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EXECUTIVE SUMMARY

PURPOSE

To determine: (1) the extent to which the National Institutes of Health (NIH) and its grantee
institutions have developed and implemented policies and procedures to prevent, detect and
handle scientific misconduct cases; and (2) what selected grantee institutions have learned and
implemented as a result of their cases of impropriety in scientific research.

BACKGROUND

The most commonly accepted definition of “scientific misconduct” involves plagiarism and
fabrication, falsification, and misrepresentation of data. Isolated cases of such practices sur-
faced from the mid-1970’s through the early 1980’s. The NIH, the primary funder of biomedi-
cal research, received a growing number of reports of alleged misconduct among its grantees.
At that time, research institutions were not prepared to deal with cases of deliberate deception
because they lacked procedures for handling such allegations. The cases of misconduct which
have recently emerged have greatly sensitized the scientific community to the problems and
complexities which must be resolved when misconduct occurs in the scientific setting.

Several grantee institutions have now developed procedures to handle allegations of miscon-
duct.

Congress has perceived the increased volume of reported cases of misconduct as a threat to
the public trust in biomedical research. In an attempt to address the issue, Congress passed a
section within the Health Research Extension Act of 1985 (Public Law 99-158) to deal with
the problem. The law required those applying for NIH funds to submit with their application
an assurance that they have procedures in place for dealing with scientific misconduct. They
also must have an administrative process to review reports of misconduct and to report to the
Secretary of the Department of Health and Human Services (HHS) investigations which
produce substantial evidence of unscientific practices. The Department has not yet finalized
regulations on scientific misconduct to implement these requirements.

METHODOLOGY

We conducted this inspection in three phases: (1) we held discussions on selected issues with
HHS officials, scientific societies and associations, and other knowledgeable individuals; (2)
we conducted a telephone survey of a random sample of NIH grantee institutions; and (3) we
visited nine grantee institutions to learn from their experience with scientific misconduct cases.
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FINDINGS

10.

Within the Department there is no central locus of responsibility or accountability for
scientific misconduct.

The NIH has been slow in formalizing policies and procedures for dealing with scien-
tific misconduct and handles investigations of allegations on an ad hoc basis resulting in
inconsistencies.

Only 22 percent of NIH grantee institutions overall have policies and procedures in
place to deal with cases of scientific misconduct, as required by law. However, 93 per-
cent of grantee institutions with 100 or more awards do have such policies and proce-
dures.

Grantee institutions are awaiting guidance from NIH to develop their policies and proce-
dures for scientific misconduct, although 53 percent overall say the development of pro-
cedures is primarily their responsibility.

Scientific misconduct procedures that are in place are generally not comprehensive and
are limited.

Virtually all of the grantee institutions’ procedures include steps for investigating allega-
tions. However, most do not provide for notifying NIH at the initiation of an investiga-
tion. All of the large grantee institutions considered investigations their responsibility,
although only 54 percent of the small grantee institutions shared this view.

Grantee institutions stress the complexities of conducting scientific misconduct inves-
tigations and want flexible procedures. Half of the grantee institutions with 100 or
more awards have used outside expertise.

Grantee institutions say that detecting actual misconduct is problematic, and there is
heavy reliance on the "whistle blower." They also say it is not possible to guarantee
confidentiality and to protect the whistle blower.

Thirty-six percent (17 of 47) of the grantee institutions with procedures reported cases
of misconduct which required the use of their procedures. Sixteen of the 34 cases (47
percent) investigated by these 17 grantee institutions were substantiated. Over half of
these institutions are revising their procedures.

A few grantee institutions have developed or are developing guidelines for preveative

and ethical scientific practices. Grantee institutions have expressed interest in receiving
guidance in this emerging area.

it



11.

Grantee institutions say that the principal investigator has a major responsibility for
fostering scientific integrity and that scientific misconduct would be less likely to occur
if the principal investigator adequately performs his/her responsibilities.

RECOMMENDATIONS

The Secretary should provide for independent oversight, and develop a more formalized
and centralized process to deal with scientific misconduct including the following ele-
ments: (1) an independent third party to act as a fact gatherer and collect, retain and
analyze investigative data; (2) an independent scientific review board to assist in analyz-
ing information concerning scientific misconduct; and (3) an independent decision
making authority or ombudsman type function. This is especially important given the
congressional concern regarding the lack of independence of investigative units.

