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Draft Guiddinesfor Ensuring and Maximizing the Quality, Objectivity, Utility, and I ntegrity
of Information Disseminated by the Environmental Protection Agency

BACKGROUND AND DISCUSSION
1 OMB Guiddlines

In Section 515(a) of the Treasury and Genera Government Appropriations Act for Fisca Y ear 2001
(Public Law 106-554; H.R. 5658), Congress directed the Office of Management and Budget (OMB)
to issue government-wide guidelines that "provide policy and procedura guidance to Federd agencies
for ensuring and maximizing the qudity, objectivity, utility, and integrity of information (including
datigtical information) disseminated by Federd agencies...”

The OMB guiddines' direct agencies subject to the Paperwork Reduction Act (44 U.S.C. 3502(1)) to:
. Issue their own information quality guiddines to ensure and maximize the quality, objectivity,

utility, and integrity of information, including statitical information, by no later than one year
after the date of issuance of the OMB guidelines,

. Egtablish adminigtrative mechanisms alowing affected persons to seek and obtain correction of
information maintained and disseminated by the agency that does not comply with OMB
guidelines, and

. Report to the Director of OMB the number and nature of complaints received by the agency

regarding agency compliance with OMB guidelines concerning the qudity, objectivity, utility,
and integrity of information and how such complaints were resolved.

OMB guiddines provide some basic principles for agencies to consder when developing their own
guiddinesinduding:

. Guiddines should be flexible enough to address dl communication media and variety of scope
and importance of information products.
. Some agency information may need to meet higher or more specific expectations for

objectivity, utility, and integrity.

. Ensuring and maximizing qudlity, objectivity, utility, and integrity comes at a cost, S0 agencies
should consider using a cost benefit gpproach.

. Agencies should adopt a common sense gpproach that builds on existing processes and
procedures. It isimportant that agency guideines do not impose unnecessary administrative
burdens.

! Office of M anagement and Budget, “ Guidelines for Ensuring and Maximizing the Quality, Objectivity,

Utility, and Integrity of Information Disseminated by Federal Agencies.” 67 Fed. Reg. 8452 (Feb. 22, 2002)
www.whitehouse.gov/omb/fedreg/reproducible.html
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2 EPA Misson and Commitment to Quality
2.1 EPA’sMission

The misson of the U.S. Environmental Protection Agency (EPA) isto protect human hedth and to
safeguard the naturd environment - air, water, and land - upon which life depends. The Agency is
committed to making Americas air cleaner, water purer, and land better protected and to work closely
with its federd, State, triba, and loca government partners; with citizens, and with the regulated
community to accomplish its misson.

2.2 Information Management in EPA

The collection, use, and dissemination of information of known and gppropriate qudity isintegra to
ensuring that EPA achievesiits regulatory and policy misson. Information about the environment --
environmenta characterigtics, physicd, chemica, and biologica processes; and chemica and other
pollutants -- underlies dl environmental management decisions. The availability of and accessto
information and the andytica tools needed to understand it are essentia for assessng environmental
and human hedlth risks, designing appropriate and codt-effective policies and response srategies, and
measuring environmental improvements.

To ensure that information collected and disseminated by EPA programs s of acceptable quality for its
intended use, the primary responsibility for establishing appropriate Sandards for data qudity, for
developing and managing processes to assure and control information qudity, and for complying with
Agency-wide data qudity requirements resides within EPA’s Program and Regiond offices. The EPA
Office of Environmenta Information (OEI) was created in 1999 to strengthen the Agency's ability to
manage information resources and their public disssmination. OEI supports the Agency's mission to
protect public hedth and the environment by working with stakeholders to provide reliable and ussful
information on environmenta qudity, status, and trends. Working in concert with EPA Program and
Regiond Offices, OEI develops poalicies for the Agency’s Quality System and information security
program, assuring the quaity and integrity of EPA dataand information. In addition, OEl establishes
and oversees information-related policies and procedures that reflect the concerns of EPA; locd, Sate,
tribal and federd governments; the regulated community; interest groups, and the generd public.

2.3  EPA’sCommitment to Public Access
EPA aticulaesits commitment to expanding and enhancing access to environmentd information in its

Strategic Plar?. EPA works every day to expand the public' s right to know and understand their
environment by providing and facilitating access to awedth of information about loca environmenta

2EPA Strategic Plan can befound at http://www.epa.gov/ocfo/plan.htm
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issues and conditions. This expands citizen understanding and involvement and gives people toolsto
protect their families and their communities. Increased information trangparency among scientists, public
hedlth officias, businesses, citizens, and al levels of government fosters grester knowledge about the
environment and what can be done to protect it.

24 How EPA Uses | nformation

EPA receives alarge amount of information from externd parties that provide information to the
Agency both voluntarily and under statutory and other mandates. EPA aso generates information and
gathers information from various sources. Much of the environmenta information that is collected and
documented is processed and stored in Agency information management systems. The information is
maintained in program-specific databases, many of which are managed by the National Program
Officeswithin EPA.

Upon placement in EPA information management systems, information is then avallable for use by a
variety of people and systems. Internally, users can include program managers, information product
developers, or financid tracking systems. Depending on the extent of public release, users can dso
include city planners, homeowners, teachers, engineers, or community activists, to name afew. In order
to satisfy the needs of this broad spectrum of users, it iscritical that EPA information be presented in an
unbiased context with thorough documentation.

EPA is moving beyond the administration of regulatory data and working in concert with States and
other stakeholders to generate new information products that are responsive to identified user needs.
Increasingly, information products are derived from data originaly collected to support state or federa
regulatory programs or management activities. Assuring the suitability of these data for new gpplications
isof paramount importance.

25 EPA’sRdationship with State, Tribal and L ocal Gover nments

As mentioned in the previous section, EPA's mission is not achieved adone. In addition to the role of
EPA's data providers, key government partners work with EPA to manage and implement programs
and communicate with the public about issues of concern. Most of EPA's programs are not managed
from Washington, DC. Ingstead, a vast network of federd, state, tribal and loca governments implement
programs required by law and even some voluntary programs. This same network collects, uses and
disseminates awide range of information. Therefore EPA needs to consult with these partners to ensure
that the EPA Information Qudlity Guidelines are gppropriate and effective.

3 Existing Policiesand Procedures

EPA is dedicated to the collection, generation, and dissemination of high quaity information. The OMB
guiddines encourage agencies to avoid the creation of “new and potentialy duplicative or contradictory
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processes.” Further, OMB stresses that its guidelines are not intended to “impose unnecessary
adminigrative burdens that would inhibit agencies from continuing to take advantage of the Internet and
other technologies to disseminate information that can be of great benefit and vaue to the public.” In
this spirit, EPA has sought to enhance and integrate existing activities and programs to address the

OMB guidelines. Asillusgtrated with the four examples outlined below, the Agency has numerous
systems and practices in place that address the qudlity, objectivity, utility, and integrity of information.

