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Dr. Hugh Barton 

 

The process appears to put a greater burden on the chair than seems reasonable. 
Thanks, 
Hugh
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Dr. Barbara Beck 

 

Regarding the memo on the Science Advisory Board Engagement Process, I have the following 
comments: 
 
The goals of improving timeliness and early notification, transparency and consistency , and 
inter-committee coordination for SAB activities are laudatory  and would enhance the scientific 
bases for regulatory action as well ensure the participation of multiple stakeholders.  However, 
the devil is always in the details.  Some recommendations regarding the process for making a 
decision as on proceeding with an SAB review are unrealistic with respect to timing and others 
would not allow for adequate participation of the full SAB membership.    
 
Specifically, 3 days for the chair, in consultation with EPA, to make a decision on whether to 
proceed with an SAB review is simply too short to allow for a considered 
determination.  Similarly, 10 days after such a determination is made to schedule a public 
teleconference or meeting the SAB is too short.  Not only would it limit the number for SAB 
members who could participate in the teleconference, but it could also limit public 
participation.    
 
Having the SAB chair be the sole arbiter of the decision on proceeding with an SAB review 
would not allow for input from other individuals on the SAB who may be subject matters expert 
on the particular topic at hand.  While I don't think the full SAB needs to participate on such 
decisions, surely there should be participation by a sub-group of the SAB, on the order of three 
individuals.   
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Dr. Alison Cullen 

 

Subject: Comment on proposed “Science Advisory Board Engagement Process” 
 
From: Alison Cullen 
 
To: Tom Armitage and SAB Staff Office 
 
Thank you for the opportunity to comment on the proposed “Science Advisory Board 
Engagement Process” laid out in an undated draft memo from U.S. EPA Administrator Wheeler 
which was transmitted to SAB members on November 21, 2019.  I appreciate the goal of 
streamlining and improving the process of engagement, and the importance of ensuring legally 
consistent, independent and timely input from the Science Advisory Board (SAB). 
 
A new process for SAB engagement with the Agency in order to facilitate consideration of the 
soundness of the scientific and technical underpinnings of proposed regulatory actions, and 
whether these warrant review, should embody basic criteria such as: i) legal consistency, ii) 
independence of SAB review and comment, and iii) timely transmission of information from the 
Agency to the SAB, as well as timely responses and review between the SAB and the Agency. 
 

A. Legal consistency 
 
At present, the timing and process for SAB consideration of proposed regulatory actions for 
review of their scientific and technical underpinnings is laid out in ERDAA (quoted portion 
below).  Any new approach would need to be legally consistent with respect to ERDAA, unless 
the law is to be rewritten.  During the November 21, 2019 conference call between EPA 
representatives and the SAB it was noted that ERDAA has been around for awhile, and that the 
current particulars of interagency review may not always fit easily into the existing process. Still, 
providing SAB with drafted proposed actions along with the relevant scientific and technical 
information supporting them, when this material is being provided to any other Federal agency 
for review and comment, was successfully carried out in the past and is consistent with ERDAA.  
Recent years represent a departure both in terms of the quality and completeness of content 
transmitted by EPA to the SAB and also the timeliness with which this has occurred. However, 
the development of a new process that is inconsistent with ERDAA does not address these 
concerns. 
 
“(1) The Administrator, at the time any proposed criteria document, standard, limitation, or 
regulation under the Clean Air Act, the Federal Water Pollution Control Act, the Resource, 
Conservation and Recovery Act of 1976, the Noise Control Act, the Toxic Substances Control 
Act, or the Safe Drinking "Water Act, or under any other authority of the Administrator, is 
provided to any other Federal agency for formal Review and comment, shall make available to 
the Board such proposed criteria document, standard, limitation, or regulation, together with 
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relevant scientific and technical information in the possession of the Environmental Protection 
Agency on which the proposed action is based. (2) The Board may make available to the 
Administrator, within the time specified by the Administrator, its advice and comments on the 
adequacy of the scientific and technical basis of the proposed criteria document, standard, 
limitation, or regulation, together with any pertinent information in the Board's possession. (f) In 
preparing such advice and comments, the Board shall avail itself of the technical and scientific 
capabilities of any Federal agency, including the Environmental Protection Agency and any 
national environmental laboratories. “ 
 
