and the premises in which it is being performed. ' If any inspection or evaluation
is made of the premises of the Contractor or Subcontractor, the Contractor shall provide and shall

- require Subcontractors to provide alf reasonable facilities and assistance for the safety and
convenience of the authorized representatives in the performance of their duties. Al inspections

and evaluations shall be performed in such & manner as will not unduly delay the work.

Documents, Publications and Written Répnrts

| -(Appiicable to agresments over $5,000 under which publications, written reports and documents are -

developed or produced. Government Code Section 7550.)

Any document, publication or written report (excluding progress reports, financial reports and -
normal contract communications) prepared as a requirement of this agresment shall contain, in'a

* separate section preceding the main body of the document, the number and dollar amounts of all

contracts and subcontracts relating fo the preparation of such document or report, if the total cost
for work by non-employees of the State exceeds $5,000. ' ‘

ijebarment and Suépaﬁsion Certification

{Applicable to all agreements funded in part of whole with federal funds.)

A. Contractor agrees to comply with the debarment and suspension requirements as found in 7

- Code of Federal Regulations (CFR) Part 3107, 45 CFR Part 78, 40 CFR Part 32, or 34 CFR
Part 85, o R ‘ _ :

B. By signing this agreement, the Contractor certifies to the best of ﬁs knawledge and belief, that
it and its principals: C ' : .
1)  Ars not presently debarred, suspended;bmposéd for debarment, declared ineligible, or
voluntarily excluded by any federal depariment or agency; ' o

2) Have not within a three-year period preceding this app!icaﬁonlpropdéailagreement been
convicted of or had a civil judgment rendered against them for commission of fraud or a
criminal offense in connection with obtaining, attempting to obtain, or performing a public
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(Federal, State or local) transaction or contract under a public transaction; violation of
Federal or State antitrust statutes or commission of embezzlement, theft, forgery, bribery,

falsification or destruction of records, making false statements, or receiving stolen

_property;

Are not presently indicted for or otherwise criminally or civilly charged by a goverimental
entity (Federal, State, or lacal) with commission of any of the offenses enumerated in
paragraph B.2) of this certifi catson and

Have not within a three-year period preceding this applicatlonfproposailagreement had
one or more public transactions (Federal, State, or focal) terminated for cause or default.

Shall not knowingly enter into any lower tier covered transaction with a person who is
proposed for debarment under federal regulgtions (i.e., 48 CFR part 8, subpart 9.4),
debarred, suspended, declared ineligible, or voiuntar:ly excluded from participation in
stich transaction, unless authorized by the State.

=Wl] include a clause entitled, “Deb’arment and Suspension Cettification” that essentially

sets forth the provisions herein, in all lower tier covered transactions and in all solicitations
for lower tler covered transacttons

If the Contractor is unable to certify to any of the statements in this certification, the Contractor
shall submit an explanation to Cal/EPA program fundlng this contract.

The terms and definitions herein have the meanings set out in the Def] nttioﬁs and Coverage
sections of the rules implementing Federal Executive Order 12549,

If the Contractor knowingly violates this certificaticn, In addition to other remedies available to
the Federal Government, the State may terminate this transaction for cause or default.
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Ownership of Intellectual Property and Materia_lé ‘
1. Ownership o

' The Stéte, through this conveyance, shall be the aWner of all rights, title and interest §n,:but not

limited to, the copyright to all Works, as defined below, whether or not published and
transferred. The State owns the copyright to any and all Works under this Agreement from the
moment of creation. f, for any reason, the State is not deemed to be the owner of all rights, title
and interest in the Work, then Contractor assigns through this agreement those rights fo the
State, ‘ N - :

" Definitions

Al "Copyright” is defined as-proteciion for original works of authorship fixed in any tangible
medium of exprassion, now known or later developed, from which those works can be
perceived, reproduced, or otherwise comminicated, either directly or with the aid of &
machine or device. co ' : g

'_B. "Work" is defined as any materials or products, as set forth in 17 U.8.C. 100 et seq. and

related regulations and case law, created, produced concepiualized and fixed in a
tangible medium of expression, developed, or delivered, and paid for under this
Agreement {(whether or not copyrighted). It includes preliminary and final products and
any materials and information developed for producing these final products. Work does
not include independent research projects as defined in Conditions Applicable to
Independent Research. . S