The EPA Agency-wide Quality System helps ensure that EPA organizations maximize the qudity,
objectivity, utility and trangparency of information disseminated by the Agency. The Qudity Systemis
documented in EPA Order 5360.1 A2, “Policy and Program Requirements for the Mandatory
Agency-wide Quality System” and the “ EPA Quality Manua®.” To implement the Qudity System, EPA
organizations (1) Assgn a qudity assurance manager, or person assigned to an equivaent position, who
has sufficient technical and management expertise and authority to conduct independent oversight of the
implementation of the organization's quality system; (2) Develop a Qudity Management Plan, which
documents the organization's qudity system; (3) Conduct an annud assessment of the organization's
qudity system; (4) Use a systematic planning process to develop acceptance or performance criteria
prior to the initiation of al projects that involve environmenta data collection and/or use; (5) Develop
Quality Assurance Project Plan(s), or equivalent document(s) for al applicable projects and tasks
involving environmental data; (6) Conduct an assessment of existing data, when used to support
Agency decisons or other secondary purposes, to verify that they are of sufficient quantity and
adequate quaity for their intended use; (7) Implement al Agency-wide Quality System componentsin
al applicable EPA-funded extramura agreements; and (8) Provide gppropriate training, for al levels of
management and steff.

The EPA Quadity System requirements may aso gpply to non-EPA organizations. These requirements
are defined in the applicable regulations governing extramura agreements. EPA Qudity System
requirements may aso be invoked as part of negotiated agreements such as memoranda of
understanding. Non-EPA organizations that may be subject to EPA Quality System requirements
include: () Any organization or individuad under direct contract to EPA to furnish services or items or
perform work (i.e., a contractor) under the authority of 48 CFR 46, (including applicable work
assgnments, ddlivery orders, and task orders); (b) Ingtitutions of higher education, hospitals, and other
non-profit recipients of financid assstance (e.qg., Grants and Cooperative Agreements) under the
authority of 40 CFR 30; (c) State, locd, and Triba governments recaiving financid assistance under the
authority of 40 CFR 31 and 35; and (d) other government agencies receiving assstance from EPA
through interagency agreements.

EPA Quality Manual for Environmental Programs 5360 A1. May 2000.
http://www.epa.gov/quality/qs-docs/5360.pdf
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In addition to the Qudity System, EPA's Peer Review Policy provides that mgor scientificaly and
technically based work products (including scientific, engineering, economic, or satistica documents)
related to Agency decisons normaly should be peer-reviewed. For those work products that are
intended to support the most important decisions or that have specid importance in their own right,
externa peer review isthe procedure of choice. Agency managers within Headquarters, Regions,
laboratories, and field components determine and are accountable for the decision whether to employ
peer review in particular instances and, if 0, its character, scope, and timing. These decisons are made
consistent with program goals and priorities, resource congtraints, and statutory or court-ordered
deadlines. For those work products that are intended to support the most important decisons or that
have specid importance in their own right, external peer review is the procedure of choice. Peer review
is not restricted to the penultimate version of work products; in fact, peer review at the planning stage
can often be extremely beneficia. The basisfor EPA peer review policy isarticulated in Peer Review
and Peer Involvement at the U.S. Environmental Protection Agency.* The Peer Review Policy
was firg issued in January, 1993, and was updated in June, 1994. In addition to the Policy, EPA has
published a Peer Review Handbook which provides detailed guidance for implementing the Policy. The
Handbook was last revised December, 2000.

The Agency’s Action Development Process aso serves to ensure and maximize the quaity of EPA
disseminated information. Top Agency actions and OMB Economicaly Sgnificant actions as
designated under Executive Order 12866 are developed as part of the Agency's Action Development
Process. The Action Development Process ensures the early and timely involvement of senior
management at key decison milestones to facilitate the consideration of a broad range of regulatory and
non-regulatory options and andytic gpproaches. Of particular importance to the Action Devel opment
Processis ensuring that EPA scientists, economidts, and others with technical expertise are
aopropriately involved in determining needed anayses and research, identifying dterndtives, and
selecting options. Program offices and regiona offices are invited to participate to provide their unique
perspectives and expertise. Effective consultation with policy advisors (e.g., Regulatory Policy Council,
Science Policy Council), co-regulators (e.g., sates, tribes, and local governments), and stakeholdersis
a0 part of the process. Find Agency Review (FAR) generally occurs before the release of subgtantive
information associated with these actions. The FAR process ensures the consistency of any policy
determinations, as well asthe qudlity of the information underlying thet policy determination and its
presentation.

The Agency’s Integrated Error Correction Process® (IECP) is amethod for reporting and resolving
data errors identified by the public in EPA's information holdings. This process builds upon existing data
processes through which errorsin Agency data systems are reported to EPA. The |ECP has made

“Peer Review and Peer Involvement at the U.S. EPA. June 7,1994.
http://www.epa.gov/osp/spc/perevmem.htm

9 ntegrated Error Correction Process for Environmental Data. http://www.epa.gov/cdx/iecp.html
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these tools more prominent, accountable and easer to use. Individuas who identify potentid data
errors on the EPA web site can contact EPA through the IECP by using the "Report Error” button or
error correction hypertext found throughout EPA's web pages. EPA reviews the error notification and
assigtsin bringing the notification to resolution with those who are responsible for the deta. The IECP
tracks this entire process from natification through find resolution.

EPA currently ensures the integrity of the informetion it disseminatesin avariety of ways. EPA's
Information Resources Manual® describes how the Agency maintains and ensures information integrity .
Specificdly, EPA bdieves tha maintaining information integrity refersto kegping informetion
"undtered,” i.e,, free from unauthorized or accidenta modification or destruction. All information has
integrity standards; inappropriately changed or modified data, or system and application software,
impacts information integrity and compromises the value of the information system. Because of the
importance of the Agency's information to the decisons made by the Agency, its partners, and the
public, it is EPA's responsibility to ensure that the information is, and remains, as accurate and credible

aspossible.

In addition to the Agency-wide systems and procedures described above, Program Offices and
Regionsimplement many office-level and program-specific procedures to ensure the qudity of
individud activities which result in the digtribution of information of the quaity needed to meet its
intended use. The guiddines recognize and build on those existing procedures and encourage EPA to
provide increased transparency for the purpose of OMB guiddlines and to better meet the EPA
Misson.

4 EPA Guidelines Development

EPA has crested a new web sSte to serve as the home for the EPA Information Quality Guideines
through the development and implementation process. Please vist thet Ste at

http://www.epa.gov/og/qudityguiddines. EPA's guiddines are aliving document and may be revised as
we al learn more about how best to address, ensure and maximize information quality.

4.1 On-line Public Comment Session held M arch 19-22, 2002

EPA requested public comments during a March online comment session available via the EPA web
gte. The following seven topic areas were presented for public input:

. Basic standard of qudity

® EPA Directive 2100 Information Resources M anagement Policy Manual.
http://www.epa.gov/irmpoli8/pol man/
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. "Influentid" informetion

. Reproducibility

. Pre-dissemination review

. Adminigrative Mechanisms for timely correction

. Applicability of Guiddinesto Third Party Information

. Other comments and/or suggestions regarding the EPA Information Qudity Guiddines

EPA received gpproximately 100 comments. EPA considered these comments asit developed these
draft guidelines. All comments submitted via the Online Comment Session are available for the public.
EPA has established a public docket for these draft Information Quality Guiddines under Docket 1D
No. OEI-10014. The docket isthe collection of materids available for public viewing at 401 M Strest,
Northeast Mal, Room B607, Washington, DC 20460, phone number: 202-260-0660. This docket
conssts of acopy of the guidelines, public comments received during the public comment period on
these guiddines, and other information related to the guidelines. The docket is open from 12:00 PM to
4:00 PM, Monday through Friday, excluding legd holidays. An index of docket contentswill be
available a http:/Mww.epa.gov/oe/qualityguidelines.

