California Integrated Waste Management Board

November 5, 1998
AGENDA ITEM 13
ITEM:

Discussion of Board Protocol for External Scientific Peer Review [Chapter 295, Stats. 1997 (SB 1320, Sher)]

I.
SUMMARY 
This proposed protocol would establish procedures for determining the need to conduct external scientific peer review of Board work products and regulations, conducting peer reviews, and evaluating peer review comments.  This internal Board procedure is proposed in response to the requirements established by Health and Safety Code section 57004, added by Chapter 295, Statutes of 1997 (SB 1320, Sher) and the Unified California Environmental Protection Agency Policy and Guiding Principles for External Scientific Peer Review dated March 13, 1998.

II.
PREVIOUS COMMITTEE ACTION 
The Policy, Research and Technical Assistance Committee considered the draft protocol on July 7, 1998 and directed staff to:

· Define decision-making criteria for determining whether or not to conduct a scientific peer review;

· Identify specific Board work products that would be excluded from scientific peer review (e.g., RPPC annual recycling rate); and

· Create a process that forwards appeals of Executive Director decisions on the need to peer review specific work products or regulations to the Board for final determination.

In addition, the Committee asked staff to prepare a laundry list of Board work products and/or regulations that are likely candidates for peer review in Fiscal Year 1998/99.

III.
OPTIONS FOR THE BOARD OR COMMITTEE 
This is a discussion only item.

IV.
STAFF RECOMMENDATION
Staff asks for the Board’s direction on the proposed external scientific peer review protocol.  With direction from the Board, staff will revise the protocol for adoption by the Board.

V.
ANALYSIS 
Background: 

Chapter 295, Statutes of 1997 (SB 1320, Sher) added Health and Safety Code (HSC) section 57004, related to external scientific peer review.  A copy of the statute is included as Attachment A to this item.  Under the new statute, external scientific peer review means review by an independent scientific expert of the work product or products (or portions thereof) that constitute the scientific basis for a rule “... establishing a regulatory level, standard, or other requirement for the protection of public health or the environment.”  This requirement is established only for the Boards, Departments, and Office within the California Environmental Protection Agency.  

Health and Safety Code section 57004 specifies that no Cal/EPA Board, Department or Office:

“... shall take any action to adopt the final version of a rule ... [without submitting] ... the scientific portions of the proposed rule, along with a statement of the scientific findings, conclusions, and assumptions on which the scientific portions of the proposed rule are based and the supporting scientific data, studies, and other appropriate materials, to the external scientific peer entity for its evaluation.”

Health and Safety Code section 57004 defines “scientific basis” as “the foundations of a rule that are premised upon, or derived from empirical data or other scientific findings, conclusions, or assumptions establishing a regulatory level, standard, or other requirement for the protection of public health or the environment.”  “Rule” includes any regulation as defined in section 11342 of the Government Code and any policy adopted by the State Water Resources Control Board under the Porter-Cologne Water Quality Control Act (Division 7, commencing with section 13000 of the Water Code) that has the effect of a regulation.

Cal/EPA issued a guidance document related to the implementation of Chapter 295 in January 1998.  This Unified California Environmental Protection Agency Policy and Guiding Principles for External Scientific Peer Review (Cal/EPA Unified Policy) was subsequently amended in March 1998.  The document sets Cal/EPA policy not only for addressing the specific charge of HSC 57004, but also for the Agency’s independent directive to externally peer review the scientific basis of other program initiatives.  Cal/EPA cites a number of State and national initiatives highlighting the importance of external scientific peer review, including at the state level: (1) the newly enacted requirements of HSC 57004; (2) the October 1996 report and recommendations of Cal/EPA’s own Risk Assessment Advisory Committee (RAAC); and (3) Governor Wilson’s Executive Order W-137-96.  

Cal/EPA’s Unified Policy directs its Boards, Departments and Office to develop and implement official, written guidelines relating to external peer review.  These guidelines should address “the basic aspects of the process such as which [Board] initiatives, risk assessments, regulatory options, or decisions will be subject to review…how the [Board] will determine the level of peer review for a work product or initiative…[and]…administrative procedures, such as how peer reviewers are selected and how to consider the outcomes of peer reviews.”