 

B. Independence and Representation in SAB Assessment 
 
SAB is charged with independently assessing whether the scientific and technical basis of 
proposed regulatory actions merits review.  If merited, review can take a variety of forms and 
involve individuals both on and off the SAB.  An independent review of the scientific and 
technical basis of a regulation that is being developed by EPA by its nature would not happen in 
collaboration with EPA, without risking a lack of independence, and introducing possible 
conflicts of interest.  It was not clear from the draft proposal for engagement, who from EPA was 
envisioned to be collaborating with the chair of the SAB.  It was also unclear whether or how the 
SAB chair would have the opportunity to consult with the full board so that he/she could benefit 
from the range of disciplinary expertise and geographic representation that the SAB must 
include. Further there was no process to cover a situation in which the chair of SAB disagreed 
with the EPA representative, or disagreed with the full board, on whether a proposed action 
merited review.  The proposed engagement process thus puts the chair of the SAB in a very 
difficult position and does nothing to ensure an independent review benefiting from 
representation of diverse geography and disciplinary expertise, nor does it protect parties from 
conflicts of interest. 
 
While independence of SAB review would be difficult to preserve in the proposed approach, the 
representation issue could be addressed quite easily by including all SAB members (or a 
representative working group) in the standing meetings/telecons. If these meetings occur on a 
regular schedule and with prior notice, the inclusion of other SAB members would be easily 
accomplished.  As proposed, the meetings could be canceled if there were no proposed actions to 
discuss, thus ensuring efficient use of time.  Advance scheduling of standing meetings and 
indeed of all SAB meetings, would constitute improvements on the current situation where 
meetings have been scheduled irregularly and cancelled repeatedly, leading to substantial 
uncertainty and a distinct lack of timeliness. 
 

C. Timely and early notification 
 
Timeliness and early notification are very important characteristics for any process by which 
SAB engages with information about proposed actions.  Unfortunately, the process has suffered 
from a lack of attention to timeliness on the part of the Agency in the past few years.  In fact 
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SAB members have sometimes read news releases about proposed actions before receiving 
information from the Agency through official channels regarding their scientific and technical 
basis. Such delays have thwarted timely consideration of whether scientific review would be 
merited and thus have thwarted the SAB role in ultimately providing input to improve the 
soundness of regulation.  Further, SAB working group draft commentaries and reviews have 
sometimes waited months for discussion by the full board, due to multiple rounds of scheduling 
and canceling telecons.  Similarly, SAB input transmitted to the Administrator by official memo 
has suffered a lack of timely attention, as these memos have at times remained unacknowledged 
and without response for 6 months or more.   
 
There is a particular irony in the SAB being informed during the November 21, 2019 meeting 
that reviews of four proposed actions (Science and Transparency, MATS, SAFE, and the 
Commentary on Waters of the U.S) discussed during spring telecons, during the June in-person 
meeting, and during work group deliberations over the summer, must await the onboarding of 3 
new SAB members before these SAB responses on the science can be finalized.  This does not 
demonstrate a prioritization of timeliness or efficiency on the part of the Agency. The new SAB 
members did not participate in the earlier deliberations and may be largely unfamiliar with the 
proposed actions.  Waiting to onboard new members before allowing SAB comment to be 
finalized is thus having a distinct negative impact on the timeliness of these regulatory reviews 
which have now been sitting for 3 or more months, while adding no apparent value. 
 