The Department should expedite completion and publication of a final regulation on the
responsibilities of Public Health Service (PHS) awardee and applicant institutions for
dealing with and reporting possible misconduct in science, as required by law. This will
facilitate the development of procedures by grantee institutions.

The Department should require all applicant institutions to submit their scientific mis-
conduct procedures on an annual basis to assure compliance with the law. The PHS
should review the procedures on a sample basis and also in all instances where scientific
misconduct cases are reported to assure that essential areas are covered.

The first line of responsibility for conducting an inquiry and/or investigation into an al-
legation of misconduct rests with the grantee institution. However, regulations issued
by the Department should require that grantee institutions immediately notify the
Department whenever they detect or receive an allegation of scientific misconduct,
maintain records of all inquiries and investigations and provide the Department with pe-
riodic status reports. The regulations should specify time frames for reporting and con-
ducting inquiries and investigations. Although we recognize the grantee institutions are
concerned about flexibility, these requirements are, nevertheless, necessary to assure
adequate monitoring and oversight by the Department.

The Department should keep complete and uniform records concerning investigations
undertaken by the grantee institutions and PHS in order to maintain baseline data on the
incidence of cases. This information could also be used in refining guidance and direc-
tion to grantee institutions in conducting future investigations.

The Department should encourage individuals with information about instances of pos-
sible scientific misconduct to come forward. Grantee institutions should be informed of
the Office of Inspector General (OIG) Hotline, which receives allegations concerning
fraud and abuse in the Department’s programs.

i
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The Department should explore ways to protect the "whistle blower," since detection of
possible scientific misconduct relies so heavily on individuals willing to make an allega-
tion. Currently Federal employees who engage in "whistle blowing" are protected by
law. Similar protection should be provided to individuals reporting possible scientific
misconduct by grantees.

The Department should explore alternative methods of detecting possible misconduct.
Examples of possible methods are spot audits of scientific data, or special reviews by
editors of scientific journals..

The Department should develop a table of penalties, such as the model adopted by the
Office of Personnel Management, to assure that sanctions are applied consistently and
fairly in cases of scientific misconduct.

The PHS should assume a leadership role and provide guidance to the grantee institu-
tions in matters related to scientific misconduct.

- The PHS should sponsor a consensus conference to develop model guidelines
for use by grantees in addressing all relevant areas of scientific misconduct.

- The PHS should continue its efforts in the area of prevention, such as the
contract with the Institute of Medicine to develop scientific standards for the
conduct of responsible science. The PHS should develop model preventive
guidelines and require that institutions adopt these measures as a condition of
funding.

AGENCY COMMENTS

The Public Health Service (PHS) indicated that the OIG draft report on Misconduct in Scien-
tific Research was "a useful discussion of some important issues related to allegations of mis-
conduct in PHS extramural programs.” The PHS provided general and specific comments on
the draft of this report which are included in appendix E. In response to these comments, we
made revisions where appropriate in the final report.

v



~ INTRODUCTION

PURPOSE

To determine: (1) the extent to which the National Institutes of Health (NIH) and its grantee in-
stitutions have developed and implemented policies and procedures to prevent, detect and
handle scientific misconduct cases; and (2) what selected grantee institutions have learned and
implemented as a result of their scientific misconduct cases.

THE PROBLEM OF SCIENTIFIC MISCONDUCT

Although the precise definition of scientific misconduct is at issue, it is generally understood
to involve deceit rather than error. The Public Health Service (PHS) policy defines miscon-
duct as "serious deviation, such as fabrication, falsification, or plagiarism, from accepted prac-
tices in carrying out research or in reporting the results of research. . ." Scientific misconduct
can have serious consequences and weakens the knowledge base upon which future experi-
ments are performed. It diverts research funds from the work of ethical scientists and under-
mines public confidence in scientific research. Most alarmingly, if it goes undetected,
scientific misconduct can lead to dangerous changes in clinical treatment and medical prac-
tices.

Traditionally, the scientific community has relied upon two defenses against misconduct: (1)
the integrity of its scientists and (2) the scientific principle which gives credence only to
results which can be replicated by other researchers. These defenses have not proved impreg-
nable. Like all fields, scientific research has attracted a very small minority of unethical in-
dividuals and replication is not always an effective defense.

