The technical review of dossiers of substances for inclusion into the 1998 Protocol on Persistent Organic Pollutants (POPs)
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Section I - Explanation of the process.
A.
Purpose:

The aim of this paper is to help those who are unfamiliar with the LRTAP Protocol on POPs, but who because of their expertise may be asked to assist in the technical review of dossiers proposals to add new substances to the Protocol.  As a result of it being a simplified summary, however, much material has been omitted.  A definitive description of the process can be found in the official documents cited below which are available on the Task Force on POPs web page at:  http://www.unece.org/env/lrtap/TaskForce/popsxg/welcome.html .
B.
Introduction:

The Protocol on Persistent Organic Pollutants (POPs) under the 1979 UNECE Convention on Long-range Transboundary Air Pollution sets out actions to be taken to control, reduce or eliminate discharges, emissions and losses of persistent organic pollutants.  It is legally binding on its Parties.  Sixteen substances are presently in the Protocol but Article 14 provides procedures to be followed when a Party wishes to makes a proposal (dossier) to amend annex I, II, or III by adding a substance to the Protocol.  It explains that Executive Body decision 1998/2 details the information that the proposal shall contain, and provides a framework that shall be followed for the review of such proposals by the Parties.  

C.
Task Force on POPs:
The Executive Body which is the Convention’s “Conference of the Parties” has decided that the Task Force on POPs shall prepare technical reviews of such proposals when requested to do so.  Membership in the Task Force is composed of experts from the Parties to the Convention. Meetings of the Task Force are open to authorized representatives of intergovernmental or accredited non-governmental organizations who may participate as observers.  The Co-chairs may also invite individuals with expertise relevant to the work of the Task Force to participate in the discussions as observers.
The Task Force on POPs receives its direction from the annual work plan of the Executive Body but reports to the Working Group on Strategies and Review.  The Working Group on Strategies and Review is the group under the Convention, which amongst other activities, develops strategies for action on substances and proposes such actions for adoption by the Executive Body. 

D. 
Procedure for Review: 

At request of the Executive Body, the Task Force on POPs developed a guideline document to outline the procedures for the Task Force to follow when undertaking dossier reviews.  The Guidelines are annexed to the 2004 Report of the Task Force (EB.AIR/WG.5/2004/1). Together with the Protocol and EB Decision 1998/2, they are the authorative documents.  The following is an abbreviated sequence of the dossier review process.

1. A Party to the Protocol develops a dossier consistent with the requirements of EB Decision 1998/2. For consideration of the dossier, it must be received by the secretariat of the EB 90 days prior to its next meeting.  Upon receipt, the dossier is circulated to the Parties to the Convention by the secretariat of the Convention.
2. At the appropriate meeting of the Executive Body, Parties to the POPs Protocol decide if the dossier is deemed acceptable.  The Parties deem it acceptable if the information requirements of EB Decision 1998/2 have been submitted as required.  If so, it is referred to the Task Force on POPs to conduct the scientific and technical review.  Executive Body sessions normally take place in December with the review process by the Task Force beginning in January.  
3. Up until the Executive Body meeting Parties to the Convention and intergovernmental and nongovernmental organization may forward comments and additional information to augment the substance dossier.  The Party that proposes the dossier for consideration then prepares a complete summary of the additional information and comments for submission to the Task Force review.  All documents relevant to the dossier of the new substance proposed are distributed to the focal points of the Parties to the Convention as least 60 days prior to the Task Force meeting. 
4. When the process begins, the Task Force initiates a two-track review.  Track A is a scientific peer review of elements of EB Decision 1998/2 which are relevant to a decision on whether or not a substance is a POP in accordance with the Protocol. This includes but is not limited to information on long range transboundary atmospheric transport, toxicity, persistence and bioaccumulation.  If possible, the summary report of the Track A review is completed by the Task Force in early June of the calendar year following the EB decision in which it is deemed acceptable.  This allows the Track A report to reach the Executive Body  to enable a decision about whether or not the substance is a POP, one year after submission by the proposing Party.
5. Track B is a review of dossier information related to the development of a risk management strategy for the substance.  This includes socio-economic factors related to alternatives and/or the techniques available to reduce the emissions of the proposed substance. Since the Executive Body is unlikely to request that the Working Group on Strategies and Review develop a strategy until after acting upon a Track A report, final Track B reports are not expected to be requested until at least one year after referral of the substance for technical review.  Final Track B reports are covered by the same requirements as noted above for Track A.