It is worth noting that the release of the proposed process for engagement also suffered from a 
distinct lack of prioritization of timeliness.  The draft process was transmitted to SAB members 
on the same day as the conference call at which it was to be discussed.  I appreciate the 
opportunity to submit written comments regarding the proposal for a new approach to 
engagement.  In conclusion, as written, the new approach does not fully address existing issues, 
while introducing significant new concerns. 
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Dr. Otto Doering 

 

1. I believe that 3 days is not enough time for the chair to make a determination - 10 days 
minimum. 

2. I believe it should be made explicit that the chair, in making his/her determination may 
consult with SAB members whose expertise is germane to the question at hand. 
Alternatively, provide information to the whole board on a tight time line and allow 
them to comment to the Chair before he/she has to make the determination. 

3. I agree with Allison on her concerns with the enabling law for the SAB and consistency 
with this Draft. 
 
Otto Doering  
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Dr. Susan Felter 

 

Date:  November 25, 2019 

To: Tom Armitage 

From: Susan Felter 

Re:  Comments on Proposal for New Process for Engaging the SAB on Regulatory Science 
Matters 

 
The proposed new process for engaging the SAB is based on three fundamental goals to 
improve:  timeliness and early notification; transparency and consistency; and inter-committee 
coordination. While the goals themselves each have merit, the proposed change in process for 
engaging the SAB does not directly address the stated goals, and raises some concerns.  
Concerns raised by the proposed process include:  

• Lack of compliance with ERDDAA (the Environmental Research, Development, and 
Demonstration Authorization Act of 1978), which requires the EPA to make available to the 
SAB proposed criteria documents, standards, limitations, or regulations provided to any 
other Federal agency for formal review and comment, together with relevant scientific and 
technical information on which the proposed action is based. 
 

• Because the proposal entails monthly calls with only the Chair of the SAB, this puts an 
unreasonable burden on the Chair, particularly as the proposal indicates that the Chair “will 
make a determination within 3 business days of the briefing whether there are scientific 
aspects of the proposed rule that may merit SAB review.”  Although it is recognized that the 
timeframe can be revised, it seems unreasonable to establish even an initial goal of 3 
business days.  
 

As any Chair will not have the expertise to cover the breadth of topics covered by EPA, he/she 
would need to identify SAB members who could help make a determination of whether further 
SAB review is warranted.  This would then introduce potential bias or lack of transparency in 
terms of who is being consulted.  Leaving the decision up to the Chair alone would also 
contribute to potential bias or lack of transparency.  
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Dr. John Guckenheimer 
 
Comments on EPA "Memo-Revised Process-draft-112119.pdf" 
John Guckenheimer 
 
These are comments on a draft of new procedures for EPA engagement with its SAB. As a first 
year member of the SAB, I have no experience with these procedures prior to 2019. I am 
disappointed that interactions between the SAB and the EPA happen mainly after the EPA has 
already formulated draft regulations. This makes the SAB act more like a referee of research 
papers rather than as an advisory board helping develop regulations based on the "best 
available science." The new proposed procedures isolate most of the SAB further by placing 
both the SAB Staff Office and the Chair of the SAB as intermediaries between the remainder of 
the SAB membership and the EPA staff. The flow of information and decisions about which 
issues merit full consideration by the SAB must be approved and acted upon by these 
intermediaries. This is problematic. Specifically, I note that while recently scheduled 
teleconferences of the SAB have been delayed, the EPA has proceeded to take action on 
controversial matters, implementing decisions that disregard past SAB advice. In these cases, 
the SAB is not being given the opportunity to perform its chartered function. During the 
teleconference, many SAB members, myself included, expressed the desire for additional, early 
input by the SAB on issues that it might study.  
 
