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The Honorable Andrew Wheeler
Administrator

U.S. Environmental Protection Agency
1200 Pennsylvania Avenue, N.W.
Washington, D.C. 20460

Subject: Science Advisory Board (SAB) Consideration of the Scientific and Technical Basis of
EPA’s Proposed Rule Titled Strengthening Transparency in Regulatory Science

Dear Administrator Wheeler:

As part of its statutory duties, the EPA Science Advisory Board (SAB) may provide advice and
comment on the scientific and technical basis of certain planned EPA actions. The Environmental
Research, Development, and Demonstration Authorization Act of 1978 (ERDDAA) 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. The SAB may then provide advice and
comments on the adequacy of the scientific and technical basis of the proposed action. At its May 31,
2018 public meeting, the chartered SAB identified the proposed rule titled Strengthening Transparency
in Regulatory Science (Proposed Rule) as a planned action that merited review. In April 2019, the SAB
Work Group on Planned Actions for SAB Consideration of the Underlying Science recommended that
the SAB review the Proposed Rule and at its public meeting on June 5-6, 2019, the SAB elected to
review the scientific and technical basis of the Proposed Rule. Subsequent to the June meeting, a work
group of chartered SAB members was formed to carry out the review. Members of this work group then
took the lead in SAB deliberations on this topic at a public teleconference held on January 21, 2020. On
March 3, 2020, EPA released a Supplemental Notice of Proposed Rulemaking (SNPRM), which
contains additional information and clarification of certain terms and provisions of the Proposed Rule.
The SAB’s advice and comments on the Proposed Rule and aspects of the supplemental notice are
provided in the enclosed report.t

The Proposed Rule is intended to strengthen the transparency of EPA regulatory science by providing
that, for the science pivotal to its significant regulatory actions, EPA will ensure that the data and
models underlying the science are publicly available in a manner sufficient for validation and

! Drs. John Graham and Donald van der Vaart indicated that they did not concur with the enclosed report. Their dissenting
opinions are included in Appendix A.



analysis. The SAB recognizes the importance of this rule and its purpose, establishing transparency of
the influential scientific information used for significant regulations and enhancing public access to
scientific data and analytical methods to help ensure scientific integrity, consistency and robust
analysis.? Strengthening transparency by improving access to data can lead to an increase in the quantity
and the quality of evidence that informs important regulatory science and policy decisions. The
scientific community is moving toward adopting the precept of sharing accurate data and information to
increase credibility, high-quality outcomes and public confidence in science. The SAB supports the
adoption of this precept. However, the SAB finds that key considerations that could inform the Proposed
Rule are not present in the proposal or presented without analysis and explanation of scope. In addition,
certain key terms and implementation issues have not been adequately defined or described. To provide
clarity on the procedures for conducting the proposed efforts, the SAB strongly encourages the
development of additional policy and/or guidance documents. In addition, the SAB has concerns about
the scientific and technical challenges of implementing some requirements of the Proposed Rule. The
SAB’s major comments and recommendations are as follows:

e The Proposed Rule requires the EPA to clearly identify all studies (or other regulatory science)
relied upon when it takes any significant final agency regulatory action and to make all such studies
available to the public to the extent practicable. The EPA’s Supplemental Notice of Proposed
Rulemaking expands the scope of this requirement to include studies relied upon in influential
scientific information (i.e., scientific information that will or does have a clear and substantial
impact on important public policies or private sector decisions). In some cases, this requirement
could be complex and/or impractical because studies could be considered when integrating the
evidence but not directly used to determine specific regulatory standards or levels. The lack of
specific criteria for what might satisfy the requirement makes it difficult for the SAB to understand
the implications. The SAB recommends that the Final Rule describe in greater detail and clarity how
the requirement can be met. To effectively implement this requirement, at the minimum, pivotal
regulatory science or other regulatory science (as defined in the Proposed Rule), as well as other
types of data necessary to make regulatory determinations, should be publicly available with a
scientific justification explaining why they were used for regulatory decisions. As stated in the
Proposed Rule, EPA should indicate whether an independent peer review of all pivotal regulatory
science has been conducted. As discussed below, the proposed rule provides for exceptions to be
granted if it is not feasible to implement these requirements. The SAB suggests that the EPA
consider establishing an office (or virtual office) on data sharing, and a peer review panel or
workgroup to assist EPA in this process.