6.
Small ad hoc peer review teams are established to prepare draft technical reviews for consideration by the Task Force. The Task Force members nominate potential experts to serve as members of an expert review team by completing “Nomination Forms” for peer reviewers for Tracks A and B (see Section III) and sending them to the secretariat.  A peer reviewer selection team, comprised of the Task Force co-chairs, members of the Working Group on Strategies and Review Bureau and the LRTAP Secretariat reviews the nominations and makes recommendations to the Task Force.   A decision on the composition of the peer review team for a dossier is normally made before the end of the second calendar month following the Executive Body decision to proceed.   

7.
The technical peer review of a dossier provides a critical scientific evaluation of the technical content of the proposal against the requirements outlined in Executive Body decision 1998/2. The reviewers consider the information contained in the substance dossier, and the summary of additional information and comments, as well, the original additional information and comments, where feasible, provided through the EB. The Task Force will consider the peer review teams reports when it develops its summary reports for the Working Group on Strategies and Review.  The peer review teams reports will not normally be forwarded to the Working Group on Strategies and Review but they will be available to them.

8.
The Working Group on Strategies and Review will at its September meeting after referral of the dossier, receive a summary report from the Task Force on Track A and a progress report on Track B.  It may subsequently inform the Executive Body of the content of the Track A review.

9.
At the next session of the Executive Body Parties to the Protocol on POPs will consider the Track A Review report of the WGSR and decide if the substance proposed for addition is a POP. The Parties may request the Working Group on Strategies and Review to prepare a draft strategy for the substance or may request the TF to proceed with the Track B work. The Track B review material will be consulted during this following the second stage of the process.

E.
Time schedule, responsibilities and reporting for the current substance proposals for addition to the Protocol
At the 26th session of the Executive Body, from 15 to 18 December 2008, the submissions of the risk profiles of five substances were deemed acceptable and forwarded to the Task Force for technical review. The five substances are: dicofol, endosulfan, hexabromocyclododecane (HCBDD), pentachlorophenol (PCP) and trifluralin.  An abbreviated description of tentative time-lines, responsibilities and of reporting for the reviews is given in Section VI. 


Section II:  The Peer Review
i) The nature of the review
The key documents for understanding the nature of the peer review are the Generic Guidelines for technical reviews and EB decision 1998/2 (Sections IV and V in this document).  A functional interpretation of their content is as follows:

a) The review will provide critical scientific evaluation of the technical content of the proposal against each of the requirements outlined in Executive Body decision 1998/2, and advise on the degree to which the information provided supports the proposal (from paragraph 8, Generic Guidelines).  

b) For Track A, the review will be on the elements of the proposal which are relevant to a decision being made on whether or not the substance should be considered a POP.  This review will focus upon the elements in paragraph 1 (a) - (d) of EB 1998/2, and evaluated, inter alia, in accordance with its paragraph 2 (a) and (b), taking note of paragraph 3 (from paragraph 4, Generic Guidelines). 

c) For Track B, the review will be on those elements of the proposal that are related to the development of a management strategy for the substance.  This review will focus upon the elements referred to in paragraph 1 (second part) of EB 1998/2, which will be evaluated in accordance with its paragraph 2, taking note of paragraph 3 (from paragraph 5, Generic Guidelines).

d) The review will be transparent, and will include critical evaluation of such aspects as, inter alia, availability, reliability, completeness and relevance of the information and references (from paragraph 9, Generic Guidelines). 

The peer review should be approached in much the same way as when a contribution is reviewed as part of the publication process for a scientific journal.  It should provide an impartial review of the material provided and of the conclusions drawn in the dossier upon that information.  It is not the role of the reviewer to elaborate upon the dossier.

ii) Reporting
The Peer reviewers will be asked to provide their findings in concise reports according to a schedule, which will be determined by the annual work plan of the Executive Body.  The Executive Body has asked the Task Force to report to the September 2009 session of the WGSR on the findings of the Track A review. A tentative work plan to achieve the report to the WGSR is provided in Section VI.

Section III The peer reviewer – Nomination Form

To achieve consistency in the nomination and selection process for peer reviewers, it is suggested that the following framework be used by Task Force members when making nominations.  