The draft procedures state the need for "Transparency and Consistency -  Commencing 
engagement with SAB upon release of a major proposed regulatory action ensures that all 
details of any underlying scientific bases can be openly discussed and are consistent with the 
public version of the regulation." This is far too late for beginning engagement with the SAB 
about proposed regulatory action. The SAB should be a forum for discussion of the scientific 
issues that provide a framework for proposed regulations. However, the EPA is proceeding in a 
different direction. Its proposed revisions of the definition of WOTUS (Waters Of The United 
States) pushes scientific issues aside in deference to legal issues stemming from challenges to 
previous regulations. The EPA must abide by court decisions, but that does not justify disregard 
for sound science. If the EPA continues on its course, I expect the proposed engagement 
procedures will detract rather than enhance scientific transparency and consistency. 
Transparency and consistency require dialogue in which parties who disagree about an issue 
interact with one another in an effort to resolve differences. This is fundamentally different 
from legal disputes in which third parties, judges and juries, choose between cases presented 
by adversaries with little opportunity for feedback and additional investigation. Judgments are 
based solely on information presented before the court even when much more is known about 
the issue at trial. Taking account of all relevant information, and dialogue with the goal of 
reaching consensus is needed when providing scientific advice on controversial matters. That is 
not happening and the proposed procedures will likely diminish the amount of discussion 
further. Asking SAB members for individual comments without seeking Board consensus further 
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undercuts the usefulness of the Board.  
 
The premise that a clear delineation can be drawn between advice on scientific issues and 
policy judgment is unwarranted (cf. first paragraph  of the draft process). As an example, one of 
the core activities of the EPA is to establish standards for maximum concentrations of specific 
chemicals in the nation's air and water. For this purpose, it relies on laboratory experiments 
and epidemiological data to establish the minimum concentration below which the substance 
has no appreciable effects on human health. For many substances, neither of these strategies 
measures accurately the proportion of people who will suffer illness or death from exposures to 
the substance at the low concentrations that are relevant for the regulations. 
Experiments  provide useful data at higher concentrations where effects can be observed with a 
feasible number of samples, and disease statistics only tell us when the concentrations are too 
high -- after the fact. Setting acceptable exposure limits requires extrapolation from 
experiments with high concentrations or inference from spotty measurements of 
concentrations that vary in space and time. In these circumstances, forecasts are uncertain and 
policy judgments depend upon the policy maker's confidence in alternative scientific theories 
and extrapolation methods.  For setting exposure limits of carcinogens and mutagens, one 
hypothesis is that the minimal concentrations should be zero because the health effects may be 
triggered by a single exposure. However, achieving extremely low concentrations may not be 
feasible. Below some level, the costs will outweigh the benefits. Setting this level is a central 
issue in setting policy, one in which cost-benefit analyses result from scientific investigation. 
 
The effects of rising carbon dioxide and methane concentrations in the atmosphere are 
existential issues for the country and mankind. Increasing numbers of scientists, including the 
UN sponsored IPCC, have sounded alarms about catastrophic consequences that may be 
triggered by rising atmospheric concentrations of these substances. They predict significant sea 
level rise that will submerge coastal habits, more extreme weather events such as severe 
hurricanes, and increases in average temperatures that will make some regions uninhabitable. 
Consequently, their scientific advice is an urgent call for reducing greenhouse gas emissions 
much faster than previously agreed upon targets, targets that are unlikely to be met. Without 
immediate action, the probability is very high that it will be too late to avoid calamity. There is 
no line between scientific advice and policy judgments on these issues because the danger is 
too great. Ignoring these warnings places all of humanity in peril.  
 
My bottom line is that I would procedures of engagement between the EPA and its SAB that 
utilize the scientific expertise of the SAB to provide clarity about the state of relevant scientific 
knowledge during early stages of drafting regulations. 
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Dr. Clyde Martin 
 
I feel that the proposed rules puts too much of the responsibility on the chair. With Mike being 
the chair I think it works well for everyone but him. However in the future it could simply make 
the SAB a non-functioning body. If the chair decides that no new regulation needs to be studied 
then the SAB would cease to exist with no alternative possible. I see no easy fix for that 
scenario.  However that is a long shot.  
 
I feel that if the SAB saw the agenda for each of the monthly meetings in advance the members 
could alert the chair to possible problems that need to be studied. This would ease the burden 
on the chair and would involve the SAB at the beginning as seems to be required by law.  
 