Despite the intensifying public focus on the reported scientific misconduct cases during the
1980’s, no consensus has emerged on the proper way to deal with the problem. Some of the is-
sues in dispute are the precise definition and prevalence of scientific misconduct, the most ef-
fective way to detect and prevent misconduct, the practices to promote responsible conduct of
research, and the proper procedures for handling allegations of misconduct.

FEDERAL INVOLVEMENT IN SCIENTIFIC RESEARCH

The NIH, an agency of the PHS in the Department of Health and Human Services (HHS), is
charged with fostering the public health through research and research training conducted or
funded by its 16 bureaus, institutes and divisions. The NIH is the largest funder of biomedical
research in the world. In Fiscal Year 1986, the NIH awarded 23,445 grants totalling over $3.7
billion to 1,303 institutions. Approximately one-third of this money went to indirect costs for
housing the grant, including general administration, plant and equipment, quality control, and
costs for dealing with scientific misconduct. In Fiscal Year 1987, over $4.4 billion in research
grants was awarded.



Each NIH component uses some variant of the same grant application and monitoring process.
This process stresses the scientific merit of the proposals and accounting for the expenditure
of Federal funds. Grant applications undergo an external scientific peer review that judges
scientific merit and technical qualities, and a subsequent review by institute advisory councils
that addresses whether the proposed research will benefit public health. While receiving
Federal funds, grantees are required to provide progress reports. In addition, NIH grants
management and program officials review the programmatic progress and business manage-
ment of grants.

Issues of research integrity and quality control are not explicitly addressed during the grant ap-
proval and management process. They are considered the responsibility of the grantee institu-
tion and carried out by the principal investigator. The NIH becomes involved only when a
grantee institution has notified NIH that one of its researchers has committed an act of miscon-
duct, or when NIH believes that a grantee institution has failed to fully investigate an allega-
tion of misconduct. Since January of 1982, NIH has received 102 allegations of scientific
misconduct and the Department has issued a sanction or taken formal corrective action in 21
cases. The sanctions may include debarments from receiving future funding for a specified
period of time.

FEDERAL ACTION ON THE PROBLEM OF SCIENTIFIC MISCONDUCT

~ In 1981 the Subcommittee on Investigations and Oversight of the House Committee on
Science and Technology heard testimony from scientists and philosophers interested in the
legal, ethical, and scientific consequences of scientific misconduct. The hearing demonstrated
that neither grantee institutions nor NIH had procedures for dealing with allegations of miscon-
duct in federally funded research. The subcommittee found that there had been instances of
misconduct but that NIH handled each of them in an ad hoc, case-by-case basis.

In 1985, Congress passed "The Health Research Extension Act” (the Act). The conference
report accompanying the final legislation referred to the NIH scientific misconduct procedures
in place at that time as "informal" and "ad hoc." It noted that NIH, even in cases of admitted
wrongdoing, took over a year to complete reviews and impose sanctions. The report also ar-
gued that sanctions should include the recovery of misspent Federal research dollars. The
major provisions of the Act require that: (1) the Director of NIH establish procedures to en-
sure prompt response to information regarding scientific fraud, facilitate the receipt of such in-
formation, and expedite appropriate action with respect to misconduct; (2) the Secretary of
HHS establish regulations requiring those applying for NIH funds to submit with their applica-
tions an assurance that they have procedures for dealing with scientific misconduct; and (3) ap-
plicants have an administrative process to review reports of misconduct and report to the
Secretary investigations which uncover substantial evidence of unscientific practices.

Subsequently, representatives from the PHS agencies developed a set of interim guidelines,
"The Policies and Procedures for Dealing with Possible Misconduct in Science,” which were
approved in 1986. These interim guidelines set forth awardee obligations as follows: (1) as-
sume primary responsibility for preventing, detecting, and dealing with misconduct; (2)



develop policies and procedures for dealing with possible scientific misconduct; (3) inform
PHS of the initiation of any formal investigation of possible malfeasance; and (4) maintain a
fact-finding system, which generally consists of an "inquiry" to determine whether an allega-
tion has substance enough to warrant an investigation, and an "investigation" which is a for-
mal evaluation of all relevant facts to determine if misconduct has occurred. However, until
PHS publishes final regulations, these requirements are not binding on the grantee institution.