In the following sections, EPA will discuss the factors that were considered and how EPA developed
key aspects of these draft guidelines.

4.2  Influential Information and Reproducibility

OMB Guiddines cdl for agenciesto define "influentid” -- in relaion to scientific, financid, or Satistica
information for which its dissemination will have or does have a clear and substantia impact on
important public policies or important private sector decisons -- in ways gppropriate for the agency in
the context of its misson and duties, and given the nature and multiplicity of issuesfor which it is
respongble. Influentid information will be subject to ahigh degree of trangparency about data and
methods to facilitate the reproducibility of such informeation by qudified third parties, to an acceptable
degree of imprecison. Within the dlass of information defined as influentia, agencies are to distinguish
between (1) andytic results, and (2) origina and supporting data.

A high degree of transparency with repect to anaytic results includes the following factors:

. source of the data used,

. various assumptions employed,
. andytic methods applied, and

. datistical procedures employed.

If sufficient trangparency is achieved on each of these factors, then an andytic result should meet the
"capable of being substantidly reproduced” standard. The appropriate degree of rigor with which each
of these factorsis presented and discussed can be scaled as gppropriate, but it isimportant that al be
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presented. In addition, if access to data and methods will not occur due to other compelling interests
such as privacy, trade secrets, intellectud property, and other confidentiaity protections, the agency
should apply especidly rigorous robustness checks to andytic results and document what checks were
taken.

Origind and supporting data are not necessarily subject to the high and specific degree of transparency
required of andytic results. Agencies may identify those particular types of origind and supporting data
that can practicably be subjected to areproducibility requirement given ethicd, feasihility, or
confidentidity congraints. To help make that determination, agencies are to consult with relevant
scientific and technicad communities. If agencies goply the reproducibility test to specific types of origind
or supporting data, the associated guiddines should provide relevant definitions of reproducibility (e.g.,
standards for replication of laboratory data).

Severd participants in the EPA online comment session expressed concern that the OMB
reproducibility standard could expose confidentid information and voiced concerns about privacy and
security of information. Both OMB and EPA guidelines exclude confidentia information and information
that would compromise nationd security from the reproducibility sandard. Rather, agencies are
directed to develop and publish robustness checks to ensure a high degree of transparency in these
gpecid cases. Severd additiond comments emphasized the need for consultation with the scientific
community on reproducibility. EPA intends to do so. EPA agrees with another comment provided that
described the reproducibility concept as complicated and one that will be refined over time. The
Agency does not intend to “ categoricaly exdude’ large amounts of influentid information from a
reproduci bility guiddine, as was expressed by a commenter during the online comment sesson. These
comments were very useful to EPA. They hdped to inform the Agency’s podtion on thisissue &t this
time.

As aregulatory agency with a strong science program and function, EPA takes reproducibility of data
and results very serioudy and understands the importance of ensuring that data and methods are
transparent and credible. EPA works to improve the qudity of information it collects, stores, uses and
disseminates through the development of new or revised orders, guidelines, and policiesrlated in
particular to quality assurance and peer-review procedures. In determining how to achieve ahigh
degree of trangparency about data and methods for influentia scientific, financia, and Satistical
information disseminated by the Agency, consstent with the OMB Guiddines, EPA plansto draw
heavily upon our existing quality assurance and peer review procedures.

In this draft, EPA has developed generd language on this concept of reproducibility and intends to
revise and add more detail throughout the guideline process after gppropriate consultation with scientific
and technical communities, as caled for by OMB in its guideines. The Agency has dready begun to
consult rlevant scientific and technical experts within the Agency, and will soon begin to consult with
those outside the Agency. These consultations will alow EPA to congtructively and appropriately refine
the gpplication of existing policies and procedures, to the extent that they may not fully dready provide
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for the appropriate degree of trangparency, S0 asto create guidelines that satisfy the reproducibility
standard.

4.3 Risk Assessment

EPA conducts many risk assessments every year. These assessments are conducted and presented to
EPA policy makersto inform their risk management decisons. EPA currently has numerous policies
that direct interna risk assessors on how to conduct a risk assessment and characterize risk. The EPA
Risk Characterization Policy” and associated guidelines are designed to ensure that critical
information from each stage of arisk assessment is used in forming conclusions about risk and that this
information is communicated from risk assessors to policy makers.

OMB dated that, with respect to influentia information regarding hedlth or safety, or environmenta risk
assessments, agencies should ether adopt or adapt the quality principles applied by Congressin the
Safe Drinking Water Act (SDWA) Amendments of 1996°. In reviewing EPA's experience with the
SDWA principles, existing policiesin place a EPA, and the gpplicability and gppropriateness of the
SDWA language with regards to the variety of risk assessments conducted by the Agency, EPA has
decided to adapt the SDWA principles with minima changes for use with al human hedth risk
assessments that are disseminated as part of influentid scientific EPA information. The Agency should
ensure, to the extent practicable and in conformance with Agency guiddines, the use of (i) the best
avallable, peer-reviewed science and supporting sudies available a the time of the assessment, and (i)
data collected by accepted methods or best available methods. 1n the origind SDWA language,
Congress included both provisions: subparagraph (i) caled for the use of “best available, peer-
reviewed science’ and subparagraph (i) called for “data collected by accepted methods or best
available methods” EPA has interpreted these provisions as being independently applied. The
Agency’sintention isto gpply both principles to the extent practicable.

In preparing these draft Information Quality Guideines, EPA primarily focused on human hedlth risk
asessments. EPA believesthat it would be more gppropriate to modify these SDWA principlesto
better target them for use with environmental or safety risk assessments conducted by EPA. During the
online comment session on the Information Quaity Guidelines that EPA held in March 2002, a
commenter recommended that EPA adopt rather than to adapt the SDWA principles for risk
asessment. However, the Agency intends to adapt the SDWA principles for human hedlth assessments
and work further to refine the applicability of these principles across program areas. The Agency is
seeking public comment on an adaptation of the SDWA qudity principles for use with environmenta
and safety risk assessments.

"United States Environmental Protection Agency, Office of Research and Development, Office
of Science Policy. Science Policy Council Handbook, Risk Characterization. EPA 100-B-00-002.
December 2000 (pps. Al - A7).