Best Clyde 
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Dr. Sue Marty 
 
 
I was not able to attend the call on November 21st, as I was attending a scientific meeting in Germany.  I 
think that the discussion during the teleconference might have been helpful to me.  Without additional 
information, I have some concerns about the new process: 
 

• With the Federal Register published daily and SABSO providing information to the SAB Chair for 
a monthly meeting, it is possible that there will be very little time for the SAB Chair to review the 
information prior to the meeting.   

• This new approach places tremendous responsibility on the SAB Chair to understand the 
breadth of EPA’s scientific agenda and its impact on proposed regulatory actions.  Generally, the 
Chair’s decision on whether to request SAB review must be made within 3 business days, which 
does not allow the Chair time to request input from other experts on the SAB.   

• Once a decision is made to review an action, it is not clear whether there is sufficient time for 
adequate review and discussion. SABSO will schedule a public teleconference within 10 business 
days of the Chair and EPA identifying that an action merits SAB review with the goal for 
participation by a quorum of SAB members.   

• ‘At the meeting, the EPA will provide a brief presentation of the action, highlighting key points, 
scientific/analytical issues, general guiding or specific charge questions, review timelines, then 
the SAB may deliberate on the action during this meeting or may schedule a separate 
deliberation meeting, if necessary.’  It looks as if this process is intended to operate on a 
condensed timeline, which will limit the SAB’s opportunity to consider scientific questions and 
their impact.  Furthermore, it is not clear how much information will be available and whether 
there will be sufficient time for the SAB to discuss these issues and provide a more unified 
opinion to the EPA. 

• If one purpose of the SAB is to leverage their expertise in the public interest, the new 
procedures might limit the opportunity for the SAB to effectively examine proposed rules 
depending on the number of science issues selected by the Chair, the depth of information 
shared, and the time permitted to review that information. 

• I agree with statements related to the coordination of work. Coordination of the Chartered 
SAB’s work with committees (e.g., CASAC, SACC) seems aligned with its Charter. 

•  
If these comments were addressed during the teleconference, then please feel free to disregard. 
 
Sue 
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Mr. Robert Merritt 
 
 
I have serious concerns about the impact of the EPA proposal which has the potential to strip 
the SAB of any realistic oversight.  I have the greatest admiration for Chairman Honeycutt, 
which I have expressed both publicly and privately, however I believe this new process puts too 
much authority in the hands of the Chair, which violates the clear intent of Congress to 
empower the Board as a whole when they established the SAB.  It is not unrealistic to be 
concerned that in the future, an Administrator, unhappy with the insistence of the SAB to place 
science over policy, might be tempted to neuter the SAB by installing a chair that would give 
"rubber stamp" approval to any controversial rule or policy.  Your proposal would leave an SAB 
whose membership is otherwise united in its objections to an EPA rule or policy with only a 
vague option, specifically:  SAB members are welcome to review and submit individual public 
comments for those actions that the Chair determines would not benefit from full SAB scientific 
review.  It is not clear to me what weight such a public comment would have among the 
hundreds of thousands of responses the EPA has received on some of its recent proposals. 
 
I recognize the legitimate issue as regarding the slow pace of action by the SAB, although I am 
not sure that all of the fault falls on the Board, however if you are intent on proceeding, I 
recommend the following changes. 
 
First, in your memorandum in your section on Monthly Meetings, you state:  Any materials 
should be provided to the Chair as far in advance of the monthly meeting as practicable to 
ensure a productive meeting.  In my opinion, you should distribute these materials to the entire 
SAB membership prior to the monthly meeting by a specified deadline before the meeting (say 
five business days) to allow any member who wishes to communicate any concerns to the SAB 
Chair.  If you are unable to provide these materials on a specific subject by the deadline, the 
subject should be delayed to the following month.  Members should be instructed to respond 
only if they have concrete justification for a review or other SAB action to limit the email 
responses to the Chair.  By the way, I have worked with this type of process before, and I can 
recommend that should you follow this process, you segregate each subject matter into a 
separate email so that the Chair can quickly segregate responses by topic. 
 