License_ io State

- For any prod uct or material, except for data that is public:iy'available without restriction that is

collected, created and fixed in a tangible medium of expression, produced, developed, or -
delivered and paid for under this contract that is not deemed a Work(s), the Contractor grants
through this agreement to the State a royalty-free, non-exclusive, and irrevocable license
throughout the world to reproduce, to prepare derivative works, to distribute copies, to perform,
to display or otherwise use, duplicate or dispose of such Work in any manner for governmental
purposes and to have or permit others to do so. : ‘

Lice_n'sé Obligations of Contractor

The Contractor must indicate in the Scope of Work that the use of ficensed products, including
software products, are commercially available, can be purchased by the State, and can be
performed on existing State equipment, Except as provided in the Scope of Work, the
Contractor shall not use licensed materials without prior written permission of the State.

For Works that require the use of other copyright holders' materials, the Contractor shall furnish
the names and addresses of af copyright holder(s) or their agent(s), if any, and the terms of any
license(s) or usage granted, at the time of delfivery of the Works. :

Contractor shall obtain for the State a royaity»free, non exclusive and irrevocable ficense
throughout the world to reproducs, to prepare derivative Works, to distribute copies, to perform,
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to display or otherwise use, duplicate or dispose of these Works in any matter for government
purposes and to have or permit others to do so for those Works for which the copyright is not
assigned to the State or for which the Contractor failed to obtain copyright for the State, at
Coniractor's expense, Contractor may replace an infringing slement with a comparable element
that is non-infringing or does not violate the rights or interest of any person or entity with the

‘State's written permission.
- Subcontractors

‘Contractor shall require any agreements with other parties who will perform all or parf of the

Scope of Work under this Agreement fo include clauses granting the State a copyright interest
in any Work. . Contractor shall require the other parties to assign those rights to the State on a
form to be provided by the State. :

Notice

Contractor shall include a netice of copyright supplied by the State in a place that can be
visually perceived either directly or with the aid of a machine or device on all Work distributed
under the terms of this Agreement and any reproductions of visual Works or text of these
Works. : o ‘

'Noninterference of Rights of State

- Contractor agrees that it has not knowingiy granted and i shall not knowingly grant to a‘hy

person or entity any right that would diminish, encumber or interfere with any of the rights
granted to the State in this Agreement. '

Remedies after Completion

If, after the completion and acceptance of the Work, the State becomes aware that the Work
cannot be used because it would infringe upon the copyright, literary, dramatic, statutory, or
common law rights, trademarks, or service marks of any third party, would infringe upon or
violate the rights or interests of, or the rights of privacy of, a third party or would constitute libel
or slander against a third party: as determined by the State, the Contractor shall provide the
following remedies in consultation with the State and approval by the State. ‘

A, Procure for the State a license as set forth in Article |, Paragraph 4. License
Obligations of Contracior, above, to use that element of the Waork, if avsilable at a
reasonable expense, or : '

B. Replace that element with the comparable element that is noninfringing or does not
violate the rights or interest of any person or entiy, or

C. Modify that element so it becomes noninfringing or does not violate the rights or interest
- of any person or enfity, or - ' _ ' .

D, Remove any element that constitutes a libel or slander of any person or entity.
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- Contractor makes no representations that it will maintain the capabili’cy tb provide the remedies
- set forth in (a) through (d) above if the capability is dependent on maintaining the original
computer software or hardware used to develop the element, :

9. Materiats

The State shall retain ownership of the original and afl copies of the Work and the medium such
as original artwork and negatives, print ready art or copy, computer diskettes, etc. Contractor
_shall make delivery of the original and copies within ninety {90) working days of request by the -
State or at termination, or expiration, of this Agreement or at the end of the fiscal vear.
Contractor may retain copies of the Work on file for audit purposes and for purposes identified in
License and Derivative Works, of this Agreément. . S

License and Derivative Works

The State grants the Contractor a royalty-free, non-exclusive license to use, reproduce and disseminate
a Work approved as satisfactory by the State and permission to create derivatives works and use, that

- Work in independent research projects, subject {o the limitations Conditions Applicable fo

Independent Research, for noncommercial reséarch and educational purposes.

'Rights in Data

Notwithstanding any other provision of the Agreameht or its Exhibits, Contractor understands and

agrees that Qwnership of Infellectual Prog’er_tg and Materials governs all ownership rights in data

files, databases, or database systems.