e The Proposed Rule and the supplemental proposal indicate that when promulgating significant
regulatory actions or finalizing influential scientific information, the Agency shall ensure that data
and models underlying pivotal regulatory science are publicly available in a manner sufficient for
independent validation. EPA’s Supplemental Notice of Proposed Rulemaking has indicated that the
requirement to make data and models underlying pivotal science available in a manner sufficient for
independent validation would apply to all data and models, not just dose-response models. Greater
clarity is needed in the definitions of those terms. The SAB recommends that the definitions
provided in the Proposed Rule and supplemental proposal be expanded and supported in the context
of a guidance document.

2 One SAB member does not agree with this statement, particularly in the context of international studies and those
developed before the acceptance of current standards on science transparency that are discussed in this report



The Proposed Rule indicates that the Administrator may grant exceptions to the requirements on a
case-by-case basis if it is determined that compliance is impracticable because: (1) it is not feasible
to ensure that all pivotal regulatory science is publicly available for independent validation in a
manner that is: consistent with law; protects privacy, confidentiality and confidential business
information; and is sensitive to national and homeland security; or (2) it is not feasible to conduct
independent peer review on all pivotal regulatory science used to justify regulatory decisions. The
SAB notes that in the supplemental proposal, EPA has provided additional information about
exceptions to the requirements. However, the SAB recommends that EPA develop specific criteria
for such exceptions as part of the Final Rule. Although it will be difficult to develop criteria for
exceptions, outlining such criteria would benefit EPA and help ensure that the principles of
transparency outlined in the Proposed Rule are accomplished. Case-by-case exceptions without such
criteria may create public concerns about inappropriate exclusion of scientifically important studies.
A framework and/or guidance document could also help EPA clarify how current scientific review
procedures will be affected by this rule. It might be useful for the EPA to consider recommendations
from a scientific advisory committee when making decisions to waive requirements.

To assess the feasibility of making data and models available in a manner sufficient for independent
validation, a number of questions must be answered (such as how to treat studies that are formatted
in a manner that makes the data difficult to share, how to move forward if laboratories refuse to
collate and release data, how to handle sensitive information such as individual participants’
addresses, how to manage international studies, and how to manage conclusions drawn from meta-
analysis). The SAB notes that historical data or international datasets may be unavailable or may
have been discarded if deemed not necessary to maintain. A possible way to address this problem is
to apply rule requirements only to information developed after the effective date of a Final Rule.
Experimental considerations (such as the appropriateness of controls, protocols employed, limits of
quantification, and other considerations) must be made known to determine whether data are valid.
The SAB recommends that the EPA consider these questions and more specifically define
“independent validation” in the Final Rule because this definition drives the feasibility of whether
the EPA can make data and models available in a manner sufficient for validation.

The SAB recommends that EPA consider seeking input from experts in library science, data curation
management, and data retention to identify best practices and tools to ensure efficiency and utility of
data that are made available. There will be costs associated with assessing and disseminating data as
required in the Proposed Rule.

The requirement in the Proposed Rule that “data” be made publicly available is vague and, as a
result, can be interpreted in different ways. Extensive work is required, across a diversity of fields,
data types and data of different ages, to understand the implications of adopting different definitions
of data and more clarity is needed to define the nature of the “data” that are being required. The SAB
notes that EPA has defined data in the supplemental proposal. The SAB finds that EPA could benefit
from using the term “analysis dataset” as it refers to data that have been collected and processed
(e.g., cleaned and transformed) for analysis.