Under these guidelines NIH has the following options: (1) accept the grantee institution’s in-
vestigation report, if it believes the report is factual, fair to all concerned, and addresses all
misconduct issues; (2) conduct its own review if it has reason to believe that the institution’s
report is incomplete or unreliable; or (3) begin an investigation if it feels that the grantee in-
stitution is not satisfactorily pursuing an allegation of misconduct.

The NIH usually conducts its investigations by appointing a panel of scientific peers to review
the case. Panel members are primarily drawn from outside of NIH. Usually they have exper-
tise in the subject matter of the research being questioned and should not have real or per-
ceived conflict of interest with the accused.

In April 1988, two congressional committees held hearings on scientific misconduct. Both of
these committees were concerned over allegations that significantly more cases of misconduct
exist than are reported and investigated. During the hearings committee members questioned
the capability of grantee institutions to handle allegations of misconduct and to conduct inves-
tigations of alleged improprieties. Members criticized the Department about the lack of
resources, lack of timely resolution of cases, treatment of whistle blowers and the lack of ap-
preciation of conflict of interest with respect to selection of panels of scientific peers. A hear-
_ ing was also held in September of 1988 to further explore these issues as well as to inquire
into potential conflict of interest cases in academic research. The committee members indi-
cated that they intend to introduce significant legislation unless the Department corrects the
perceived deficiencies.

In September 1988, prior to issuing a final regulation implementing the Health Research Ex-
tension Act, the PHS published a notice of proposed rulemaking (NPRM) on the respon-
sibilities of PHS awardee and applicant institutions for dealing with and reporting possible
misconduct in science. Simultaneously, PHS published an advanced notice of proposed
rulemaking (ANPRM) to aid in the development of future regulations protecting against mis- -
conduct in research. Also in September 1988, the PHS published two Grants Administration
Manual Issuances, providing the basis of departmental procedures for dealing with instances
of alleged misconduct in science.

SCIENTIFIC COMMUNITY ACTIONS ON THE PROBLEM OF SCIENTIFIC MIS-
CONODUCT

In the early 1980°s two organizations, the American Association of Universities (AAU) and
the Association of American Medical Colleges (AAMC), published guidelines for maintaining
integrity in scientific research. While in general these guidelines do not offer specific proce-



dures, they do address the primary areas that institutions need to consider in developing proce-
dures. Currently, the AAU and the AAMC are collecting procedures from various institutions
to establish a base of information on the types of procedures in use throughout the country.
Recently, a consortium of educational organizations under the direction of the AAU has
developed a framework, or model guidelines, for institutional policies and procedures to deal
with scientific misconduct.

In the fall of 1987 the American Association for the Advancement of Science (AAAS) and the
American Bar Association (ABA) held a National Conference of Lawyers and Scientists. The
participants, from universities involved in allegations of misconduct, NIH, and the National
Science Foundation, exchanged problems, experiences, and information. Subsequent con-
ferences will address policies and procedures for handling allegations and some of the broader
issues involved in scientific misconduct.

Little information exists on the extent to which grantees have policies and procedures, since
very few studies have been done in this area. A survey conducted from 1982 to 1984 found
that only 23 percent of academic institutions and hospitals had written rules for dealing with
allegations of fraud.

METHODOLOGY

This study was conducted in three phases. First, we held discussions on selected issues with

- HHS officials, representatives of scientific societies and associations, grantee institutions, and
other knowledgeable individuals. Our contacts included the Society for Research Ad-
ministrators, Institute of Medicine, Association of State Colleges and Universities, American
Association of Medical Colleges, and the American Association for the Advancement of Scien-
ces. Additionally, we reviewed pertinent literature, including journal articles, books, legisla-
tion, regulations and Government manuals and guidelines.

In the second phase we surveyed a random sample of Fiscal Year 1986 NIH grantee institu-
tions by telephone to determine the extent to which NIH grantee institutions have established
policies and procedures relating to scientific misconduct. We also requested each grantee in-
stitution to send us its scientific misconduct policies and procedures.

The telephone survey was completed through interviews with representatives of the sampled
universities or institutions. The initial contacts with the various institutions nationwide re-
quested access to the individual knowledgeable about administration of scientific misconduct
procedures for NIH research grants. Telephone interviews at the institutions were held with
deans, associate deans and administrators of research and/or grants programs; vice chancel-
lors, associate and vice provosts; professors and principal investigators; and corporate officers.