8safe Drinki ng Water Act Amendments of 1996, 42 U.S.C. 300g-1(b)(3)(A) & (B)

9
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4.4 Sour ces of I nformation

During the development of these guiddines, EPA considered how to address information that is not
generated by the Agency but is later disseminated by EPA in apublication or aregulatory or policy
decison. For example, EPA receives and/or collects information from a variety of external sources
including States and other governments, business and industry, and the research and academic
community. Although thistype of information may not be covered by the guiddineswheniitisfirg
generated by outside parties (or externa sources), it may be covered by the guidelines if EPA usesthe
State or third party information in a publication, policy, or regulatory decison a a later date. EPA
recognizes that thisissue is complex and requires more thought and collaboration with our key
government partners and datal/information providers to best ascertain how these guidelines may apply
to externa sources of information. EPA plans to consult with States and datalinformation providers
during the 30-day public comment period in May 2002, and throughout the Guidelines development
process to ensure the EPA Information Quality Guiddines are sufficiently flexible to encourage the
goppropriate use of information provided by externd sources, yet dso ensure and maximize the quaity
of information EPA disseminates.

EPA istaking, and will continue to take, steps to address the quality of data and information provided
by outsde parties so that the data and information are suitable for the purposes EPA intends to use
them. Waiting until after the information is disseminated by EPA to address the qudity of the
information, can be difficult and may limit EPA’s use of the information. It is, therefore, important for
outside parties to know and consider the quality expectations associated with any information they
gather or generate, epecidly for information which is subsequently submitted to EPA.

EPA has varying levels of quality controls over information developed or collected by outsde parties.
Thisinformation generdly falsinto one of four categories:

. Information collected through contracts with EPA. Examples of thisinformation include studies
and collection and andlysis of data by parties that are under a contractud obligation with EPA.
Since EPA isresponsible for managing the work assigned to contractors, EPA retains varying
degrees of control over the qudity of thisinformation.

. Information collected through grants and cooperative agreements with EPA. Examples of this
information include scientific sudies that are performed under research grants and data
collected by State agencies or other grantees to assess regulatory compliance or environmental
trends. Although EPA has less control over grantees than contractors, EPA can and does
include conditions in grants and cooperative agreements requiring recipients to meet certain
criteria

. Information submitted to EPA as part of a requirement under a statute, regulation, permit, order
or other mandate. Examples of thisinformation include required test data for pesticides or
chemicas, Toxics Release Inventory (TRI) submissions and compliance information submitted

10
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to EPA by States and the regulated community. EPA ensures qudity control of such
information through regulatory requirements, such as requiring samples to be andyzed by
specific analytical procedures and by certified laboratories. However, each EPA program has
specific Satutory authorities which may affect its ability to impose certain quality practices.

. Thefind category of information that is not included in any of the above three categories
includes information that is ether voluntarily submitted to EPA in hopes of influencing adecison
or that EPA obtainsfor usein developing a policy or regulatory decison. Examples of this
information include scientific studies published in journd articles and test data obtained from
other federa agencies, indudtry, and others. EPA may not have any financid ties or regulatory
requirements to ensure the qudity of this type of informetion.

In generd, EPA has condderable influence over the qudity of information generated in the firgt three
categories. EPA's Quaity System and Peer Review Policy set out EPA's palicies regarding the quality
criteriainformation should meet when it is generated. Many other program-specific policies dso apply.
Exigting language in contracts, grants, and regulaions dso gives EPA authority to require that this
information meet qudity criteriawhen it is generated. EPA's Qudity System and Peer Review Policy
aso cover the fourth category at the time EPA uses the information from externa sources. These
policies do not, however, goply to thisinformation when it is generated. EPA rdlies heavily on thistype
of information and when EPA obtainsinformation that is not of sufficient qudity or trangparency, it may
not be able to use the information in its decison making. As an example, EPA may receive many
studies concerning a particular issue. In evaluating the studies, EPA may not be able to rely on some of
the studies submitted because EPA cannot determine that the quality and transparency of the data are
sufficient for their intended use. In making this evaluaion of voluntary submissonsto EPA or
information that EPA has gathered for a decision, the Agency recognizes the need to take into
condderation ethica, feashility, and confidentiaity condraints on the availability of the data underlying
this information, and that obtaining and publicizing the data underlying al studies on which EPA relies
would be impractica and unnecessary. For example, such data are often the property of scientific
investigators and are often not readily available because of proprietary interests or confidentidity
arrangements.

To addressthisissue, EPA intends to work with States and other governments, the scientific and
technica community and other interested data providers to develop and publish factors that EPA would
use in the future to assess the qudity of voluntary submissions or informetion that the Agency gethers for
its own use. Publishing the assessment factors early-on will enable externd providers of information to
be aware of EPA quality expectations as they develop and/or collect information that may later be used
by EPA. Furthermore, to the extent practicable, EPA would publish the results of the suitability
assessment to further increase the transparency of EPA assessments of information submitted by
outside parties.

45  Complaint Resolution

11
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EPA looked to incorporate existing policies and procedures into the complaint resolution
decison-making and reporting process cdled for by the OMB guiddines. Based on the exigting
infrastructure and tracking system aready in place with the Integrated Error Correction Process
managed by the OEI, EPA has developed an interna process to ensure timely response to complaints,
gopropriate resolution and annua reporting to OMB beginning in 2004. EPA focused alot of attention
on determining the best and most objective means of Agency decison-making on initid complaints and
appeals.

EPA asked the public for their input on this issue during the March Online Comment Session.
Comments received emphasi zed the need for EPA to provide an objective appedl s process to enable
externd groupsto fed confident that their concerns are being heard and addressed in an objective
manner.

5 Schedule and Next Steps

Based on the schedule presented in the OMB guidelines, EPA has adopted a guiddine devel opment
schedule that includes opportunities for public involvement.

Key events Dates

Public comment period on Draft EPA Information Qudity Guiddines May 1 - 31, 2002
Public Meeting held in Washington, DC May 15, 2002
Conaultation with Scientific Community and other Stakeholders June 2002

Fina EPA Information Qudity Guiddines October 1, 2002
Initiate Complaint Resolution Process October 1, 2002

For more information on public involvement opportunities, please consult that EPA Information Quality
Guiddines web site a http:/mww.epagov/oa/qualityguiddines.
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DRAFT GUIDELINES
Overview, Scope, and Applicability
1.1 What isthe purpose of these guidelines?

These guidelines describe EPA’ s policy and procedures for reviewing and substantiating the quality of
information before EPA disseminates it. They describe EPA’ s administrative mechanisms dlowing
affected persons to seek and obtain, where gppropriate, correction of information disseminated by EPA
that they believe does not comply with these guiddines.

This document provides guidance to EPA staff and informs the public of EPA’s policies and
procedures. These guidelines are not aregulation. They are not legally enforceable and do not cregte
any legd rights or impose any legdly binding requirements or obligations on EPA or the public. Nothing
in these guiddlines affects any otherwise available judicid review of EPA action. The guiddines may not
apply to a particular Situation based on the circumstances, and EPA retains discretion to adopt
approaches on a case-by-case bass that differ from the guidelines, where appropriate. Any decisons
regarding a particular case, matter or action will be made based on gpplicable satutes, regulations and
requirements. Interested parties are free to raise questions and objections regarding the substance of
the guidelines and the appropriateness of usng them in a particular Stuation. EPA will consder whether
or not the guidelines are appropriate in that Stuation. The guidelines are a living document and may be
revised periodically to reflect changesin EPA’s approach or as we al learn more about how best to
address, ensure and maximize information quality. EPA welcomes comments on the guiddines at any
time and will consider those comments in any future revison of the guiddines.