Conditions Applicable to Reporis/Publications Deliverable to the State

1. The Contractor shall use data that is contained in all deliverable published reports or

- bublications and provided by the State or collected or prepared tnder the Agresment by

Contractor, except as provided in Condiifons Applicable to Independent Research, under the

_ following conditions:

A All datafreséarch fepdrts or publications shall contain (1) a disclaimer that credits any
‘analysis, interpretations, or conclusions reached to the author(s) and not to the State,
and (2) a statement on the biases in the data known fo affect the report findings.

B. .~ The Contractor shall submit all defiverable public reports ar publications to the State's’
Contract Manager for review, written comment and approval by the State, subject to
requirements in Satisfactory Deliverables, at least ninety (90) calendar days before

" release of the deliverable public report or submission for publication or reproduction.
The Contractor shall incorporate all of the comments of the State's Contract Manager
insofar as possible, and the Contract Manager shall be informed of any comments which
cannot be incorporated and why, so that any differences can be discussed before
publication. The State review may make a determination that the technical descriptions

-of the data are consistent with those provided by the State and that all confidential .

information has been deleted or scrambled. Confractor shall delete or scramble all
condfidential information as required by the State. No deliverable public report or
publication shalt be published unless it has been approved by the State.
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C.  Contractor agrees to deliver, ina form that can be used and reproduced by the State,

- ainy Works as defined in Ownership of Inteflectual Property and Materials, developed

ity execution of this Agreement at completion of this Agreement. The Contractor shall
deliver those copies to the State within ninety (90) calendar days of the completion of
- this Agreement.

D, The State shall have the right to order at any time during the performance of this

' Agreement, or within three years from either acceptance of all items (other than data) to
be delivered under this Agreement or termination of this Agreement, whichever is later,
any Work and any data not called for in this Agreement but generated in performance of
this Agreement. The Contractor shall promptly prepare and deliver that data as is
ordered for actual costs of reproduction, including no more than 10% overhead. The
Contractor shall exercise its best efforts to prepare and deliver such data as is ordéred if
the principal investigator is no ionger associated with the Contractor. The Conractor
shall be relieved of obligation to furnish data pertaining to an item obtained from a

. subcontractor upon the expiration of three years from the date the Contractor accepts
such items.

When data, other than the Work as defined in Article 1, Paragraph 2, Ownership
of Intellectual Property and Materials is delivered pursuant to this section,
' -payment shall be made, by equitable adjustment or otherwise, for converting the
data into the prescribed form, reproducing it, or preparing it for delivery.

E. Contractor must request in writing and obtain written permission from the State to
release to other parties data files, databases, or database systems except for thoss that
are publicly available without resiriction, provided by the State or prepared or collected
under this Agreement within thirty (30) calendar days before the release of the data files,
databases, or database systems.: .

V. Cond!tlons A_gpjmable fo Indegendent Research

1.

N

' “Indepencient research project” is defmed as research, artlc[es reports, and materfals that is not
‘ necessary for performance of this Agreement, produced by Gontractor and Contractor's facully,

students, or staff using data provided by the State or collected or prepared under this

_ Agreement. Independent research projects shall not have been produced in performance of this

Agreement, nor during time invoiced to the Depariment, nor paid for, under this Agreement.

Corntractor shall request prior written permission from the State to use confidential information in
data from State databases or coliected or prepared under this Agreement according fo the
requirements of the source database or the appropriate human subject review board.
"Confidential information”" means any information containing patient identifiers, inciuding but not
limited to, name, address, telephone number, social security number, medical |dent|f' catlon
number, and drivers Etcensa number.

The Contractor shall include in all data/research reporis or publications (g} a disclaimer that
credits any analysis, interpretations, or conclusions reached to the author{s} and not to the
State, and (b) a statement on the biases in the data known {o affect the report findings.
lndependent research prcuec’ts shall not contain the publication credit in Pubhcation Credit.
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" 4.. . Contractor shall supply the State with a copy of the final product three (3) weeks prior to the

. date of submission for publication, and a copy of the final publication for independent research
project articles, reports or materials intended for publication. The State shall not release the
articles, reports or materials or comment publicly prior to their scheduled release. -

5, Contractor must request in writing and obtain written permission from the State fo release to
other parties data files, databases, or database systemns except for those that are publicly
avallable without restriction, provided by the State, or prepared or collected under this
Agreement within thirty (30) calendar days before the release of the data files, databases, or
database systems. Coniractor can use and release individual data elements without prior

_ approval from the State.