The sample was divided into three strata: 30 grantee institutions with 100 or more research
awards which represented 86 percent of all award money in the sample; 31 grantee institutions
with 10 to 99 research awards representing 11 percent of the funding; and 28 grantee institu-
tions with less than 10 research awards which made up less than 2 percent of the funding.



Those with more than 100 research awards were generally large universities with considerable
NIH funding in their biomedical research department or medical school. State universities,
teaching hospitals, and research foundations comprised most of the institutions receiving 10
through 99 research awards. The institutions with less than 10 research awards consisted
mainly of small corporations, hospitals, and regional universities. Geographically, over one-
third of the institutions in all three strata were located in the Northeast and the West. For a full
discussion of the survey methodology, see appendix A.

The third phase of the study consisted of site visits to nine grantee institutions which had ex-
perience with scientific misconduct cases. These grantee institutions were not necessarily a
part of the random sample for the telephone survey. Discussions with individuals at the gran-
tee institution included the following topics: (1) definition of misconduct, (2) development
and use of procedures, (3) prevention and detection, (4) role of the principal investigator, and
(5) lessons learned. Discussions were held with provosts, deans, principal investigators, legal
counsel and administrators. At some institutions, we also met with individuals against whom
allegations of misconduct had been made, as well as some whistle blowers.



FINDINGS AND RECOMMENDATIONS

ROLE OF NiH

Within the Department there is no central locus of responsibility or accountability for scien-
tific misconduct.

Several NIH components and PHS agencies are currently responsible for handling allegations
and investigations of misconduct or other improprieties. Consequently, the responsibilities are
diffuse. The designated units within Department are as follows:

The Office for Extramural Research in NIH has been delegated the responsibility to
develop and assess policies and procedures for preventing, detecting, reporting, and
handling instances of alleged scientific misconduct. The director of this office is the
PHS misconduct policy officer. Although this office oversees and coordinates PHS
activities related to misconduct, only two full-time professionals, who had additional
responsibilities, were assigned to this area at the time our study was conducted. Since
that time two professionals and one secretary have been added to the NIH office that
handles allegations of misconduct in science (See Agency Comments).

The Office for Protection from Research Risks in NIH has the responsibility for human
subject protection and animal welfare. This office investigates alleged or apparent
violations of Federal regulations governing the protection of human subjects or PHS
animal welfare policy in cases involving PHS funded research. These violations are
included in the PHS definition of scientific misconduct.

The Division of Management Survey and Review in NIH manages the PHS ALERT
system which collects, controls and disseminates information about institutions or
individuals under investigation for possible scientific misconduct or sanctioned for
misconduct. The PHS officials use this information to make informed decisions
regarding funding, although such information does not automatically result in the
withholding of funds. This unit also reviews allegations of grantee fiscal improprieties
and has audit responsibilities over grantees.

The Office of Inspector General (OIG) also has audit responsibilities for grantees, as
well as investigative responsibility for those scientific misconduct cases with potential
criminal violations. The Inspector General Amendments Act of 1978, P.L. 95-452, as
amended, provides that the OIG have the responsibility to supervise, coordinate, and

provide policy direction for auditing and investigative activities relating to programs

and operations of the Department; and to prevent and detect fraud and abuse in its
programs and operations. However, the Secretary has not delegated the overall
responsibility for scientific misconduct to the OIG.



Each PHS agency (including the NIH; the Alcohol, Drug Abuse and Mental Health Ad-
ministration; the Food and Drug Administration; the Centers for Disease Control and the
Health and Resources Administration) also has a misconduct policy officer who, among other
duties, provides leadership to ensure appropriate agency implementation policies and proce-
dures for the fair and prompt handling of instances of alleged or apparent misconduct.

Allegations of scientific misconduct are currently received by the various offices discussed
above, as well as the grants project officers in the many institutes and other components in
each of the agencies. Additionally; some allegations are received by the OIG hotline. (The
PHS has recently developed a reorganization proposal to deal with allegations of scientific
misconduct, which has not yet been approved. This proposal was described in their comments
to the draft report, dated January 30, 1989.)