As stated in the Proposed Rule, when the Agency is making data or models publicly available, it
shall do so consistent with the law to protect privacy and confidentiality. Therefore, this regulation
should build on techniques and practices to protect the confidentiality of human data when data and
models underlying pivotal regulatory science are made available to the public. Some individual data
used in epidemiological studies are held by federal agencies such as the Centers for Disease Control



and Prevention (CDC) or the Department of Health and Human Services (Medicare data), while
other data have been developed by state, local or tribal governments, academic institutions or private
organizations, among others. Some federal agencies have efficiently developed methods for making
data available to the public (e.g., Census Bureau, CDC). Currently, no comparable system exists for
datasets that are owned by non-federal governments (e.qg., states, tribes), and/or owned by private
societies/organizations or academic institutions which are themselves protected by strong privacy
and confidentiality requirements through their Institutional Review Boards (IRBs). The SAB
recommends that EPA collaborate with federal agencies to make individual-level data (i.e., data
associated with individuals in a sample) available through the system of Federal Statistical Research
Data Centers, which are already widely used by the Census Bureau to allow researchers to gain
access to individual data while protecting the data from public dissemination. The SAB also notes
that there are techniques and practices to protect sensitive data that have been well-developed by
researchers involved in studies with human subjects. The Proposed Rule should clearly address the
issue of obtaining public access to datasets while maintaining the privacy of the study participants
and confidentiality of the data. If this issue is not clearly addressed, there is a risk of entirely
excluding datasets containing personally identifiable information from being considered as pivotal
regulatory science.

e |f the EPA wants to encourage reanalysis to validate datasets that are critically important for
regulation, the Agency should consider providing funds to conduct such reanalysis. A model for this
was established by the Health Effects Institute (HEI) in its 2000 reanalysis of datasets from the Six
Cities Study and the American Cancer Society.

e The Proposed Rule requires the EPA to describe and document any assumptions and methods that
pertain to the use of data and models underlying pivotal regulatory science and to describe
variability and uncertainty. It is unlikely that uniform standards will be used across laboratories to
report this information; therefore, the SAB strongly suggests that, before the implementation of the
Final Rule, the EPA develop a guidance document pertaining to documentation of assumptions,
methods, variability, and the definition of data and uncertainty.

The SAB appreciates the opportunity to provide the EPA with advice and comment on the Proposed
Rule. We look forward to receiving the Agency’s response.

Sincerely,
/sl
Dr. Michael Honeycutt, Chair

Science Advisory Board

Enclosure



NOTICE

This report has been written as part of the activities of the EPA Science Advisory Board (SAB), a public
advisory group providing extramural scientific information and advice to the Administrator and other
officials of the Environmental Protection Agency. The SAB is structured to provide balanced, expert
assessment of scientific matters related to problems facing the Agency. This report has not been
reviewed for approval by the Agency and, hence, the contents of this report do not necessarily represent
the views and policies of the Environmental Protection Agency, nor of other agencies in the Executive
Branch of the Federal government, nor does mention of trade names of commercial products constitute a
recommendation for use. Reports of the SAB are posted on the EPA Web site at
http://www.epa.gov/sab.
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1. EXECUTIVE SUMMARY

As part of its statutory duties, the EPA Science Advisory Board (SAB) may provide advice and
comment on the scientific and technical basis of certain planned EPA actions. The
Environmental Research, Development, and Demonstration Authorization Act of 1978
(ERDDAA) 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. The SAB may then provide advice and comments on the scientific and technical
basis of the proposed action.