1.2 When do these guideines apply?

Materids that condtitute “information” that EPA “disseminates’ to the public would be covered by these
guiddines and would be subject to complaints by affected persons who seek to obtain correction of
information maintained and disseminated by EPA that they believe does not comply with EPA
guidelines or OMB guidelines. Factors such as imminent threats to public health or homeland security,
gtatutory or court-ordered deadlines, or other time congtraints, may limit or preclude applicability of
these guidelines.

These guiddines apply to “information” EPA disseminates to the public. “Information” for purposes of
these guiddines generdly includes any communication or representation of knowledge such asfacts or
data, in any medium or form. Preliminary information EPA disseminates to the public is dso consdered
“information” for purposes of the guidelines. Information generaly includes materid that EPA
disseminates from aweb page. However not dl web page content is considered "information™ under
these guiddines (eg. certain information from outs de sources).
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EPA disseminatesinformation to the public for purposes of these guidelines when EPA initiates or
sponsors the didtribution of information to the public.

. EPA initiates a digtribution of information if EPA prepares the information and
distributes it to support or represent EPA’ s viewpoint, to formulate or support a
regulation, guidance, or other Agency decison or position.

. EPA initiates a didribution of information if EPA didributes information prepared or
submitted by an outside party in a manner that reasonably suggests that EPA endorses
or agreeswith it, if EPA indicatesin its digtribution that the information supports or
represents EPA’ s viewpoint, or if EPA in its distribution proposesto use or usesthe
information to formulate or support a regulation, guidance, policy, or other Agency
decison or pogtion.

. Agency-sponsored digtributions may include instances where EPA reviews and
comments on information distributed by an outside party, or adopts or endorsesiit.

. In generd, distributions by outsde parties are not considered to be “sponsored” by
EPA unlessthe Agency is using the outside party to disseminate information on the
Agency’s behdlf.

EPA may darify whether digtributions are initiated or sponsored by EPA by using disclamersto explain
the gatus of the information.

1.3  What isnot covered by these guidelines?

If an item is not congdered “information,” these guiddines do not gpply. Itemsthat are not consdered
information include but are not limited to:

. Internet hyperlinks and other references to information disseminated by others

. Opinions, where EPA’ s presentation makes it clear that what is being offered is
someone s opinion rather than fact or EPA’ sviews

. EPA may identify other materias that are not “information” for purposes of these
guiddines

"Dissemination” for purposes of these guiddines does not include didtributions of information that EPA
does not initiate or sponsor. EPA may darify whether distributions of information are initiated or
sponsored by EPA by using disclaimers or notices to explain the status of the information. Under the
following circumstances, information would not generaly be considered disseminated by EPA to the
public, and would not be covered by these guiddines.

. Digtribution limited to government employees (EPA and non-EPA) or EPA contractors
or grantees. Information distributed only to government employees would not generdly
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be covered by these guiddines because it is not directed to the public. Thisincludes
both intra- and inter-agency distribution of information. For example, if EPA wanted to
get feedback from a number of other agencies regarding an action it is consdering
undertaking, the communications between the agencies would not be covered by the
guidelines.

Intra- or inter-agency use or sharing of government information: These guidelines do not
goply to intra- or inter-agency use or sharing of government information. Intra-agency
use of information includes use of information pertaining to basic agency operations,
such as management, personnel and organizationd information, even if the information
becomes public a some point.

EPA responses to requests for agency records. EPA’s guidelines do not apply to
EPA’ s release or other distribution of records, regardless of form or format, as aresult
of requests for agency records under the Freedom of Information Act (FOIA), the
Privacy Act, the Federd Advisory Committee Act (FACA), or other smilar laws.

Didtribution of information in correspondence with individuds or persons. These
guiddines do not apply to any correspondence with individuas or persons, regardiess
of format. “Persons’ for purposes of this provison includes any individua or person,
including a partnership, association, corporation, busnesstrugt, legd representative,
organized group of individuas, State, territorid, tribal, or loca government or branch
thereof, apoliticad subdivison of a State, territory, tribd, or loca government or a
branch of apalitica subdivison, or any federd governmentd branch including members
of Congress and their Saff.

Didribution of information in press releases and Smilar announcements: These
guidelines do not apply to press releases, fact sheets, press conferences or Smilar
communicaionsin any medium that announce, support the announcement or give public
notice of information EPA has disseminated e sawhere.

Didgtribution of background and outdated or superseded information: These guidelines
do not apply to background information such as published articles, distributed by
libraries or by other distribution methods that do not imply that EPA has adopted or
endorsed the materials. The guiddines do not apply to outdated or superseded EPA
information that is provided as background information but no longer reflects EPA
policy or influences EPA decisions, where EPA indicates (in adisclamer or otherwise)
that the materids are provided as background materials and do not represent EPA’s
current view.

Digribution of information by federd employees and recipients of grants, cooperative
agreements, and contracts: These guidelines do not apply to information distributed by
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recipients of contracts, grants, or cooperative agreements, unlessthe information is
disseminated on EPA’ s behdf, aswhen EPA specifically directs or gpprovesthe
dissemination. These guidelines do not gpply to distribution of any type of research by
federal employees and recipients of EPA grants, cooperative agreements, or contracts,
where the researcher (not EPA) decides whether and how to communicate and publish
the research, does so in the same manner as his or her academic colleagues, and
distributes the research in amanner that indicates that the research does not represent
EPA’s officid pogtion (for example, by including an appropriate disclaimer).
Didtribution of research in this manner is not subject to these guiddines even if EPA
retains ownership or other intellectua property rights because the Federal government
paid for the research.

Didribution of information in public filings: Public filings indlude information submitted to
EPA by any individua or person (as defined above). The guidelines do not gpply where
EPA didributes thisinformation Smply to provide the public with quicker and essier
access to materials submitted to EPA that are publicly available. Thiswill generdly be
the case if EPA has not authored the filings, and is not distributing the information in a
manner that suggests that EPA endorses or adopts the information, and EPA does not
indicatein its ditribution that it is using or proposing to use the information to formulate
or support aregulation, guidance, or other Agency decision or postion.

Examples of public filings submitted to EPA indude:

a Submissions of information under mandates or requirements, such asfilings
required by statutes, regulations, orders, permits, or licenses. Thisincludes
submissions of information by gpplicants for a permit, license, approvd,
authorization, grant, or other benefit or permisson.

b Information submitted voluntarily to EPA. Examplesinclude information in
submissons relating to an EPA program, process or activity, such as public
comments submitted in a rulemaking; information submitted by a participant in a
voluntary program; and other information voluntarily provided to EPA by third
parties, such as data, studies, andyses, and other types of comments or input.

Information in public filings submitted by EPA to other agencies or governmenta
agencies, such as public comments EPA submits in a tate rulemaking, aso would not
be covered by these guidelines.