2.  Next, you state that: The Chair, in consultation with EPA, will make a determination within 3 
business days of the briefing whether there are scientific aspects of the proposed rule that may 
merit SAB review. With the above mentioned input, the Chair would then have a rough idea of 
what a potential vote would be, had the question been put to the SAB. In his public response to 
the EPA, the chair should summarize the SAB response, showing unanimity where it exists as 
well as narrowing the focus of any recommended review based on the input from topic 
experts.  Despite the input from the SAB, under the new process, the final decision on review 
would remain with the Chair, with a public explanation when the Chair diverges from a 
consensus of the SAB.  Board members would still have the option of making a public 
statement.  
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Dr. Thomas Parkerton 
 
 
Comments on Draft Memorandum “Science Advisory Board Engagement Process” 

I would like to express several concerns with this proposal. 

The current process limits SAB engagement on proposed regulations to those that are deemed 
as Tier 1 or 2 and that have already been signed or published in the FR.  This new process 
appears to effectively limit both the scope and time available for informed SAB deliberation and 
input compared to the past process used by SAB in evaluating the Agency’s proposed regulatory 
agenda.  What is the legal and practical justifications for this change? 

A second concern is that a significant burden is being placed on the SAB Chair to decide within a 
very short time frame if there are scientific aspects of a proposed rule that merits SAB review.  
In the past, a subset of the SAB members were given this task ensuring that the relevant 
expertise and perspectives were represented so that an initial determination could be provided 
using a set of objective criteria.  This determination was then presented to the full board for 
vetting and subsequent discussion.  Based on this deliberation, the sub panel’s 
recommendation was either approved or revised by the board.  While this process took time, it 
leveraged the expertise of all board members and ensured a consistent, transparent and 
inclusive decision-making process.   

While the memo states that individual SAB Board members are welcome to review and submit 
individual public comments on those actions that the Chair determines would not benefit from 
full SAB review, in such cases the individual team members would not be aware of the 
information that the Agency had shared with the SAB chair upon which his/her decision was 
based.  Further, the proposed process may alienate the Chair and board members and thus 
unintentionally undermine the positive collaborative working relationships that are essential for 
an effectively functioning Board. 

A third concern relates to the details of how future SAB reviews will be implemented.  In the 
past, reviews have involved meetings in which the SAB discussed and debated science issues 
related to new proposed regulations with the goal of developing a consensus report to guide 
Agency decisions.  In cases where consensus could not be reached, supporting arguments for 
dissenting opinion were also articulated.  More recently, a consultative process has been 
applied in which comments have been solicited from individual members directly within a short 
time frame without opportunity for internal SAB discussion.   This latter approach may be 
quicker but is much less likely to provide the Agency with a consistent response to specific 
charge questions and subsequent guidance on priority recommended actions.  Further 
clarification is needed regarding how SAB reviews of new proposed regulatory actions will be 
structured and conducted in the future.  It is strongly recommended that this process relies on 
the collaborative efforts of SAB members to arrive at a synthesized report that summarizes this 
deliberation process rather than simply collecting the feedback from individual members. 
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Dr. Robert Phalen 
 
 
The only problem I see in the new process are the consequences of the increased responsibility and 
workload for Dr Honeycutt.  If the new workload is excessive, he might need additional administrative 
and scientific support. Monthly meetings could also be a burden that he probably did not expect when 
he signed on. 
 
Otherwise, the plan looks OK to me. 
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Dr. Kenneth Portier 
 
I appreciated and supported many of the comments presented yesterday. 
 
The greatest concern I have with the proposed process is the load and responsibility this process puts on 
the SAB Chair. I would like the process to allow the SAB chair to invite up to say 2 additional SAB 
members to attend the monthly meeting. Invitation might change from month-to-month. If the SAB 
chair has some prior knowledge of the topics of upcoming rules, he/she might make informed 
invitations, but I even without prior knowledge he/she should have other SAB members attend. (Invitees 
might join with the understanding that they would not speak at the meeting-I understand this might be 
difficult to police in practice). This modification to process would have the following effects: 
 
1) The add-on SAB members could interact with the SAB Chair immediately after the meeting to ensure 
the Chair understood ALL of the scientific aspects related to proposed rules discussed. They would help 
formulate a rapid SAB response, including providing estimates of how long it might take to produce a 
formal SAB review. (extra ears at the discussion, different perspectives). 
 