As noted earlier, Congress has held hearings on the issue of scientific misconduct and the
Department’s ability to deal with allegations and investigations of scientific misconduct. A
major focus of those hearings was the diffusion of responsibility for dealing with scientific
misconduct as well as the inherent conflict of interest by the placement of this activity within
the funding agencies. Some members of Congress have called for an independent and objec-
tive screening and review of allegations of scientific misconduct:

The NIH has been slow in formalizing policies and procedures for dealing with scientific
misconduct and handles investigations of allegations on an ad hoc basis resulting in incon-
sistencies.

Until recently, the NIH relied upon interim guidelines, entitled, "Policies and Procedures for
Dealing with Possible Misconduct in Science," issued in 1986, for determining how PHS
handles cases of scientific misconduct. In accordance with the requirements of the Health Re-
search Extension Act of 1985, the guidelines indicated that several steps would be taken
promptly to formalize this process, including: (1) incorporating sections on scientific miscon-
duct into standard guidance documents such as the "Grants Administration Manual;" (2)
publishing a notice of proposed rulemaking to implement grantee responsibilities as required
by law; and (3) establishing a PHS committee on scientific misconduct to exchange informa-
tion about investigations and discuss relevant policy proposals.

In September 1988, the PHS published two Grants Administration Manual Issuances, which
put into place fully binding departmental policies on scientific misconduct. Additionally, a
notice of proposed rulemaking (NPRM) on the responsibilities of PHS awardee and applicant
institutions for dealing with and reporting possible misconduct in science was published in the
Federal Register. A final rule is expected to be published by the middle of this year. Also, the
first meeting of the PHS committee on scientific misconduct was held in December 1987

The Grants Administration Manual Issuance on misconduct in science closely resembles the
interim guidelines and provides general principles rather than an explicit procedure with
specific standards and criteria. Although the publication of the Grants Administration Manual
Issuance formalized the process, the manual issuance has the same deficiencies as the interim



guidelines. Therefore, the same weaknesses identified by NIH staff with the interim
guidelines, described below, will continue to persist.

According to key NIH staff, NIH handles investigations of scientific misconduct on an ad hoc
basis. They characterized the process as informal and stated that they did not always follow
the interim guidelines, because the guidelines were broad and offered few specifics. Inconsis-
tencies occurred because the interim guidelines did not include standards for prompt and com-
plete reviews, i.e. time frames for conducting an investigation are not specified. Further, the
guidelines did not offer explicit criteria for determining, among other things: (1) when PHS
should initiate its own investigation or (2) how to select scientific review panels, which review
grantee institution’s reports of investigations and sometimes conduct NIH investigations.

Some grantee institutions said that NIH is inconsistent and should examine its own proce-
dures. Others said that NIH’s handling of investigations is greatly influenced by the media,
and that this results in inconsistencies. Still others commented that NIH’s investigative
process is disorganized and slow, and that NIH’s procedures could be more explicit.

Further, criteria to determine appropriate sanctions or debarment periods have not been estab-
lished. After an allegation has been substantiated, sanctions are imposed on a case-by-case
basis. Some grantee institutions commented that sanctions, debarment periods and especially
the decision to recoup funds appear to be inconsistent. Additionally, the Conference Report
for the Health Research Extension Act of 1985 states that the NIH procedures should include a
mechanism for the recovery of Federal funds. Since 1982, PHS has only recovered a total of
$382,000 from four institutions.

Recommendation: The Secretary should provide for independent oversight, and develop a
more formalized and centralized process to deal with scientific misconduct including the fol-
lowing elements: (1) an independent third party to act as a fact gatherer and collect, retain
and analyze investigative data; (2) an independent scientific review board to assist in analyz-
ing information concerning scientific misconduct; and (3) an independent decision making
authority or ombudsman type function. This is especially important given the congressional
concern regarding the lack of independence of investigative units.

Recommendation: The Deparmment should develop a table of penalties, such as the model
adopted by the Office of Personnel Management, to assure that the sanctions are applied con-
sistently and fairly in cases of scientific misconduct.

ABSENCE OF PROCEDURES

Only 22 percent of NIH grantee institutions overall have policies-and procedures in place to
deal with cases of scientific misconduct, as required by law. However, 93 percent of grantee
institutions with 100 or more awards do have such policies and procedures.