	Question
	Response

	Substance(s) for review (indicate the names of the substances 
for which you are available)
	

	Nomination for Track A, Track B, or for both
	

	Task Force nominator:
	

	Nominee:
	

	Nominee postal address:
	

	Nominee e-mail address:
	

	Nominee phone and fax:
	

	Has the nominee been associated in any way with production 
of the dossier.(if so, indicate which dossier(s))
	

	TRACK A (review of information on, interalia, long-range transboundary atmospheric transport, toxicity, persistence, and bioaccumulation)
	

	Expertise 1: Identify those elements of EB 1998/2 paragraph 1 (first part: 1a -1d i-ii) which correspond to the expertise of the nominee.
	

	Expertise 2: Identify those elements of EB 1998/2 paragraph 1 (second part - summary report i) which correspond to the expertise of the nominee
	

	List of representative publications by the nominee demonstrating “Expertise 1 and 2 above”. 
	

	Expected availability of the nominee for the following 4 months
(most work in weeks 7- 13)
	

	Other considerations regarding Track A
	

	TRACK B (review of socio-economic information on alternatives and/or techniques available to reduce emissions)
	

	Expertise 3: Identify those elements of EB 1998/2 paragraph 1 (second part: summary report (ii)) which correspond to the expertise of the nominee
	

	List of representative publications by the nominee demonstrating “Expertise 3” above. 
	

	Expected availability of the nominee for the following 4 months
(most work in weeks 7- 13)
	

	Other considerations regarding Track B
	


When developing responses to the questions outlined above, it may be helpful to recall that while paragraph 1 of EB decision 1998/2 outlines the expected content of a dossier, paragraphs 2 and 3 give guidance on how this material is to be evaluated.   This provides further insight into the anticipated abilities of the peer reviewers.

The deadline for nominations for reviewers for the five substances noted in Section 1, subsection D is 30 January 2009.

   Section IV - Generic guidelines for the technical review of dossiers of new          substances that may be proposed by Parties for inclusion into Annexes I, II                   and III to the Protocol (from EB.AIR/WG.5/2004/1)
Introduction

1. Article 14 of the Protocol on Persistent Organic Pollutants (POPs) lays down procedures for Parties that make a proposal (dossier) to add a substance to its annex I, II or III. It refers to Executive Body decision 1998/2, which details the information the proposal must contain, and provides a framework for reviewing it. The Task Force on POPs will prepare technical reviews of a proposal when requested to do so, and will present relevant documentation on it to the Working Group on Strategies and Review (Executive Body decision 2003/10, para. 4)

A. Objective and intent

2. These guidelines provide generic guidance for the Task Force when undertaking technical reviews of a proposal (ECE/EB.AIR/79/Add.2, item 1.5 (c)). They are intended to provide a simple framework to achieve uniformity and consistency in expeditious reviews, and to reduce the level of uncertainty for all involved (i.e. the Party making the proposal, the Task Force and its reviewers, the Working Group on Strategies and Review, the Parties to the Protocol and the Executive Body).

B. Procedure for review

3. Upon receipt of a proposal in accordance with article 14 of the Protocol, the Executive Body will decide if the risk profile element is deemed acceptable. If so, the Executive Body will ask one or more technical reviews of the proposal to be undertaken. The Task Force will then simultaneously begin two-track review.

4. Track A will review those elements of the proposal and other information that may have been forwarded by the Executive Body which are relevant to a decision being made whether or not the substance should be considered POP. This review will focus upon the elements in paragraph 1 (a) - (d) of Executive Body decision 1998/2, and be evaluated, inter alia, in accordance with its paragraph 2 (a) and (b), taking note of paragraph 3.

5. Track B will review those elements of the proposal and other information that may have been forwarded by the Executive Body which are related to the development of a strategy for the substance. This review will focus upon the elements referred to in paragraph 1 (second part) of Executive Body decision 1998/2 and be evaluated in accordance with its paragraph 2, taking note of paragraph 3.

6. Small ad hoc peer review teams of experts may be created to prepare draft reviews for consideration by the Task Force. Participation in such teams will be decided by the Task Force.  They will consist of well-recognized experts from Parties to the Convention. They should not include an expert who participated in the preparation of the proposal. Separate teams may be established to deal with individual proposals or a single team

may deal with several proposals, as decided by the Task Force. Different teams may be established to deal with different elements in a given proposal. Teams for track A reviews will preferably consist of three experts. It is expected that teams will work mainly remotely although

meetings may be necessary. Peer review teams would be disbanded as soon as they have completed their task(s). 