2) Provide back up to the Chair in case he/she is unable, for whatever reason, to get back to the 
Administrator in a reasonable amount of time to identify scientific aspect of the rule that may merit SAB 
review (i.e. timeliness, leadership backup).  
 
3) Be ideal candidates to lead SAB review subcommittees, having already been briefed on the proposed 
rule and engaged in identifying the science aspects needing SAB member input. These SAB members 
could also take the lead on discussions with the full SAB ensuring that the message the SAB hears is not 
just filtered through the Chair (support timeliness and transparency in SAB response). 
 
Kenneth Portier 
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Dr. Richard Smith 

 

Revised Admin Reg Review Briefing – Richard Smith response 

1. When he spoke to the SAB in June, Administrator Wheeler expressed a wish that the SAB would 
get involved in the process earlier and deliver more timely reports. I am fully in favor of both 
objectives. It is especially frustrating to read of EPA planned actions in the national media before 
there is any briefing to the SAB. 

2. As evidence of SAB’s willingness and ability to act quickly when needed, we did produce three 
reports quickly during August/September. Unfortunately, EPA has not been able to set up a 
conference call of the entire Board to approve those reports. As a result, quite a bit of 
momentum has been lost. 

3. The main new procedure defined by this memo is for monthly meetings between EPA staff and 
the SAB chair to determine, among other things, which proposed actions require SAB review. I 
have no objection on principle to this idea: if it helps to speed up communication between the 
SAB and the EPA, it could be a very positive step. Also, I note (this is extremely helpful) that our 
current chair Mike Honeycutt has indicated he would err on the side of requesting SAB review in 
cases where the need for review might not be clear-cut. However, the document leaves 
undefined the exact process for determining which actions merit review – footnote 4 implies 
that the Administrator could overrule a request by the SAB chair. This point needs to be 
clarified. 

4. There needs to be clarification about the process by which SAB members (other than the chair) 
can comment on SAB review decisions. Footnote 5 states “SAB members are welcome to review 
and submit individual public comments…” but this is hardly a satisfactory way to proceed – for 
one thing, as was noted during our call, this could leave an SAB member who had submitted 
such a comment unable to participate in a subsequent discussion of that topic, but I also feel it 
completely devalues the function of SAB. Some EPA proposed actions generate hundreds of 
thousands of public comments – members of the SAB have undergone a very thorough vetting 
and public appointment process – surely our word should count for more than just any member 
of the public? Why not have a procedure where (a) EPA staff brief the full SAB on the outcomes 
of the monthly meetings with the SAB chair, (b) any SAB member who wishes to respond send 
their comments directly through our DFO? I don’t see that we need to have a whole separate 
meeting to allow SAB members to respond on these issues, just a mechanism by which 
responses can be recorded and acted upon. 

5. As I noted myself during the call, the document does not say anything to define the procedure 
for actually conducting a review once a review has been initiated, but this would seem to be the 
area where there is greater scope for improved performance (i.e. conducting faster reviews than 
may have been the case in the past). Therefore, I would like to see more detail on this issue. 

In conclusion, I appreciate the chance to comment and would like to thank the EPA staff and especially 
Mike Honeycutt for the excellent guidance they have given us on these issues 
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Dr. Mark Wiesner 
 
The following are my comments on draft memorandum describing EPA’s new process for engaging the 
SAB on regulatory science matters: 
 
"As currently written the draft memorandum describing EPA’s proposed process for engaging the SAB 
on regulatory science matters does not present a process that will address the three points identified by 
the Administrator as needs for putting in place a new procedure to ensure that the SAB is impactful in 
providing EPA with scientific advice.   
 