At its May 31, 2018 public meeting, the Chartered SAB identified the proposed rule titled
Strengthening Transparency in Regulatory Science (Proposed Rule) as a planned action that
merited review. In April 2019, the SAB Work Group on Planned Actions for SAB Consideration
of the Underlying Science recommended that the SAB review the Proposed Rule and at its public
meeting on June 5-6, 2019, the SAB elected to review the scientific and technical basis of the
Proposed Rule. Subsequent to the June meeting, a work group of chartered SAB members was
formed to carry out the review. Members of this work group then took the lead in SAB
deliberations on this topic at a public teleconference held on January 21, 2020. On March 3,
2020, EPA announced a Supplemental Notice of Proposed Rulemaking (SNPRM),® which
contains additional information and clarification of certain terms and provisions of the Proposed
Rule. The SAB’s advice and comments on the Proposed Rule and aspects of the supplemental
notice are provided in this report.*

The Proposed Rule is intended to strengthen the transparency of EPA regulatory science by
providing that, for the science pivotal to its significant regulatory actions, EPA will ensure that
the data and models underlying the science are publicly available in a manner sufficient for
validation and analysis. The SAB recognizes the importance of this rule. It can enhance public
access to scientific data and analytical methods, and help ensure scientific integrity, consistency
and robust analysis.® Strengthening transparency by improving access to data can lead to an
increase in both the quantity and the quality of evidence that informs important regulatory
science and policy decisions. The scientific community is moving toward adopting the precept of
sharing accurate data and information to foster credibility, high-quality outcomes and public
confidence in science. The SAB supports the adoption of this precept.

The SAB finds, however, that key considerations that could inform the Proposed Rule are not
present in the proposal, or presented without analysis, and certain key terms and implementation
issues have not been adequately defined or described. In addition, the SAB has concerns about
the scientific and technical challenges and feasibility of implementing some requirements of the

3 Strengthening Transparency in Regulatory Science; Supplemental Notice of Proposed Rulemaking, 25 Federal
Register (18 March, 2020), pp. 15396-15406.

[Available at: https://www.federalregister.gov/documents/2020/03/18/2020-05012/strengthening-transparency-in-
regulatory-science ]

4 Drs. John Graham and Donald van der Vaart indicated that they do not concur with this report. Their dissenting
opinions are included in Appendix A.

5 One SAB member does not agree with this statement, particularly in the context of international studies and those
developed before the acceptance of current standards on science transparency that are discussed in this report.
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Proposed Rule. Given the relatively skeletal nature of the Proposed Rule, it is not possible to
define the implications of the rule with confidence. To ensure that the rule is evidence-based
EPA must provide greater clarity regarding details of the rule and how it will be implemented, as
well as example analyses of how it would be deployed. The development of additional policy
and/or guidance documents is strongly recommended to provide clarity on the procedures for
conducting the proposed efforts.

The Proposed Rule requires the EPA to clearly identify all studies (or other regulatory science)
relied upon when it takes any significant final agency regulatory action and to make all such
studies available to the public to the extent practicable. The EPA’s Supplemental Notice of
Proposed Rulemaking expands the scope of this requirement to include studies relied upon in
influential scientific information (i.e., scientific information that will or does have a clear and
substantial impact on important public policies or private sector decisions). In some cases, this
requirement could be complex and/or impractical because studies could be used and considered
when integrating evidence but not directly used to determine specific regulatory standards or
levels. The lack of specific criteria for what might satisfy the requirement makes it difficult for
the SAB to understand the implications. The SAB recommends that the Final Rule describe in
greater detail and clarity how the requirement can be met. To effectively implement this
requirement, at the minimum, pivotal regulatory science and regulatory science (as defined in the
Proposed Rule), as well as other types of data necessary to make regulatory determinations,
should be publicly available with a scientific justification explaining why they were used for
regulatory decisions. As stated in the Proposed Rule, EPA should indicate whether an
independent peer review of all pivotal regulatory science has been conducted. As discussed
below, the proposed rule provides for exceptions to be granted if it is not feasible to implement
these requirements.