7. The Task Force will discuss the draft peer reviews prepared by the review teams and prepare reports for the Working Group on Strategies and Review.

C. Nature of the task force reviews

8. The review’s assessment of the proposal will provide critical scientific evaluation of the technical content of the proposal against each of the requirements outlined in Executive Body decision 1998/2, and advise on the degree to which the information provided supports the proposal.

9. The review will be transparent and will include critical evaluation of such aspects as, inter alia, availability, reliability, completeness and relevance of the information and references.

10. In the case of reviews of track B, the Task Force will respond to any additional requests from the Working Group on Strategies and Review for technical advice.

D. Time schedule and reporting (outputs)

Following decision by the Parties to the Protocol at a session of the Executive Body that a submitted risk profile is deemed acceptable, and the Task Force is requested to undertake a technical review, the Task Force will:

(a) Simultaneously initiate track A and B reviews without delay;

(b) Report in writing to the Working Group on Strategies and Review on its work related to track A as specified in the annual work-plan of the Executive Body. If so instructed, the Task Force will report on its track A review at the meeting of the Working Group on Strategies and Review that immediately precedes the next session of the Executive Body. This will enable the Parties to the Protocol to decide on the need to further consider the proposal at that time, should they wish to do so;

(c) Continue with its track B review of the proposal (should the Parties to the Protocol decide to further consider the proposal), and provide the necessary review information in writing to the Working Group on Strategies and Review according to the work-plan of the Executive Body and as may be elaborated by the Working Group. This will facilitate the development of a strategy for the substance and provide Parties to the Protocol with the necessary information for decision-making at sessions of the Executive Body. If the Parties to the Protocol meeting at a session of the Executive Body decide not to further consider the substance, the Task Force will terminate its work on the proposal. 

All reports will be prepared and approved by the Task Force according to the provisions contained in Executive Body decision 2003/10.

  Section V - Executive Body Decision 1998/2 on information to be submitted  and the procedure for adding substances to annexes I, II or III to the Protocol on Persistent Organic Pollutants 

The Executive Body, resolved to act as early as possible to develop criteria and procedures for adding substances to the forthcoming protocol on persistent organic pollutants, Adopts, with reference to article 14, paragraph 6, of the protocol, the requirements for information to be submitted and the procedure for adding substances to annexes I, II or III to the protocol on persistent organic pollutants set out below.

Information to be submitted and the procedure for adding substances to Annexes I, III or III to the Protocol on Persistent Organic Pollutants

1. A Party submitting a proposal to amend annexes I, II or III in accordance with article 14,

paragraph 6, shall provide the Executive Body with a risk profile on the substance and

information on the characteristics below, following the guidance and indicative numerical

values, which demonstrate:

(a) Potential for long-range transboundary atmospheric transport: evidence that the substance has a vapour pressure below 1,000 Pa and an atmospheric half-life greater than two days. Alternatively, monitoring data showing that the substance is found in remote regions; and

(b) Toxicity: potential to adversely affect human health and/or the environment; and

(c) Persistence: evidence that the substance=s half-life in water is greater than two months, or that its half-life in soils is greater than six months, or that its half-life in sediments is greater than six months. Alternatively, evidence that the substance is otherwise sufficiently persistent to be of concern within the scope of the protocol; and

(d) Bio-accumulation:

(i) Evidence that the BCF or BAF for the substance is greater than 5,000 or the log Kow is greater than 5; or

(ii) Alternatively, if the bio-accumulative potential is significantly lower than (i) above, other factors, such as the high toxicity of the substance, that make it of concern within the scope of the protocol.

The proposal shall also contain a summary report and include, as available, information on:

(i) Production/uses/emissions, measured environmental levels in areas distant from sources, abiotic and biotic degradation processes and rates, degradation products, bio-availability; and

(ii) Socio-economic factors related to the alternatives and/or the techniques available to reduce the emissions of the proposed substance including:

- Alternatives to the existing uses and their efficacy;

- Any known adverse environmental or human health effects associated with the alternatives;

- Process changes, control technologies, operating practices and other pollution prevention techniques which can be used to reduce the emissions of the substance, and their applicability and effectiveness; and

- The non-monetary costs and benefits as well as the quantifiable costs and benefits associated with the use of these alternatives and/or techniques.