Publication Credit =

_. The-Cor.lt.ractar shall i.hciude a siatefneht giving ére.dit for support by the State on the title page of

deliverable public reports or publications regarding any work performed with funds provided under this
Agreement, such as: )

" This project was stupported by funds received from the State of California, California
Environmental Protection Agency, ' S ...." In addition o the requirements
Conditions Applicable to Reports/Publications Defiverable to the State, the Contractor must -
also include this statement on any curriculum, educational materials, programs, program

documentation, videotapes, and/or other audio-visual materials {(Works) resulting from this

 Agreement. .

Safisfactory Deliverables

Contractors must provide the State with de[iverab}eé that are of‘the higﬁ.ést ﬁuéiity, including the use of
highest quality concepts developed under this Agreement. If satisfactory deliverables are not received,
the State shall not approve for payment subsequent invoices under the terms of the Agreement until the

- State recelves satisfactory deliverables. Defiverables must not contain confidential information in
- violation of state or federal law or the requirements of the appropriate human subjects review boards.

"Confidential information” means any information containing patient identifiers, including but not limited
to: name, address, telephone number, social security number, medical identification number, driver's
license number. . o : :
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Background

In 1897, the Governor signed into law Senate Bill 1320 (Sher 1997). The language is now .
incorporated into Health and Safely Code Section 57004. The stafute requires the six Cal/EFA
organizations” to submit for external scientific peer review all propased rules that have a scientific
basis or components.

The guidance described herein was deve!oped.to impiement the statute requirement for the
California State Water Resources Control Board and nine Reglonal Water Quality Control Boards.
This original Water Board focus in ho way {imits its use by all CallEPA organizations, for which it
is now intended. In future updates, references and examples refating fo medla top;cs beyond
water quality will be included if considered useful.

These guidelines also shall apply to all subjects chosen for external peer review, whether or not
they are subject to the statute requirement, as described below. Reviewer candidates for all
reviews must meet the same no conflict of inferest provisions. - ‘

The Siatute Requirement for External Scientific Peer Review

The language from Health and Safety Code Section 57004 that relates to external scientific peer
review is provided here ag Attachment A. i defines the essence of our challenge, and describes
the responsibilities of both the organization requestirig the review, and the reviewers. As noted,

~ the requirement refers to all proposed rules that have a “scientific basis” or "scientific portions,”
and these phrases are defined in the code. The “agency” referred to is Cal/EPA. The statute
notes that no Cal/EPA organization shall iake any action io adopt the final version of a rule unless
several conditions are met: One of these is that *The board, department or oifice submits the
scientific portions of the proposed rule, along with a statement of the scienfific findings,
conclusions, and assumptions on which the scientific portions of the proposed rule are
based and the supporiing scientific data, studies, and other appropriate materlals, to the
external smentli‘ ic peer review entity for lis evaluation.”

With respect to proposals involving water quality ob_]ectwes we interpret this to include the
soundrness of the scientific basis of the ob;ectwes themselves, and the context in which they are
to be implemented. : .

The peer review process described in these guidelines includes independent dentification of
external peer reviewer candidates by an outside party. This is achieved through a contractual
arrangement Cal/EPA has with the University of California, Berkeley. All candidates-must

- complete and sign a Conflict of Interest (COJ) Disclosure form that is reviewed by an independent
entity identified by Cal/EPA. Only approved candidates can serve as external peer reviewers,

(1 Aér Resources Board; (2) Department of Pesticide Reguletion; {3) Department of Toxic Substances
Control; (4) Iniegrated Waste Management Board; {5) Office of Environmental Health Hazard
" Assessment; and (6) State Water Resources Controt Board and nine Regional Water Quaiify Control
Boards, ‘
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Do ail Proposed Rules or Amendments with Scientific Components Require Scientific Peer,
Review? _ _ ‘ :

Sometimes the answer is No, peer review is not needed, or, at Ieast, not for all of it. A Cal/EPA
document provides some assistance for making this decision. it is titled, Unified California

. Environmental Protection Agency Policy and Guiding Principles for External Scientific Peer
Review, March 13, 1998 (Cal/EPA Guiding Principles). it notes that there are several
circumstances where work products do not require peer review under SB 1320 (Health arid
Safety Code Section 57004), including the following: .