Digtribution related to subpoenas or adjudicative processes. Didributions of information
related to subpoenas or adjudicative process are not covered by these guiddines. An
adjudication is a matter involving specific parties that determines the rights and ligbilities
of the parties to the action. Adjudications have well-established procedurd safeguards
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and rights to address the qudity of adjudicatory decisions and provide persons with an
opportunity to contest decisions. Thisincludes:

a Didribution of information in documents filed in ajudicid casein any court.

b For enforcement purposes, distribution of information in documents devel oped
during the conduct of any crimind or civil action or adminigtrative enforcement
action, investigation, or audit involving an agency againg specific parties.

C Didribution of information in documents related to any forma or informa
adminigrative action determining the rights and ligbilities of pecific parties,
including documents that provide the findings, determinations or basis for such
actions. Examples include the processing or adjudication of applications for a
permit, license, regidration, waiver, exemption, or clam; actions to determine
the liability of parties under gpplicable statutes and regulaions, and
determination and implementation of remedies to address such liability.

. EPA may identify other instances where information is not “disseminated” by EPA
because EPA does not initiate or sponsor the distribution of information.

1.4 What happensif information isinitially not covered by these guidelines, but EPA
subsequently disseminatesit to the public?

If aparticular didribution of information is not covered by these guideines, the guiddines may Hill goply
to a subsequent distribution of the information in which EPA adopts, endorses or uses the information to
formulate or support aregulation, guidance, or other Agency decison or position. For example, if EPA
amply makes a public filing (such asfacility data required by regulation) available to the public, these
guiddines would not apply to that distribution of information. However, if EPA later includesthe datain
a background document in support of a rulemaking, these guiddines would apply to thet later
dissemination of the information in that document.

1.5 How does EPA ensurethe objectivity, utility, and integrity of information that isnot
cover ed by these guidelines?

These guiddines gpply only to information EPA disseminates to the public, outlined in Section 1.2,
above. Other information distributed by EPA that is not covered by these guideines would till be
subject to applicable EPA palicies, quaity review processes, and correction procedures. These include
qudity management plans for data systems, peer review, and other procedures that are specific to
individua programs and, therefore, not described in these guiddines. It is EPA’s palicy that, to the
extent possible, dl of the information it distributes meets a basic standard of information quaity, and
that its utility, objectivity, and integrity be scaled and appropriate to the nature and timeliness of the
planned and anticipated uses. The need to ensure the qudity of EPA information is not necessarily
dependent upon any plans to disseminate the information. EPA continues to plan to produce, collect,
and use information that is of the gppropriate quality, irrepective of these guidelines or the prospects
for disssmination of the information.
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Defining Information Quality
21  What is*quality” according to the guidelines?

Consgtent with the OMB guiddlines, EPA isissuing these guiddines to ensure and maximize the qudlity,
including objectivity, utility and integrity, of disseminated information. Objectivity, integrity, and utility
are defined here, condgstent with the OMB guiddines. “ Utility” refersto the usefulness of the information
to the intended users. “ Objectivity” focuses on whether the disseminated information is being presented
in an accurate, clear, complete, and unbiased manner, and as a matter of substance, is accurate,
reliable, and unbiased. “Integrity” refers to security, such asthe protection of information from
unauthorized access or revison, to ensure that the information is not compromised through corruption
or fadgfication.

Ensuring and Maximizing I nformation Quality
3.1 How does EPA ensure and maximize the quality of disseminated information?

EPA ensures and maximizes the quaity of information by using policies and procedures well established
within the Agency as appropriate to the information product. There are many tools that the Agency uses
such as the Qudity Systen, review by senior management, peer review process'®, communications
product review process', the web guide'?, and the error correction process'®. The Agency usesa
graded approach and uses these tools based on the intended use of the information and the resources
avalable. As part of this graded approach, EPA recognizes that some of the information it disseminates
includes influentia scientific, financid, or datistica information, and that this category should meet a
higher sandard of qudity.

3.2  How does EPA defineinfluential information for these guidelines?
“Influentid,” when used in the phrase “influentid scientific, finandd, or datigica information,” means

that the Agency can reasonably determine that dissemination of the information will have or does have a
clear and substantia impact on important public policies or important private sector decisons. For the

EPA Quality Manual for Environmental Programs 5360 A1. May 2000.
http://www.epa.gov/quality/gs-docs/5360.pdf

10science Policy Council Handbook Peer Review, U.S. EPA. EPA 100-B-00-001. December 2000.
http://www.epa.qov/osp/spc/prhandbk. pdf

1EpPA's Print and Web Communications Product Review Guide. http://www.epa.gov/dced/pdf/review.pdf

2\Web Guide. U.S. EPA. http://www.epa.gov/webguide/resources/webserv.html

13 ntegrated Error Correction Process. http://www.epa.gov/cdx/iecp.html
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purposes of the EPA's Information Quality Guiddines, EPA will generdly consder the following classes
of information to be influentia, and, to the extent that they contain scientific, financid, or Satistica
information, that information should adhere to a higher sandard of qudity:

Information disseminated in support of top Agency actions (i.e,, rules, substantive
notices, policy documents, studies, guidance) that demand the ongoing involvement of
the Adminigrator's office and extensve cross-Agency involvement; issues have the
potentid to result in mgjor cross-Agency or cross-media policies, are highly
controversd, or provide a Sgnificant opportunity to advance the Adminigtrator's
priorities. May dso include precedent setting or controversia science or economic
iSsues.

Information disseminated in support of OMB Economicdly Sgnificant actions. As
defined in Executive Order 12866, entitled Regulatory Planning and Review (58 FR
51735, October 4, 1993), Agency actionsthat are likely to have an annud effect on the
economy of $100 million or more or adversdly affect in a materia way the economy, a
sector of the economy, productivity, competition, jobs, the environment, public hedth
or safety, or State, local, or tribal governments or communities.

Work Products Undergoing Peer Review: As cdled for under the Agency’s Peer
Review Policy, mgor scientific and technical work products and economic analyss
used in decison making. Scientific and technical work products that are used to support
aregulaory program or policy postion and that meet one or more of the following
criteria are candidates for peer review: establishes a significant precedent, modd, or
methodology; addresses a Sgnificant controversd issue; focuses on asgnificant
emerging issue, has sgnificant cross-Agency implications; involves asgnificant resource
investment; uses an innovative gpproach; or has a satutory or other legdl mandate for
peer review. Also includes mgor economic analyses such asinterna Agency guidance
for conducting economic and financia methodologies that will serve as aprincipa
method or protocol used to conduct economic anayses within a program; unique or
nove gpplications of existing economic or financia methodologies, broad-scde
economic assessments of regulatory programs such as those required by Congressiona
mandates, and, new Stated preference or reveaed preference surveys developed to
assig in the economic andysis of aregulation or program.

Case-by-case: The Agency may make determinations of what condtitutes "influentia
information” beyond those classes of information dready identified on a case-by-case
basisfor other types of disseminated information that will have or do have aclear and
subgtantia impact (i.e. change or effect) on important public policies or important
private sector decisons.
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3.3  How does EPA ensureand maximizethe quality of “influential” information?