If the intent of the rule is to identify and make available the pivotal regulatory science that was
relied upon, scientific and technical challenges of implementing this requirement will consist of:
(1) having EPA be explicit about which studies are pivotal to the recommended regulatory
action, and (2) making the data and models for the underlying pivotal studies publicly available.
Given the lack of clarity in the Proposed Rule, it is difficult to understand how this regulatory
action could be accomplished in a standardized and consistent manner. The Proposed Rule and
supplemental proposal acknowledge the importance of protecting personally identifiable
information (PII) and confidential business information (CBI). This SAB report contains
additional suggestions regarding the protection of PIl and CBI. The EPA must make certain that
Pl and CBI are not available to persons and groups who are not approved to have access to this
information. Without adequate protection, industry data generated by one company can be used
by other companies to fulfill regulatory requirements in other geographies. It would be beneficial
for the EPA to develop specific policies to address: the protection of PIl and CBI, exceptions that
would be appropriate where PII and CBI cannot be released, and whether data compensation
should be considered. The identification and release of individual data to the public in
epidemiological studies that arise from small datasets or targeted geographic areas is
problematic, but there are approaches that have been used to protect Pll, (e.g., conducting
independent analysis by a third party such as Health Effects Institute). However, the lack of
criteria for what data might satisfy the requirements of the Proposed Rule makes it difficult to
understand the implications for protection of PIl. The SAB recommends that the EPA develop
specific definitions of terms and methods for meeting the requirements.



The Proposed Rule should build on techniques and practices to protect human data when data
and models underlying pivotal regulatory science are made available to the public. Some
individual data (i.e., data associated with individuals in a sample) used in epidemiological studies
are held by federal agencies such as the Centers for Disease Control and Prevention or the
Department of Health and Human Services (Medicare data), while other data have been
developed by state, local or tribal governments, academic institutions or private organizations,
among others. Some federal agencies have efficiently developed methods for making data
available to the public (e.g., Census Bureau, CDC). Currently, no comparable system exists for
datasets that are owned by non-federal governments (e.qg., states, tribes), and/or owned by private
societies/organizations or academic institutions, which are themselves protected by strong
privacy and confidentiality requirements through their Institutional Review Boards (IRBS).

It seems reasonable that the standards applied by the EPA to protect sensitive data and
copyrighted or confidential business information should be the same as the standards applied by
editors of reputable scientific journals (e.g., guidance from the International Committee of
Medical Journal Editors). Techniques and practices such as microaggregation to protect sensitive
data have been developed by researchers involved in studies with human subjects, but such an
approach may make the data unsuitable for modeling. The SAB recommends that EPA
collaborate with other federal agencies to make individual-level data available through the
system of Federal Statistical Research Data Centers, which are already widely used by the
Census Bureau to allow researchers to gain access to individual data while protecting the data
from public dissemination. The SAB also notes that there are techniques and practices to protect
sensitive data that have been well-developed by researchers involved in studies with human
subjects. The proposed regulation should clearly address the issue of obtaining public access to
datasets while maintaining the privacy of the participants and confidentiality of the data, because
without such access, sensitive data and confidential business information could be excluded
entirely from consideration as pivotal regulatory science.

The Proposed Rule states that when promulgating significant regulatory actions, the Agency
shall ensure that data and models underlying pivotal regulatory science are publicly available in a
manner sufficient for independent validation. The SAB finds that greater clarity is needed in
definitions of “data and models” and “pivotal regulatory science.” EPA’s Supplemental Notice
of Proposed Rulemaking has indicated that the requirement to make data and models underlying
pivotal science available in a manner sufficient for independent validation would apply to all
data and models, not just dose-response models. The definitions provided in the Proposed Rule
are not adequate and may be better supported in the context of a guidance document that includes
realistic examples of the types of data and models of interest and the requirements for reporting
this information. The SAB notes that this regulation could benefit from use of the term “analysis
dataset” to define data that should be made publicly available.® This term refers to data that have
been collected and processed (e.g., cleaned and transformed) for analysis. A technical issue to be
considered is how to separate datasets and models that were the basis of calculations used to

® The SAB notes that protecting privacy and confidentiality must be taken into consideration when data and models
underlying pivotal regulatory science are made available to the public. Requirements for protection of privacy have
been established under the Health Insurance Portability and Accountability Act (HIPAA). Although the proposed
Rule suggests that privacy and confidentiality can be addressed through anonymization or de-identification, even de-
identified datasets present risks of re-identification (Rocher et al. 2019).



drive the quantitative assessment from ancillary data and models that were part of the weight of
evidence.