A particufar work product that has been peer reviewed with a known record by a
recognized expert or expert body. Additional review is not required if a new
-application of an adequately peer reviewed work product does not depart
significantly from its scientific approach. These fypes of work products wotdd
include standards developed by the U.S. EPA, which Cal/EPA adopts, These
U.8. EPA standards are presumed to have beeh sufficiently peer reviewed unless
additional peer raview is required by faw. ' co S

The "USEPA standards” are those that appear in & final (not draft) EPA document, which is
understood to have met EPA adoption requirements. That is, the draft document was sent out for
scientific peer review, and the final document satisfactorily addressed reviewers' comments, as
'EPA considered appropriate and necessary. o ' ‘

Note the caveat fo this and other potential exceptions described in the “Irplementing
Language”_sec_ﬁon below, co ' B , '

Consideration Should be Given to Whether the Scientific Basis for a Specific Rule, Major
Scientific Initiative, or #ethod noi Subjeci to Health and Safety Code Seciion 57004 Should
be Submitted for External Scientific Peer Review P T e

‘The Cal/EPA Guiding Principles document identifies such categories of work products (pp 6-7), as )

described below.  The distinguishing feature of these is that they address important scientific
topics which would have statewide significance. Examples are as follows: : '

1) =~ Products that Address Emerging or Controversial Issuss, Have Significant Cross-
' Media Implications, or Establish a Significant Precedent ' T -

‘ e.g., Application of new scienitific findings in hazardous waste classification. :
e.g., Risk assessment methods, development, and findings. {For example, impacts
concerning children or new environmental chemical fate transport models that
substantially modify risk outcomes.) '

2y Scientific Products that Support Regulations, Standards, or Rules _
- eg., Critical technical guidance documents for the regulated community.
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3}  New Decision Criteria, Analytical Tools, or Madels of Significance or Changes in
- Assessment Methodologies fo be Used Routinely in Risk Assessment
&.¢., Significant new or revised models and other techniques designed {o predict
exposure, simulate transport, stc. ‘ c ‘ o o
e.g., Changes or innavations in analyfical measurement techniques for pollutants.

Work Products Not Requiring Peer Review

The Cal/EPA Guiding Principles document referred to above notes that there are several
circumstances where peer review is not required under Health and Safety Code Section 57004.
These are in addition to the EFA standards example given in the section above titled, Do Alf
Proposed Rules . . . . Peer review is not required for permits, variances, enforcement actions,

and similar types of activities, unless they are accomplished through ru!gmaking.

Implementing Language Must Be Submitted For External Review

The context in which the “science® is to be applied must be understood by the reviewer. With
respect to water quality objectives, thelr implementation in a proposed rule is an integral part of
the rule’s scientific basis, This use of the objectives must be submiited for external review aven if
the objectives themselves had previously been accepted as scientifically sound.

 For example, proposed numerical water quality objectives for recreational shellfish harvesting

waters may be identical to those recommended by the California Department of Health Servicss

- and the U.S. Food and Drug Administration. Peer review could be assumed to be not needed.

However, these numbers are integral to a specific sampling sfrategy and statistical context and, if
any of the associated parameters are different in the regulatory action proposed for adoption a
peer reéview must be performed. o : ‘ .

For a Water Board Basin Plan Amendment for example, the material to be reviewed must include

- the amendment language. Where some uncerfainty exists, staff should contact me in writing, |

may seek input from legal counsel, before responding in writing for the project record.
The Decision to Request External Reviewers: Who is Responsible?

Management in the Cal/EPA organizations Is responsible for deciding whether or not 5 proposet
should be submitted for external scientific peer review. Management must be familiar with and

have approved the detail of the request letter and its attachments, described below. One of the
attachments highlights the essential scientific topics to be reviewed and commented upon.

Another reason for ensuring that the proposal is a solid product with committed organization
support is that a considerable effort is directed to identifying willing and conflict-of-interest free
candidates who are noted experts in their fields, Candidates are drawn from academic -
institutions across the country. L : '

The external review is not a fime for seeking technical advice. The process ig not a collaboration,

The proposed rule sent out for external review is draft final and based on sound scientific
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- principles, in the best professional judgment of rﬁanagemeht and staff. The propo.sa!'must be
clearly expressed and based on defensible logic, _

Staif are encouraged to find colleagues who are preparing, or who have preparad, similar .