The draft IWMB External Scientific Peer Review Protocol, included as Attachment B to this item, was developed by the Board’s Legislative and External Affairs Office with input from an informal workgroup representing the Diversion, Planning and Local Assistance Division, the Permitting and Enforcement Division, the Waste Prevention and Market Development Division, and the Legal Office.  Initially, the draft was presented to the Board’s Policy, Research and Technical Assistance Committee in July 1998.  The Committee asked staff to further develop the protocol to improve decision-making criteria, identify excluded work products, and create an appeals process.  The attached draft protocol addresses the Committee’s direction.  In addition, the Committee asked staff to prepare a laundry list of Board work products and/or regulations that are likely candidates for peer review in Fiscal Year 1998/99.  This information will be provided closer to the Board meeting.

Key Issues:

Determining when external scientific peer review is needed
The draft protocol draws a clear distinction between the requirements of HSC 57004 for peer review related to regulations, and of the Cal/EPA Unified Policy related to peer review of other work products.  The protocol would provide for the external peer review of the scientific basis of regulations proposed by the Board as required by HSC 57004, with the added flexibility for peer review of other work products as deemed appropriate by the Board.  Consistent with the Cal/EPA Unified Policy, the draft protocol identifies work products that do, and work products that do not, require scientific peer review. 

In response to direction from the Committee, the revised protocol now includes improved decision-making criteria for determining whether or not to conduct a scientific peer review.  The protocol has been revised to clarify that only the scientific basis of regulations must receive external scientific peer review as required by HSC 57004.  In addition, a series of questions has been added to prompt the Board and staff as they examine the need for external scientific peer review of individual regulations or work products.

The revised protocol also addresses the Committees direction to identify specific Board work products that would be excluded from scientific peer review.  Specific examples of excluded work products have been added to the Permits exclusion.  Two new classes of excluded work products have also been included: Best Management Practices and Procedural Rules. 

Consistent, independent review of peer review needs
The draft protocol provides for the consistent and independent review and coordination of the Board’s peer review needs.  This will be accomplished through the creation of an internal Peer Review Advisory Panel and a Peer Review Coordinator.  The three-member Peer Review Advisory Panel is comprised of Board staff with scientific and/or engineering training and experience, that will provide an independent recommendation on the need for external scientific peer review of scientific work products, based on good science.  The Peer Review Coordinator will be selected from among the Advisory Panel members, and will assist in coordination of all scientific peer review activities for the Board.  The Coordinator will serve as the Board’s representative to the Cal/EPA Peer Review Working Group (PRWG), and be responsible for reporting on the Board’s peer review activities to the PRWG and to the Secretary for Environmental Protection.  As part of the annual budget cycle the Coordinator, with support from the Advisory Panel and Board staff, will review current and planned work activities and identify potential external scientific peer review needs for inclusion in the budget.

Appeals process 

An appeals process has been added to the draft protocol at the Committee’s direction.  A Board member or any interested party could appeal to the Board a decision by the Executive Director to conduct, or not to conduct, a peer review of a work product or regulation.  This is proposed as a two-step process similar to the AB 59 appeals process, in which the Board first decides whether or not to accept the appeal, then hears it.

Fiscal Impacts: 

There is a minor, absorbable fiscal impact related to adoption or implementation of the proposed peer review protocol.  However, Board approval of the protocol will position it to draw on the $1,120,00 approved in the 1998‑99 Budget to fund external scientific peer review of rules and regulations proposed by the Boards, Departments, and Office of Cal/EPA.  This includes a direct appropriation of $150,000 from the Integrated Waste Management Account to Special Environmental Programs (3985) within the budget of the Office of the Secretary for Environmental Protection.

Findings:
· Health and Safety Code section 57004 requires that the scientific basis for regulations adopted by the Board be peer reviewed by outside experts.  

· Cal/EPA’s Unified Policy establishes guidance on implementing the specific peer review charge of HSC 57004, as well as other initiatives and work products.  The Cal/EPA Unified Policy requires the Board to develop written guidelines for complying with HSC 57004 and the Unified Policy.

· The draft scientific peer review protocol would establish procedures for determining the need to conduct external scientific peer review of Board work products and regulations, conducting peer reviews, and evaluating peer review comments in conformance with HSC 57004, and in a manner consistent with the Cal/EPA Unified Policy.

VI.
ATTACHMENTS

A.
Chapter 295, Stats. 1997 (SB 1320, Sher)

B. Draft IWMB External Scientific Peer Review Protocol

C. List of work products and regulations that may be candidates for external scientific peer review in Fiscal Year 1998/99 (not available until closer to Board meeting)

VII.
APPROVALS

Prepared By:
Chris Peck
Phone:
255-2427

Reviewed By:
Patty Zwarts
Phone:
255-2203

Legal Review:
Elliot Block
Date/Time:
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