The Proposed Rule indicates that the Administrator may grant exceptions to the requirements of
the Proposed Rule on a case-by-case basis if it is determined that compliance is impracticable
because: (1) it is not feasible to ensure that all pivotal regulatory science is publicly available for
independent validation in a manner that is consistent with law; protects privacy, confidentiality,
and confidential business information; and is sensitive to national and homeland security; or (2)
it is not feasible to conduct independent peer review of all pivotal regulatory science used to
justify regulatory decisions. The SAB recommends that the EPA develop specific criteria for
such exceptions as part of the Final Rule. Although it will be difficult to develop criteria for
exceptions, outlining such criteria would benefit EPA and help ensure that the principles of
transparency outlined in the Proposed Rule are accomplished. Case-by-case exceptions without
criteria may create public concerns about inappropriate exclusion of scientifically important
studies. A framework and/or guidance document could also help EPA clarify how the rule will
affect current scientific review procedures. It might be useful for the EPA to consider
recommendations from a scientific and advisory committee when making waiver decisions.

In order to assess the feasibility of making data and models available in a manner sufficient for
independent validation, some critical elements should be considered (e.g., how to treat studies
that are formatted in a manner that make the data difficult to share, how to move forward if
laboratories refuse to collate and release data, how to handle sensitive information such as
individual participants’ addresses, how to manage international studies, and how to manage
conclusions drawn from meta-analysis). Experimental considerations must be made known to
determine whether data are valid (e.g., the appropriateness of controls, protocols employed,
limits of quantification). Assessing the validity of epidemiological studies for the purposes of the
Proposed Rule could pose scientific and technical challenges. Important issues to be addressed
include understanding bias, confounding factors, measurement errors and exposure
characterization. All these factors play a role in defining what would be appropriate for data
access and study validation purposes. The SAB encourages EPA to consider these questions and
define “independent validation” in the Proposed Rule because this definition drives the
feasibility of whether the EPA can make data and models available for validation. The SAB
recommends that EPA develop a guidance document to clarify these issues and how the
requirement would be managed.

The requirement in the Proposed Rule that “data” be made publicly available is vague and, as a
result, can be interpreted in different ways. If “data” includes all machine output or individual
data sheets on study participants associated with analysis the requirement would create demands
on researchers that could impact the science-based decision-making process. The Proposed Rule
should follow evolving norms developed by the scientific community as well as federal agencies
(e.g., National Science Foundation, National Institutes of Health, National Oceanic and
Atmospheric Administration, Department of Energy). The EPA should consider seeking input
from experts in library science, data curation management and data retention to identify best
practices and tools to ensure efficiency and utility of data that are made available.

There will be costs associated with assessing and disseminating data as required by the Proposed
Rule. Funding agencies may have different time limits for retaining data. Historical datasets
might not be available at the level of detail needed for recalculation. Some of the data or
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computational methods may have been discarded if they were deemed not necessary to maintain.
The SAB suggests that the EPA consider establishing an office (or virtual office) on data sharing,
and a peer review panel or workgroup to assist EPA in this process (e.g., American Society for
Testing and Materials (ASTM) and the International Organization for Standardization (ISO)
have workgroups and approaches to establish valuable consensus standards). This group could
identify: standard data formats (data templates); how to report methods/procedures used;
uncertainty; and when and how to implement greater data protections for PI1I/CBI. The SAB
notes that processing and documenting data and models developed prior to the effective date of
the rule will pose challenges. A possible way to address this is to apply rule requirements only to
information developed after the effective date of a Final Rule. Standards on transparency are
evolving, and modern expectations do not apply to studies completed 10 or 20 years ago. It is
reasonable to apply modern standards of transparency and public availability to current and
future studies, but it will not always be possible to apply these same standards retrospectively.

