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University of Maryland

OFR'D

Office of Research and Development

"August 10, 2001

Ms. Brooke Dickson

Office of Information and Regulatory Affairs
Office of Management and Budget
Washington, D.C. 20503.

‘Subject: 'Proposed Guidelines for Ensuring and Maximizing
the Quality, Objectivity, Utility and Integrity of Information
Disseminated by Federal Agencies (66 Fed. Reg. 34488)

‘Dear Mi. Dickson:

The Unijsrsity of Maryland, Baltimore (UMB) appreciates the opportunity to
aubmit éomments to the Office of Management and Budget (OMB) on its
Proposed. Guidelines for Ensuring and Maximizing the Quality, Obijectivity, Utility
and Intefetty of Information Disseminated by Federal Agencies (66 Fed. Reg.
34489)." JMB Is the state’s public and academic health and law university,
devoted 1o excellence in research, professional and graduate education, patient
care, and public service. The University is among the fastest-growing biomedical
research centers in the country.

P.L. 108-554, Section 515, requires the Office of Management and Budget
(OMB) to prepare policy and guidance to federal agencies for ensuring and
maximizing the quality, objectivity, utility and integrity of information (including
statistical information) disseminated by federal agencies. We strongly support
OMB's basic philosophy that the agencies should adopt common sense systems
that minimize the burden of implementation by relying as much as possible on
established agency procedures and processes.

We have reviewed the proposed guidance from the perspective of UMB's
research scientists. Given OMB's reliance on the Paperwork Reduction Act
(PRA) and OMB Circular A-130, we understand that these requirements are
imposed on agencies and not directly on recipients of federal support, with a few
exceptions. However, UMB and other research universities generate much of
the scientific information that is critical to federal agencies in the material they
distribute. Under the proposed guidelines, some agency dissemination of
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scientific Information arising from research conducted at universities has the
potential to be treated in a manner that could be quite damaging to the
govermnment-university research partnership by discouraging the sharing of
qualified research information and thereby potentially denying the public and
others the ultimate benefit of the information. With these comments, UMB
highlights areas of particular concern and urges OMB to consider our arguments
for revising the guidance prior to final publication.

'BACKGROUND: TYPES AND NATURE OF SCIENTIFIC INFORMATION AND
PROCESSES

A brief overview of the scientific information that would be subject to this
guidance provides the necessary background for understanding our concerns
and bellef that certain types of scientific information warrant special consideration
in the proposed implementation of these guidelines. Information produced within
an academic institution could fall under these guidelines in at least four ways.
The first and most common of these is information produced under contract with
a Federal agency for a variety of purposes, including research, surveys,
evaluations, and epidemiology studies. As a procurement for the benefit of the
government, such information would be collected under the PRA and the
procuring agency would have ultimate responsibility for the quality of the data.

The second category is information produced by an institution, but summarized
and disseminated in an agency publication. Because the agency has
responsibility for the quality and utility of this summary information, OMB's policy
and guidance should not provide an affected person an opportunity to seek and
obtain correction of the original underlying information.

The third category includes agency publications of excerpts or entire passages of
scientific work that are taken from progress reports, applications, presentations
or other material submitted by federally funded researchers. This kind of
publication should not be considered information because it is provided to the
agency in a form that is usually not suitable for formal publication and not
intended for dissemination to the public. Such “prefiminary” or “in progress”
raporting Is not considered as established fact by the provider. OMB should
sncourage agency guidelines to provide for appropriate disclaimers or qualifiers
when the agency chooses to disseminate this type of information.



@8/13/2081 ©9:83  418-786-5835 ‘ORD UMB PAGE

‘Ms. Brooke Dickson
August 10, 2001
Page Three

Fourth, publications subjected to peer review have already met the scientific
commiunity’s traditional and effective criteria of objectivity, reproducibility clarity
of presentation, and integrity of data. Many research-supporting agencies
currently rely on the peer review process for the consideration of projects to fund
and reanew. There is intensive peer review competition prior to agency funding of
research projects and scrutiny of ongoing projects prior to renewal. The same
standards are applied ultimately in the assessment of programmatic productivity.
Journals are strengthening their review prior to publication to assure that only the
best projects with the most promising research results are disseminated. This
peer review process sets the highest standards for quality, objectivity, utility, and
Integrity. The most effective way for agencies to implement the statute IS to
recognize and adopt these traditional scientific standards as the exclusive basis
for disseminating peer-reviewed information.

'SPEGCIFIC ISSUES

1 VIDQ standard for accurate, clear, complete and unbiased information

We aqme with OMB that information must be presented in its proper context, and
that the sources of the disseminated information need to be identified (to the
extent possible consistent with confidentiality protections). With respect to
scientific Information, which is not specifically addressed in the statute, OMB
directs federal agencies at V.B.ii.a. as follows:

'With respect to scientific research information, the resuits must be
substantially reproducible upon independent analysis of the
underlying data.

Elsewhere in the guidance, OMB recognizes the potential for the delay of
diasemination and considerable cost increases resuiting from such independent
analysis. This is a valid concern. For the reasons stated above, experience
shows that there is no need for independent analysis in the case of peer-
rwiewed data so that, in these circumstances, the guidelines should not apply.
OMB ahould urge that all federal agencies accept the peer review process as
equivalent to, or as prior validation of, quality standards. If the reference to
sclentific research information under V.B.ii.a of the guidelines is to remain, it
should be rephrased as follows:

‘With respect to scientific research information, the peer review
nrocess meets the standard for independent verification.