The first of these points cited was "Timeliness and Early Notification.” I have not seen evidence that the 
current process does not deliver quality scientific advice in a timely fashion.  However, any limitations to 
timeliness in the current system will  be carried over in the new scheme since the process would have 
the SAB Chair screen issues that would then be presented to the SAB for review under the current 
system.  If timeliness is an issue, this change fixes nothing. Moreover, the very high workload imposed 
on the Chair, increases the likelihood that important matters will not be addressed and potentially 
create an administrative backlog at the level of Chair. The expertise engaged in performing this triage 
would be limited to that of the SAB Chair, further raising the likelihood that scientific matters might not 
be identified or are improperly characterized. 
 
The second point cited is that of Transparency and Consistency. By reducing the number and breadth of 
expertise of individuals considering these matters at the first step, and placing the entire burden on SAB 
Chair and EAP staff at the initial stage, the process becomes less transparent and less 
consistent.  Scientific judgement will be made under the scrutiny of fewer rather than more individuals, 
increasing the weight of individual bias. (This is one reason that standard scientific practice is to require 
multiple reviewers for peer-reviewed publication.) 
 
The third point cited was the need to [improve] inter-committee communication. The current SAB brings 
in expertise from each of the SAB committees as one means of ensuring communication. Placing the 
triage function in the hands of the SAB Chair alone will mean that this mechanism of communication and 
coordination will be reduced if not lost.  
 
In short, while evidence has not been presented indicating that the previous process of engaging the 
SAB was “broken”  the new process for engaging the SAB runs the risk of creating the very problems that 
the Administrator identifies as needs for putting in place a new procedure."
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Dr. Peter Wilcoxen 
 
Comment on Proposed Process for Engaging the SAB in Regulatory Reviews 
Peter J. Wilcoxen 
Syracuse University 
 
The process outlined in the draft memo would deeply compromise the ability of the SAB to 
provide independent reviews of the adequacy and scientific basis of proposed regulations, one of 
the principal duties listed in its charter. It places far too much responsibility for determining 
whether there are scientific issues meriting review on the SAB chair, who will only have 
expertise in a small subset of the scientific disciplines involved in EPA’s regulatory activities, 
and it provides far too little time for the chair to consult with other members of the Board.  
 
In practice, the proposed process would mean that the SAB chair would have to rely heavily on 
the Agency itself for assessments about the adequacy and novelty of the science underlying its 
regulations. However, independent review by the SAB is most important when the Agency may 
be mistaken about the adequacy of its analysis and may wrongly believe that no review is 
necessary when in fact it is relying on incorrect or inappropriate science. The proposed process 
thus sidelines the SAB precisely when its advice is most needed. 
 
The potential problems that would arise are illustrated very clearly by the SAB’s recent 
experience reviewing the adequacy of the science underlying the 2018 Notice of Proposed 
Rulemaking for the SAFE Vehicles rule. The analysis itself was extensive: the preliminary 
regulatory impact analysis ran to 1,625 pages and the Federal Register notice itself was 515 
pages. It also involved a wide range of scientific information, from predictions of engine 
performance to consumer reactions to vehicle prices. It would be an impossible task for an SAB 
chair, whose own expertise may be in a completely different field, to judge the adequacy of the 
science underlying that analysis in three working days.  
 
Moreover, the case also illustrates the potential pitfalls of allowing the Agency itself to decide 
when a review is warranted. After the Board voted in June of 2019 to conduct the review, the 
Agency opposed it, arguing that the SAFE rule used no new science. In fact, however, a key 
component of the economic analysis underlying the rule was new, had not been peer-reviewed at 
the time of the NPRM, and had significant flaws. The Agency continued to argue that no new 
science was involved even after a National Highway Traffic Safety Administration peer review 
of the new component (published after the start of the SAB’s own review) identified those flaws, 
and despite many items in the rule’s docket that showed that EPA’s own career staff were aware 
of, and concerned about, the flaws, as were state regulators and outside experts. The case vividly 
illustrates the risks involved in delegating most of the decision-making about the need for a 
review to the agency itself.  
 