It is difficult to develop a definition of “data” that would meet EPA’s objectives in proposing this
rule. The definitions of data would likely differ based on the available dataset and the types of
data accumulated. However, the SAB recommends the development of definitions to clarify the
requirement to make data available. “Data” should not be confused with personally identifiable
data. Extensive work would be required, across a diversity of fields, data types and data of
different ages, to understand the implications of adopting different definitions of data. More
clarity is also needed to define the nature of the “data” that must be publicly available. As
previously noted, this regulation could benefit from using the term “analysis dataset” to define
data that must be made publicly available.

The Proposed Rule requires the EPA to describe and document any assumptions and methods
that pertain to the use of data and models underlying pivotal regulatory science and to describe
variability and uncertainty. High quality scientific studies identify the assumptions used in
models, methods used, the variability of the replications, and any other confounders that add to
the uncertainty of the final dataset, so these are not unusual or inappropriate factors to address.
However, certain scientific and technical challenges must be surmounted. One would anticipate
variability in the reporting across laboratories; therefore, the SAB strongly suggests that, before
the implementation of the Final Rule, the EPA develop a guidance document pertaining to
assumptions, methods, variability, the definition of data and uncertainty.



2. INTRODUCTION

As part of its statutory duties, the EPA Science Advisory Board (SAB) may provide advice and
comment on the scientific and technical basis of certain planned EPA actions. The
Environmental Research, Development, and Demonstration Authorization Act of 1978
(ERDDAA) 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. The SAB may then provide advice and comments on the scientific and technical
basis of the proposed action.

At its May 31, 2018 public meeting, the chartered SAB identified the Proposed Rule titled
Strengthening Transparency in Regulatory Science as a planned action that merited review. In
April 2019, the SAB Work Group on Planned Actions for SAB Consideration of the Underlying
Science recommended that the SAB review the Proposed Rule and at its public meeting on June
5-6, 2019, the SAB elected to review the scientific and technical basis of the Proposed Rule.
Subsequent to the June meeting, a work group of chartered SAB members was formed to carry
out the review. Members of this work group then took the lead in SAB deliberations on this topic
at a public teleconference held on January 21, 2020. On March 3, 2020, EPA announced a
Supplemental Notice of Proposed Rulemaking (SNPRM),” which contains additional information
and clarification of certain terms and provisions of the Proposed Rule. This report provides the
SAB findings and recommendations related to the Proposed Rule and aspects of the
supplemental notice.®

7 Strengthening Transparency in Regulatory Science; Supplemental Notice of Proposed Rulemaking, 25 Federal
Register (18 March, 2020), pp. 15396-15406.

[Available at: https://www.federalregister.gov/documents/2020/03/18/2020-05012/strengthening-transparency-in-
regulatory-science ]

8 Drs. John Graham and Donald van der Vaart indicated that they do not concur with this report. Their dissenting
opinions are included in Appendix A.
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3. SAB ADVICE AND COMMENT ON THE PROPOSED RULE

The SAB has reviewed EPA’s proposed rule titled Strengthening Transparency in Regulatory
Science (Proposed Rule) and provides the following comments on the scientific and technical
basis of the proposed action. The SAB also provides recommendations to strengthen the science
informing the Proposed Rule.