B4
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For other, non-peer-reviewed information, we suggest that OMB direct agencies
to develop useable criteria for independent analysis which take into consideration
the cost effectiveness and the adverse impact on the public likely to result from
delays in information dissemination. ’

2. Utlity

The statute requires that OMB provide guidance on the standard of utility of
information disseminated by the government. In interpreting the statute, OMB
postulates that the information should be useful to all users of the information,
including the public. OMB also suggests that utility should include a sliding scale
of quality depending on the uses to which the research results will be put. For
scientific information, the potential utility is often unknown at the early stage,
subject to further research, and ongoing verification. Moreover, science does not
recognize a sliding scale of quality. Therefore, if the test for utility of the scientific

rasearch includes a quality standard, that standard should be whether the
information is complete and accurate in all material respects.

The expectation at section V.1.A. in the proposed guidelines that information be
uniformly useful to all members of the public cannot be met by any agency.
Different expectations of utility separate the needs of the scientist from those of
the citizen. The scientific community does not find any utility in redacted,
popularized material. Scientists expect that they themselves will publish their
research data or that the agency will make un-redacted data available or collect it
in databases with limited access and appropriate proprietary protections to
encourage collaborations for scientific use. An example is the Human Genome
Project.

Therefore, UMB suggests instead that the test for usefuiness be tied to the
agency’s need to achieve its mission as suggested by the PRA, which defines
the practical utility of information as “the actual, not merely the theoretical or
potential, usefulness to the agency.” We recommend that this measure of utility
be the sole criterion.

In view of all these considerations, we strongly urge OMB to clarify that to the
extent an agency disseminates the results of scientific research, the
determination of utility and the selection of material not be delegated solely to the
agenoy’s chief information officer. Scientific judgment must be recognized and
mandated as an essential component of dissemination decisions.
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‘3. Claims by Affected Persons

The proposed guidance does not provide a definition of “affected person.”
Because the statute grants affected persons not only access to information but
alao an opportunity to have information corrected, agencies and the scientists
upon whose research the agency information is based, may be inundated with or
harass#ed by claims for correction. We believe it is essential that objective criteria
be.-established for determining who is an affected person. Among those criteria
should be a direct, measurable impact with significant personal consequences.
We suggest that the most obvious demonstrable impact on a person would be if
the matsrial was not merely information, but information used in agency
rulsmaking. ' ”

OMB should also direct agencies to take into account that requests for the
correction of information may be motivated by bad faith. This type of guidance is
contalhed in comparable legislation, e.g., “whistleblower protection” statutes, and
shbuld be incorporated into this guidance.

As mantioned earlier, some of the scientific research information provided by
univemsities to federal agencies is preliminary in nature. UMB wishes to reinforce
the paint that such material should not be considered information subject to
challehges. Any necessary correction or verification will be a part of the ongoing
research process.

4. Qolnion
'UMB t‘ecogmzes that "opinion” is a part of the definition used in Circular A-130

(8J) and in a slightly different manner in 5 CFR 1320 and, therefore, has been
includad in the proposed guidance.

OMB has not addressed the role of opinion in the scientific information covered
by theae guidelines. OMB needs to clarify the standards to which “opinion”
would*have to be subjected in order to meet these statutory expectations, and to
gain hglﬂmacy and credibility in official information distribution. OMB should
diractithe agencies that an opinion by a recognized expert cannot be the basis
for'a ¢lalm for correction by an affected person.

In addiﬂon to this clarification, UMB recommends that OMB use the entire
dﬂﬁnlﬁon of “information” in § CFR 1320.3(h) including the general exemptions (5
CFR 1320.3 (h)(1)-(7)]. This definition assures consistency between the PRA and
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‘these proposed guidelines. It offers additional protections for some limited types
of scientific data and helps to address concerns with regard to protection of

privacy.

5. Cost

'UMB balieves that the OMB guidelines do not provide sufficient discussion to
guide agencies in anticipating the cost of independent analysis of underlying
deta. In addition, the guidelines do not balance those considerations against the

cost of depriving the public of information from which it may derive multiple
benefits.

Furthermore, OMB's guidance lacks a discussion of the cost that may result from
abuse of the new agency information processes as a result of claims from
affacted persons. OMB should consider guidance on how agencies may protect
themselves and the public in that regard.

'UMB supports OMB's basic guidance that agencies may continue to rely on
existing administrative mechanisms if they satisfy the standards in the guidelines

'CONCLUSION

In formulating UMB's response to the proposed OMB guidance, we have relied
on important underlying principles that govern the university's role in conducting
basic research, as well as on our long-standing relationship with the federal
government. We are concerned that guidance for maximizing standards of
excellance, which the university research community has adopted and to which it
is committed in conducting research, have not yet been formulated by OMB with
sufficient care. We are especially concerned that the proposed opportunity for
independent analysis of underlying data could have serious adverse impacts on
research. Without the assurance that private personal information will be
protected, it will be impossible to recruit human participants for medical research.
Absent agsurance that their intellectual property will be protected, our mast
creatlve and productive scientists may no longer want to participate in the
government-university partnership.

UMB is also very concerned about the impacts of costs and delays in publication
that could result from this guidance. Therefore, we urge OMB to state explicitly

that the statute cannot be interpreted by agencies to place additional burdens on
the sciantific community, i.e., procedures should not be required that would result



§8/13/2001 ©09:09 419-706-5835 "ORD UMB PAGE @8

‘Ms. Brooke Dickson
August 10, 2001
Page Seven

In substantial delays for publication, and processes should not be imposed that
would divert funds from research support.

For the reasons discussed above, UMB requests that OMB revise its proposed
guidance in accordance with our comments and republish the guidance as a draft
for public comment. If you have questions or need additional information, please
contact me at (410) 706-6631 or at mforster@ordmail.umaryland.edu.

‘Sincerely,

oymes. A=

‘Marjorie Forster
Executive Director