2. Upon receipt of a submission prepared in accordance with paragraph 1 above and if the risk profile is deemed acceptable, the Parties shall, at a meeting of the Executive Body and by consensus, ensure that one or more technical reviews of the proposal are conducted if, on the basis of the submission and any other relevant information submitted to the Executive Body, further consideration of the substance is determined to be warranted. Any such technical reviews shall be in writing and evaluate, inter alia:

(a) The monitoring or equivalent scientific information suggesting long-rangetransboundary atmospheric transport; and (b) Whether sufficient information exists to suggest that the substance is likely to have significant adverse human health and/or environmental effects as a result of its long-range transboundary atmospheric transport; and

(c) A list of the sources of the substance in the atmosphere, including the use of products, estimates of the total emissions from these sources and the methodologies used; and (d) Whether measures exist to reduce the risk of adverse effects on human health and/or the environment as a result of its long-range transboundary atmospheric transport, and whether they are technically feasible, as well as their associated effects and costs.

3. The term risk profile mentioned in paragraphs 1 and 2 above refers to a comprehensive review of the scientific information related to the determination of general human health and environmental risks associated with the uses and releases of a substance. Such a review need not explicitly address risks associated with long-range transboundary air pollution, but must provide suitable information for the assessment of such risk.

4. On the basis of the submission specified in paragraph 1 above and any technical review(s) that may have been prepared in accordance with paragraph 2 above, the Parties shall, at a meeting of the Executive Body, complete their evaluation of the proposal taking into account the objective of the protocol set out in article 2.
Section VI - Tentative Abbreviated 2009 Work Plan for Substance Reviews
	Date
	Responsibility
	Substance Review

	Week 2
(Jan.5 -9)
	Task Force Co-chairs
	· Co-chairs inform the Task Force (via secretariat) of EB decision and request nominations for Track A and Track B peer reviewers

	Week 5
(Jan 30)
	Task Force and 
Secretariat
	· Deadline for receipt by the secretariat of completed “Nomination forms” for peer reviewers for Tracks A and B

· Secretariat immediately distributes to the peer reviewer selection team 

	Week 6

(Feb.2 -6)
	Peer reviewer 
selection team 
	· Nominations considered 
· Recommendations on Track A and B teams prepared for consideration by Task Force 

	Week 7

(Feb.9 -13)
	Peer reviewer 
selection team 
	· Track A and B peer review teams proposed to Task Force via secretariat by e-mail

	Week 8

(Feb.16 -20) 


	Task Force 
Co-chairs and 
Secretariat
	· Remote (e-mail) Task Force consultation to finalize peer review team composition

	Weeks 8-14 
(Feb. 16 – Apr.3)
	Peer review teams 
and Task Force Co-chairs
	· Co-chairs assemble peer review teams and ensure tasks and responsibilities are understood

· Peer reviews undertaken for Tracks A and B and monitored by co-chairs 

	Week 14 
(Mar.30 – 
Apr.3)
	Secretariat, Track 
B peer review team 
with monitoring by 
Task Force

Co-chairs
	· Draft Track A team reports and draft Track B team progress report circulated to Task Force for comment
· Work by the Track A and Track B peer review teams completed for  2009. 

· Work for Track B will continue into 2010 unless work terminated by decision of the EB.  Track B work in 2010 will be conducted further by the Task Force.

	Week  15 - 18

(April 6- 1 May) 

 
	Task Force Members
	· Members individually review Track A and B Peer Review  team reports

· Secretariat compiles and circulates comments to Task Force

	Weeks 19/20
(May 4-5)
	Task Force Co-chairs 
	· Consider comments received from Task Force on Peer Review reports

	Week 23 

Task Force  meeting (June 2-5)

	Task Force Co-chairs and Members
	· Task Force meeting in Plovdiv, Bulgaria to finalize Task Force summary Track A report and Track B progress report.

	Week 24 (June 8-2)
	Task Force Co-chairs and Secretariat 
	· Final summary Track A summary report and Track B progress report edited and dispatched to WGSR 

	Week 36 

WGSR meeting

(Aug. 31 -Sept. 3)

	WGSR with assistance from Task Force Co-chairs 
	· Co-chairs report to WGSR

· WGSR reviews Track and B reports from Task Force and prepares 
advice for EB

	Week 51

EB meeting
(Dec. 14 – 17)

	EB, WGSR Chair and Co-chairs
	· WGSR chair (with assistance of Co-chairs) reports to EB

· EB decides if proposed substances are POPs under the Protocol.

· EB requests TF to conduct further work on Track B of the substances 

agreed as POPs.