3.1. General Comments

The Proposed Rule is intended to strengthen the transparency of EPA regulatory science by
providing that, for the science pivotal to significant regulatory actions, EPA will ensure that the
data and models underlying the science are publicly available in a manner sufficient for
validation and analysis. The SAB recognizes the importance of this rule and its purpose,
establishing transparency of the scientific information used for significant regulations and
enhancing public access to scientific data and analytic methods to help ensure scientific integrity,
consistency and robust analysis.® Strengthening transparency by improving access to data can
lead to an increase in both the quantity and the quality of evidence that informs important
regulatory science and policy decisions. The scientific community is moving toward adopting the
precept of sharing accurate data and information to increase credibility, high-quality outcomes
and public confidence in science. The SAB supports the adoption of this precept.

The SAB recognizes that the long-term trend in most scientific fields is for authors to supply
public access to data and analytic methods after scientific findings are published. Such
transparency helps to ensure scientific integrity and facilitate robust analysis, as well as allow
supplementary lines of knowledge to be developed from the same data. Enhancing the
transparency and validity of the scientific information relied upon by EPA and increasing public
access to data are worthy goals. However, the SAB finds that key considerations are not present
in the Proposed Rule or presented without analysis and explanation of scope. In addition, certain
key terms and implementation issues have not been adequately defined or described. The
development of additional policy and/or guidance documents is strongly encouraged to provide
clarity on the procedures for conducting the proposed efforts. The SAB also has concerns about
the scientific and technical challenges of implementing some requirements of the Proposed Rule.
The SAB has provided recommendations to facilitate implementation of the Proposed Rule.

3.2. Requirement to Identify All Studies and Requlatory Science Supporting Final Agency
Actions

The Proposed Rule requires the EPA to clearly identify all studies (or other regulatory science)
relied upon when it takes any significant final agency regulatory action and make such studies
available to the public to the extent practicable. The EPA’s Supplemental Notice of Proposed
Rulemaking expands the scope of this requirement to include studies relied upon in influential
scientific information (i.e., scientific information that will or does have a clear and substantial
impact on important public policies or private sector decisions). This requirement could be
complex and/or impractical because some studies could be considered when integrating evidence
but not directly used to determine specific regulatory standards or levels.

% One SAB member does not agree with this statement, particularly in the context of international studies and those
developed before the acceptance of current standards on science transparency that are discussed in this report.
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The lack of criteria for satisfying the requirement to “make all such studies available to the
public to the extent practicable” makes it difficult to understand the implications of the
requirement. Criteria are needed to define the requirement. A question to be answered is whether
making the scientific papers reporting these studies available without charge makes the studies
“available,” or whether all data from every measurement taken as part of the study need to be
available to anyone to analyze. At one end of this range of interpretation the requirement is
easily implementable. On the other end of the spectrum, meeting the requirement would be
enormously expensive and time consuming at best and could be expected to result in the
exclusion of much of the scientific literature from consideration (the machine data may no longer
be available and/or the researchers may no longer be alive or in a position to assemble the data).
The net effect could be minimal or complex.

The SAB recommends that the Final Rule describe in greater detail and clarity how the
requirement can be met. To effectively implement the requirement, at the minimum, pivotal
regulatory science and regulatory science (as defined in the Proposed Rule), as well as other
types of data necessary to make regulatory determinations, should be publicly available with a
scientific justification explaining why they were used for regulatory decisions. As stated in the
Proposed Rule, EPA should indicate whether an independent peer review of all pivotal
regulatory science has been conducted. As discussed below, the proposed rule provides for
exceptions to be granted if it is not feasible to implement these requirements.

Scientific and technical challenges of making all studies supporting regulatory actions available
to the public

The SAB finds that requiring the identification of all studies and regulatory science supporting
regulatory actions and making them available for reanalysis will be a complex process.'® As
previously discussed, identifying and making “pivotal science data or studies” available could
present challenges if some studies were considered in the regulatory decisions but were not used
to determine the point of departure (POD) or reference dose (RfD) or other regulatory/technical
level. It is not clear how much information and which studies should be included in the
requirement to identify and make studies available. This should be clarified in the Proposed
Rule. As further discussed in Sections 3.2 and 3.3 of this report, if the intent of the rule is to
make available for reanaly