- requests to gain from an exchange of ideas. Also, other entities 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, about the intended proposal and solicit comment as necessary. '

If a decision is made that peer review s not necessary, that conclusion must stand up to future
challenge which could stop the proposed action in its fracks. A successful challenge would result
in initiation of the peer review process. All of this could add months to the original adoption '
schedule. The decision to go ahead with peer review, or not, should be well thought out.

The external scientific peer review should take place and changes made which staff consider
necessary, before documents are sent out for public comment. Demanding schedulss sometimes

require both reviews to take place simultaneously. Avold this if possible. -
‘ Sig'niné the Request for External Reviewers

Within the State and Regional Water Boards, the level of the person signing the request has been
left to the discretion of the respective organizations, Some prefer that the Executive Officer or
Assistant Executive Officer sign. At the minimum, the request should be signed by the second
supervisory level or above. SR BT _ '

- The request includes a clear and detailed description of the scientific basis of the proposal, and it
“highlights the individual topics that later will be the focus of each reviewer's aftention. Those
fopics, the comments on them by noted experts, and subsequent Cal/EPA organization response
alt will become part of the public record and the administrative record which is the legal basis for

a Cal/EPA organization action. . o ' ' :

This signoff by management is the most effective and consistent way of ensuring that staif and
management are equally familiar with the details 'of the request. The reference to consistency is
based in part on an observed flux in staff in the organizations, which has shown that the peer
review mandate and the details for carmying it out continues to be a new learning experience for

many. The need for managemert signature is based also on the assumption that management is -
familiar with the peer review process and will provide guidance to staff, as necessary.

Submitting the Request for External Reviewers

The requeét is initiated by writi:ng:a iéﬁér fo me with the information listed beiow. It should be
sent in draft email form, with three attachments. e : .

" This cfréﬁ can be sent by staff after rriénag-ément review, The'!ettér itsélf will:

{a) describe the puf*pose of the request, noting that if the prdpnsal for review is intendéd for
- eventual adoption, the proposed adoption date wi!l be identified; '
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(b} indicate the date the documents will be ready for review, and your preferred period of review (I
suggest 30 days). Please be as accurate as you can about document availability. Often,
reviewers agree to do the work within a certain fime frame;

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

(d) recommend the kinds of expertisé staff believes is appropriate for the review (Highlight the

" expertise considered essential); Recommendations for reviewers are not permitted.

(&) provide the name, phone number, and e-mait address of the staff contact for the project.

The three attachments will prowde the information described below:

Attachment 1. A plain English summary of the proposal which | IS mtended for future orgamzatlon
action. This could be done on one page.

Attachment 2:. The scientiﬁc issues you want the reviewers to address and comment on. |
. The following two patagraphs will precede the list of scientific issues:

“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 knowledge, methods, and practices.

'We request that you make this determination for each of the'fo!'!oi.ving issues
that consfitute the scientific basis of the proposed regulatory action. An
explanatory statement is provided for each issue to focus the review.”

The following garagfagh must be added here if a proposed rule is not the stbject -
of revisw: “For those work products which are not proposed rules, reviewers

must measure the quality of the product with respect to the same exacting
standard as if it was suh]ect to Health and Safety Code Section 57[}04
requirements.” -

.An explanatory paragraph or two must be provided fo thé reviewers for each jssue
you ars presenting to them. This will make it much easier for reviewers to know
what your challenge is, and how you have addressed if, '
The last scientific Issue should be followed by this statement to ensure the
reviewer is given an opportumty to comment on the proposed Board action asa
whole:

“The Big Picture

Reviewers are not limited to addressing only the specific Issues presented
above, and are asked to contemplate the following questions. ’
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(a) ' In reading the staff technical reports and propased implementation
language, are there any additional scientific issues that are part of the
scientific basis of the proposed ruls not described above? fso,
please comment with respect to the statute language given above.

(b). Taken as a whols, is the scientific portion of the f:roposed rule based

“upon sound scientific knowledge, methods, and practices? R

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. — S ' -

- The preceding guidance will ensure that reviswers have an opportunity fo
comment on all aspects of the scientific basis of the proposed Board
action. At the 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 fo focus feedback on the scientific issues that
are relevant to the central requlatory elements being proposed.”