EPA recognizesthat influentid scientific, financid, or datistica information should be subject to ahigh
degree of trangparency about data and methods to facilitate the reproducibility of such information by
qudified third parties, to an acceptable degree of imprecison. It isimportant that analytic results have a
high degree of trangparency regarding (1) the source of the data used, (2) the various assumptions
employed, (3) the analytic methods applied, and (4) the statistical procedures employed. It isaso
important that the degree of rigor with which each of these factorsis presented and discussed be scaled
as appropriate, and that all factors be presented and discussed. In addition, if access to data and
methods cannot occur due to compelling interests such as privacy, trade secrets, intellectud property,
and other confidentidity protections, EPA should to the extent practicable, apply robustness checksto
andytic results and document what checks were taken. Origina and supporting data may not be
subject to the high and specific degree of trangparency required of andytic results, however, EPA
should apply relevant Agency policies and procedures to achieve reproducibility to the extent
practicable, given ethicd, feasibility, and confidentidity congraints.

EPA has severd Agency-wide and Program- and Region-specific policies and processes which the
Agency applies to ensure and maximize the quaity of influentia information. Agency-wide processes of
particular importance to ensure the qudity, objectivity, and trangparency of influentid information are
the Agency's Qudity System, Action Development Process, Peer Review Policy, and related
procedures. Many influentia information products may be subject to more than one of these processes.

34  How does EPA ensure and maximize the quality of “influential” scientific risk
assessment information?

In its dissemination of human health risk assessments that have been categorized as influentia, EPA
should ensure that the risk assessment adheres to the quality principleslisted below. In applying these
principles to human hedlth risk assessments, the nature of the risk assessment will depend upon the
information available, the regulatory gpplication of the risk information, and the resources (including
time) available. The levd of effort and complexity of detail of arisk assessment should baance the
information needs for decison making and the effort needed to develop such information.

With respect to influentia scientific information regarding human hedlth risk assessments, EPA should
ensure, to the extent practicable and in conformance with Agency guiddines, the objectivity of this
information disseminated by the Agency by adapting the qudity principles found in the SDWA
Amendments of 1996:

(A)  Thesubstance of the information is accurate, reliable and unbiased. Thisinvolves the use of,
) the best available, peer-reviewed science as appropriate, and supporting studies
conducted in accordance with sound and objective scientific practices, and
(i) data collected by accepted methods or best available methods (if the rdigbility of the
method and the nature of the decision judtifies the use of the data).
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(B)  The presentation of information on human hedlth effects, is comprehensive, informative, and

understandable. In a document made available to the public, EPA should specify —

0] each population addressed by any estimate of applicable human hedlth effects;

(i) the expected human hedlth risk or central estimate of human hedlth risk for the specific
populations affected;

(i) each appropriate upper-bound or lower-bound estimate of human health risk;

(iv)  each dgnificant uncertainty identified in the process of the assessment of human hedth
effects and studies that would assist in resolving the uncertainty; and

v) peer-reviewed studies known to the Administrator that support, are directly relevant to,
or fail to support any estimate of human hedlth effects and the methodology used to
reconcile incongstencies in the scientific data

In gpplying these principles, "best available” refers to the availability & the time an assessment was
made, and that in some situations, the Agency may need to weigh the resources needed and the
potentid delay associated with gathering additiona information in comparison to the vaue of the new
information in terms of its potentia to improve the substance of the assessment. In an effort to expand
these guiddines to gpply to environmental and safety-related risk assessments, the Agency intends to
seek input from gppropriate stakeholders and the scientific community.

3.5 DoesEPA ensureand maximizethe quality of information from external sources?

EPA recognizes that the State and other governments and third party information issue is complex and
requires more thought and collaboration with States, the scientific and technica community and other
externd data providers. Consultation is needed to best ascertain and address how these guidelines may
apply to externd sources, and to ensure the guiddines are sufficiently flexible to encourage the
gopropriate use of externd information while aso ensuring and maximizing the quaity of information
EPA disseminates. Therefore, EPA istaking and will continue to take steps to ensure that the qudity
and trangparency of data and information provided by externa sourcesis sufficient for the intended use.

For information thet is either voluntarily submitted to EPA in hopes of influencing a decison or that EPA
obtains for usein developing a policy or regulatory decision, EPA plansto work with States and other
governments, the scientific and technical community and other interested data providers to develop and
publish factors that EPA would use to assess the quality of thistype of information provided by externa
sources and used by EPA for specific purposes.

Pre-dissemination Review

4.1  What arethe administrative mechanismsfor pre-dissemination reviews?

Each EPA office and region will incorporate the information quality principles outlined in these
guiddinesinto their existing pre-dissemination review procedures as appropriate. Offices and regions
may develop unique and new procedures, as needed, to provide additiona assurance that the
information disseminated by or on behdf of their organizationsis conggtent with these guidelines.
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Correction of Information

51  What are EPA's Administrative Mechanismsfor Affected Personsto Seek and Obtain
Appropriate Correction of Information?

OEI manages the administrative mechanisms which enable affected persons to seek and obtain, where
appropriate, correction of information maintained or disseminated by the Agency that does not comply
with EPA or OMB Information Qudity Guiddines. Working with the program offices, regions, labs and
field offices, OEI will receive complaints (or copies) and distribute them to the appropriate EPA
information owners. "Information owners' are the responsible persons designated by management in the
gpplicable EPA program, or those who have responshility for the quality, objectivity, utility and
integrity of the information product or data disseminated by EPA.

5.2  Who may request a correction of information from the Agency?

Any individua or person may request a correction of information from EPA, if that individua or person

is an "affected person”. For the purposes of these guiddines, "affected persons' are persons who may

benefit or be harmed by the disseminated information.

5.3  What Should belncluded in a Request for Correction of Information?

Persons requesting a correction of information should include the following information in their requests:

. An indication that the person is seeking correction of information disseminated by EPA

that the person believes does not comply with EPA or OMB Information Qudity
Guiddines.

. Name and contact information. Organizations submitting a complaint should identify an
individua, to serve as a contact.

. A description of the information the person believes does not comply with EPA or
OMB guiddlines, including specific citations, if applicable.

. An explanation of how the information does not comply with EPA or OMB guiddines
and, if possble, arecommendation of corrective action.

54  Will EPA consder all requestsfor correction of information?

EPA seeks public and stakeholder input on awide variety of issues, including the identification and
resolution of discrepanciesin EPA data and information. EPA will review every request for correction
under these guidelines and condder it for correction unless:

. The request itsdlf is deemed "frivolous,” including those made in bad faith or without
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justification, deemed inconsequentia or trivia, and for which a response would be
duplicative of existing processes, unnecessary, or unduly burdensome on the Agency.
More information on this subject may be found in the Federd Register (66 Fed. Reg. at
49721).

. It pertains to EPA actions, where a mechanism by which to submit commentsto the
Agency isdready provided. For example, EPA rulemakings include a comprehensive
public comment process and impose alega obligation on EPA to respond to comments
on al aspects of the action. These procedura safeguards assure a thorough response to
comments on qudity of information. EPA believes that the thorough consideration
required by this process meets the needs of the request for correction of information
process. A separate process for information that is already subject to such apublic
comment process would be duplicative, burdensome, and disruptive to the orderly
conduct of the action.

If EPA cannot respond to a complaint in the response to comments for the action (for
example, because the complaint is submitted too late to be consdered along with other
comments or because the complaint is not germane to the action), EPA will consider
whether a separate response to the complaint is appropriate. EPA may consider
frivolous any complaint which could have been submitted as atimely comment in the
rulemaking or other action but was submitted after the comment period.