- An excellent example of the suggested format is attached (Attachment B to this
.| guidance). It describes a proposed site-specific objective. Note that questions are
~ not asked. Independent scientific peer raview is not a vehicle for seeking technical
advice. '~ = . : ' o '

Attachment 3: A listing of people who have participated in the development of the proposal. The
P intent here is to identify academiclans and other researchers from any of the
.. California university systems, public or private, and outside them, that have
‘participated in any stage of project development. The peer review statuie forbids
any such participant from taking part in the review. So we want to know who they
are: “No person may serve as an external 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? = ' o '

~ The period of time from my receipt of the final request to my contacting you later with names of
approved reviewers, can range up fo two months. This covers the period for finding candidates
by the University of California {UC) Project Director; completing the COI Disclosure form and
review by an independent entity. The UC Project Director and | receive a letter from the
reviewing authority indicating whether or not the candidates have passed the test. If a candidate
has not been approved, a search for a replacement with comparable expertise is initiated. On
these occasions, the two-month period could be exceeded. :
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What Happens After the Draft Request is Submitted?

Fwill review the draft to ensure that all the required topics are covered and that they are clearly
presentad o minimize questions of clarification by-the UC Project Director, potential reviewer
candidates, and selected reviewers once the review is underway. This reading of the draft will be
done quickly. After the review, | will contact the person who sent the request, suggest changes if
any are thought to be necessary, and ask that the final request (letter and three aitachmenis) be
sent to me electronically with a signed, hard copy in the mail to follow. Then | will send the
electronic copy to the UC Project Director. This person is not identified in this guidance to
emphasize the importance of the independence afforded the University in selecting reviewers for
Cal/izPA following strict conflict-of-interest considerations. : '

The UC Project Director sends the same reguest information to potential reviewer candidates.
This opens a communication to determine if the candidates are interested and qualified. Once
suitable candidates are identified, they are asked to complete and sign the COI Disclosure form.

My Response _Le_tter to You . :
When candidates are approved as reviewers, | will write a letter to the Cal/EPA organization

representative who requested the exiernal reviewers, The letter will identify reviewers and
provide contact and biographical information. An example of this letter is included here as

. Attachment C. From this point forward, all subsequent communications will be directly between
the organization requesting the review, and the reviewers. ' :

My letter will fell you to contact reviewers immediately, and let them know you have been
informed that they have been approved as reviewers. The leiter also will tell you to let them know
your latest schedule for sending the review materials to them. Keep them current on changesfo
this schedule. Their acceptance of the assignment cfien is conditional upon the otginal

schedule, so you will have fo determine if changes are acceptable to them. Keep me informed of
significant schedule changes as | am sometimes contacted by the University or the reviewers
when delays occur. :

Providing Guidance to Reviewers

Your second contact with reviewers will fake piace when you send them the material to be
reviewed. A cover letter and altachments providing guidance to the reviewers must accom pany
this material. The three attachments originally sent with the letter of request for reviewers must
be included with this cover letter. The reviewers must clearly understand that the focus of the
review will be the topics identified in Attachment 2. Reviewers should have been sent this

information by the UC Project Director during the inifial search for candidates. Regardless, it now

should be sent diractly from the Cal/EPA organization to provide diraction and context for the
review, - :

. Reviewers' Responsibility

From Health and Safety 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 written
report that contains an evaluation of the scientific basis of the proposed rule. If the
exfernal scientific peer review entity finds that the board, department, or office has failed
to demonstrate that the scientific portion of the proposed rule is based upon sound
scientific knowledge, methods, and practices, the report shall state that finding, and the |
reasons explaining the finding, within the agreed-upon timeframe,” _
Response to Reviewers: CallEPA Organization Responsibility, and 'Flexibility in Response
From Health and Safety Code Section 57004: | ' |

“The board, department, or office may accept the finding of the external scientific peer
review enfify, 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 ruls, including the reasons why if has determined that the scientific portions of the
proposed rule are based on sound scientific knowledge, methods, and practices.” -

Such a determination and stpporting rationale must be brought to the attention of the Board,’

o .Department, or Office at the time the Rile is propased for adoption. In adopting the proposed

‘Rule, the Board, Department, or Office would be concurring with staff's rationale.

Additional !nfermaﬁon; Questions and Responsés
1. Héw many reviewers are assigned toa project?

The complexity of the proposal and essential expertise identified for its review will provide a

basis for the number of reviewers identified for a proposal. The number assigned, and the

expertise, Is determined by the UC Project Director after careful consideration of the
“information provided in the request lefter and its attachments, For Water Board proposals, tha |
 number of reviewars has ranged from one to eight. : ; o o

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

Normally, reviewers act independently and are not organized as commitiees. This has proved -
to be the most efficient way of getting the Water Boards the information they need as they
move forward to consider adoption of 2 science-based regulation. Commitiees can be
formed, but the potential need for members to interact would extend the suggested 30-day
review petiod. : : . '

| 3. Does a CallEPA organization have any right to reject a reviewer if it feels that person is
not appropriate for the assignment?. .
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As noted in (1) above, the University Project Director identifies reviewer candidates based on
the information provided in the letter of request for reviewers. This includes a description of
recommended reviewer expertise. If the requesting organization feels that essenfial expertise
is not represented by the identified reviewers, then | should be informed in writing with the
reasons for this conclusion. | will forward this statement to the University Project Director and,
if justification is sound, an additional reviewer will be found for the assignment.

. Are discussions between staff and reviewers permissrb!e?

No, Thereis one exceptton - the reviewers' need for clarification of certain aspects of the
documents being reviewed, where this need has been expressed. Clarification questions and

responses to them must be fransmitied in wiiting. These communications will become part of

the administrative record. Independent peer review is charactetized by no interactions, or a
limited number of them. The crganization requesting independent review should be careful
that staff-reviewer communications do not become a collaboration, or are perceived by others
to have become so. The reviewers are not technical advssors

. If a proposal has been revised significantly, and a CallEPA organization wams it

reviewed again, can the orgamzat:on send it back to the same reviewers for another
look?

No. This couid unmtentzona!ly Iead o coilaboratlcn or the appearance of such Whlch must
be avoided. Write me a letfer stating the nature of the changes and identify the original
reviewers., Add anything else that is relevant to the revision. 1 will contact the UC Project
Director and transmit the justification for the request. The Project Director will decide who -

. should review the revised documents. If different from the original reviewers, each would

hawve to complete a COI Disclosure form. | will contact you after this decision has been made. .

. Do we need o respond to reviewers?

As a matter of couﬁesy, the Cal/EPA organization shduld acknowledge receipt of the
comments and thank the reviewers for teking time 1o review the scientific basus of the
proposed rule or other work product,

Reviewers also will be interested fo know how the organization responded to their
commeants. As required by statute, the Cal/EPA organization can agree with critical -
comments, and make adjustments {o meet this criticism; or it can disagree, but it is required
to state why for each point of contention, the orgamzatlon s proposal is based on sound
sclantiﬂc principles.

It the organization provides this follow-up information to the raviewers, } recommend that it
be done when the proposal has been revised as necessary, and it is ready to be sent out for
public comment. This courtesy communication to reviewers is not meant to estabhsh a
dialogue or collaboration that could influence subsequent Board aciion.
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If we are asked for a copy of reviewers’ comments, at what point in the process should
they be released? S IR - '
Legal counsel advises that reviewers’ comments are a matter of public record at the time

they are received by the Cal/EPA crganization, and should be given to a requestor at that
time, o : - ' . . . : -

CalfEPA staff may feel more comfortable by ﬁrét prepariz‘ig responses to the comments and -

adjusting the proposed rule or work product as necessary prior to release for public
comment, before releasing the comments. Staff may suggest this as an alternative to a

- requestor. However, if this person wants them upon receipt by the Cal/EPA organization, the
- review comments must be provided at that time. . ' :

If a reviewer sends an invoice with a cony of the raview to the caHE?A organization

requesting the review, what should he done with_the_invoice?

The Cal/EPA organization should keep the raview, but retum the invoics to the reviewer. -

All reviewers previously have been instructed that upon completion of the assignment, they
shall send one full set copy of the peer review directly to the Cal/EPA requesting organization
and one full set copy to the UC Project Director. The reviewers shall only send their invoices
directly to the UC Project Director for review/approval, and not to the Cal/EPA organizations.

The UC Project Director will authorize payment for completed reviews-.

Should tﬁere be any contact between Cal/EPA organizations requesting areview and
the UC Project Director, at any time? .

' No. This person is a neutral third party whose responsibility it Is to identify reviewer

candidates based on material prepared by a Cal/EPA organization. The strength of our peer
review process is the independence afforded this individual. This keeps Cal/EPA

- organizations free of any perception 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 i Street . .
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