. The party that submitted the complaint for EPA consderation is not an "affected
person.” For the purposes of these guidelines, "affected persons’ are persons who may
benefit or be harmed by the disseminated information. This includes persons who are
seeking to address information about themselves as well as persons who use
informetion.

55  How will EPA respond to arequest for correction of information?

If arequest for correction of information is deemed appropriate for consideration, EPA will make a
decision on the request on the basis of the information in question. If arequest is gpproved, EPA will
take corrective action. Whether arequest is approved or not, EPA will send an explanation to the
requester. EPA may elect not to correct some completed information products on a case-by-case basis
due to Agency priorities, time congraints, or resources. OEI will submit reportsto OMB on an annua
basis beginning January 1, 2004 regarding the number, nature and resolution of complaints received by
EPA.

5.6  Will EPA reconsder itsdecision on arequest for the correction of information?

If requesters of corrective actions are dissatisfied with an EPA decision regarding ther request, they
may gpped the decison. These gppedls for reconsderation should contain the following information:

23



769
770
771

772
773

774
775

776

7

778
779
780
781
782
783
784

. An indication that the person is seeking an gpped of an EPA decison on a previoudy
submitted request for a correction of information, including the date of the origina
submission and date of EPA decision.

. Name and contact information. Organizations submitting an gppea should identify an
individua, as a contact.

. An explanation of why the gppeding entity disagrees with the EPA decison, and, if
possible, arecommendation of corrective action.

. A copy of the origind request for the correction of information.
5.7  How does EPA processrequestsfor reconsideration of EPA decisions?

The requests for reconsideration of EPA decisions will be logged and tracked by OEI. These gppedls
will be sent to the gppropriate EPA program office or region, that has responghility for the information
in question. Within the responsible EPA office or region, the Assstant Adminigtrator or Regiond
Adminigrator will work with OEI to form an executive pand to review the apped. This pane will be
chaired by the EPA Chief Information Officer. The responsble EPA Assstant Adminigtrator or
Regiond Adminigtrator, informed by the executive pand's recommendation, will make the final decison

on the apped.
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REQUEST FOR PUBLIC COMMENTS

EPA requests public comment and input on the following questions. EPA gppreciates your input on
these and other aspects of the draft EPA guidelines that are not listed below. Please vist
http:/AMww.epa.gov/oel/qualityguideline to learn more about how to submit your commentsto EPA. At
that web page you may aso submit your comments online and view other comments that will be
submitted to EPA during the 30-day public comment period throughout May 2002. Thereisdso an
opportunity for you to share your comments with EPA oradly a the EPA public meeting in May. Please
vigt that web page to register by May 3, 2002. EPA thanks you for providing your input on these draft
guiddines.

I nfluential Information

“Influentid,” when usad in the phrase “influentid scientific, financid, or gatistical information,” means
that the Agency can reasonably determine that dissemination of the information will have or does have a
clear and substantia impact on important public policies or important private sector decisons.
Consgtent with OMB’ s guidance, EPA has chosen to identify influentid information in terms of specific
classes of information that are developed and reviewed through Agency-wide processes.

. Isthis an appropriate approach?
. Is the scope of information too broad?
. Are there other classes of information that should be included?

EPA intends to develop experience implementing its definition of influentid information over the firgt
year, and then potentialy broaden it to incorporate other classes of information disseminated by EPA.

. Is this an appropriate gpproach and consistent with the god to continually improve Agency
information?
Reproducibility

Influentid scientific, financid, or datigtica information generaly has a higher degree of qudity, in
particular, trangparency that facilitates the reproducibility of the information by qudified third parties.

. What comments do you have on the Agency’ s gpproach to facilitating the reproducibility of
influentid information?

. Isit gppropriate for the influentid scientific, financid, and gatidtica information EPA
disseminates?

. What types of origind and supporting data do you believe should or should not be subject to a
reproducibility requirement given ethicd, feasbility, or confidentiaity congraints?

. What suggestions do you have for performing and reporting robustness checks of influentia
andytic resultsin cases where public access to data and methods will not occur due to other
compdlling interests such as privacy, trade secrets, intellectud property, and other
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confidentidity protections?

. In particular, how might such robustness checks be applied to third party data that are used in
andysesincluded in influentid scientific, financid, and gatigtica information disseminated by
EPA?

Influential risk assessment

EPA has adapted the SDWA qudlity principles for influentid scientific risk assessments regarding
human hedth risks and would like to hear from you on thisissue.

. What suggestions do you have with respect to the EPA adaptation of the SDWA principles for
influentid scientific risk assessments regarding human hedlth risks?

. Do you think that an adaptation of the SDWA qudlity principlesis appropriate for most
influentid scientific risk assessments regarding human hedlth risks disseminated by EPA?

EPA has decided to adapt the SDWA qudity principles in the future for environmental and safety risk
assessments. Thiswill enable EPA to inform its decisions on how to best address thisissue based on

public input.

. What suggestions do you have for how EPA should address environmental and safety risk
assessments?

. How do you think EPA should adapt the SDWA principles to accommodate these different
risk assessments?

. Or, if you do not believe that EPA should adapt these principles, how would you suggest EPA
address environmenta and safety risk assessmentsin its quality guidelines?

Sour ces of Information Disseminated by EPA

During the development of these guiddines, EPA considered how to address information that is not
generated by the Agency, but islater disseminated by EPA in apublication or through aregulatory or
policy decison. Although thisinformation may not be covered by these guiddineswhen it isfirst
generated by outside sources, it may be covered by the guiddinesif the Agency subsequently decided
to use the information in a publication or policy decison.

. EPA would like you to suggest specific assessment factors that the Agency should consider
using when assessing specific kinds of information submitted to EPA by outside sources, or
information EPA obtains from outside sources.

. EPA aso requests your input on how it should properly consult with the scientific and technica
community in establishing these assessment factors.

Complaint Resolution

EPA has developed a complaint resolution process. That is, your initid complaint would be heard by
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what EPA cdlsthe "information owner”. That "information owner” is the EPA person designated by
management in the EPA program, or who has the respongbility for the quaity, objectivity, utility and
integrity of the information disseminated by EPA. Next, should you apped theinitid decison, your
gppea would be heard by the Assistant Administrator (AA) or Regiona Adminigtrator (RA) for that
program or region. The AA and RA are the highest ranking officia for those organizations. They are
political gppointees. That appea would be decided in collaboration with a standing pand. That panel
would consst of other AAs and RAs to ensure that your apped is taken to amost senior leve right
away. The EPA Chief Information Officer would chair that pand. There are many more details that
EPA has yet to decide and the Agency encourages your input as it develops this proposdl.

. Specificdly, what suggestions do you have regarding the receipt of theinitial complaint through
the Office of Environmental Information? Do you think a centra point of entry is useful or
problematic?

. What are appropriate time periods for this process?

. Once an apped is submitted it would be decided by atop EPA officia in collaboration with an
executive panel. Do you think thisis sufficiently objective and efficient to ensure atimely and
appropriate response to an appeal ?
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