The NIH has delegated the primary responsibility for preventing, detecting and addressing
scientific misconduct to its grantee institutions, as required by the Health Research Extension
Act of 1985. All applicants will be required to make assurances that they have procedures in
place to deal with scientific misconduct, as required by law, when regulations are published.

Only 22 percent of the NIH grantees overall have procedures in place to deal with cases of
scientific misconduct. In the group of grantee institutions with 100 or more awards and 86
percent of the funding, 93 percent (28 of 30) have procedures. This still means that two in-
stitutions with over 100 awards from NIH have not yet developed procedures. In addition, the
majority of NIH grantee institutions are small, having less than 10 awards. In this group only
11 percent (3 of 28) had developed procedures.

Grantee institutions who have had experience with cases of misconduct stress the importance
of having policies and procedures in place prior to the occurrence of an allegation. Most of
the nine institutions visited had developed procedures in reaction to cases of misconduct at
other institutions where no procedures existed. As a consequence, when cases occurred at
their institution, they were prepared to deal with them. These institutions also pointed out that
having written procedures helps to prevent the appearance of a cover-up or of persecuting an
individual.

A few grantee institutions in our telephone survey who had developed procedures remarked
that they had not done so until a substantial charge of misconduct had been alleged, at which
time painstaking effort was required on the part of faculty members and committees to
develop misconduct procedures. This further supports the need for written procedures before
cases OCCur.

Grantee institutions are awaiting guidance from NIH to develop their procedures, although
53 percent overall say the development of procedures is primarily their responsibility.

When asked who should have primary responsibility for developing procedures, 53 percent
said the grantee institution should have the primary responsibility. However, a number of
grantee institutions indicated that they are looking to the NIH for more guidance on develop-
ing misconduct procedures and on deciding what should be included in the procedures.
Several of the grantee institutions said that the NIH and the institutions should work together
in developing a misconduct policy. Also, some institutions commented that because of the
heterogeneity of the grantee institutions, the NIH should review applicants’ procedures to
determine that the appropriate issues were addressed.

Although NIH has developed interim guidelines in response to the Act, final regulations im-
plementing grantee institution responsibilities have not been published. Some say they are
waiting for final regulations to be published before developing procedures. Of the grantees
with procedures, 23 of 47 had developed their procedures prior to the Act and 20 have
developed procedures since then - - after NIH’s interim guidelines were issued. Four grantees
did not know when their procedures had been developed. Grantee institutions have delayed
action in developing procedures, waiting for final rules.



Some of the small grantee institutions indicated that they were unaware that misconduct proce-
dures will need to be in place in order to receive NIH funding. A few of the small institutions
were unconcerned about misconduct, stating that this would not happen at their institution be-
cause of their small size. Other small grantee institutions are particularly concerned regarding
the development of procedures and future requirements. Only 44 percent of the grantee in-
stitutions with less than 10 awards, that do not have procedures, said they intend to develop
procedures.

Recommendation: The Department should require all applicant institutions to submit their
scientific misconduct procedures on an annual basis to assure compliance with the law. The
PHS should review the procedures on a sample basis and also in all instances where scientific
misconduct cases are reported to assure that essential areas are covered.

Recommendation: The Department should expedite completion and publication of a final
regulation on the responsibilities of PHS awardee and applicant institutions for dealing with
and reporting possible misconduct in science, as required by law. This will facilitate the
development of procedures by grantee institutions.

NATURE OF PROCEDURES

Scientific misconduct procedures that are in place are generally not comprehensive and are
limited. :

We compared the grantee institutions’ procedures in place to the recommendations of the NIH
interim guidelines and other areas identified as important by the Association of American
Medical College’s "The Maintenance of High Ethical Standards in the Conduct of Research”
and the Association of American Universities’ "Report of the Association of American Univer-
sities Committee on the Integrity of Research.” We asked if the procedures covered the fol-
lowing areas: inquiries and investigations of allegations of misconduct; specified time frames
for conducting inquiries and investigations; reporting to the NIH; protection of confidentiality
for the accused and the individual making the accusation; due process and appeals; retention,
storage, and ownership of data; validation of research results; retraction of published articles
shown to be fraudulent; and responsibility of coauthors.

Based on this analysis, few grantee institutions covered all the elements noted, and less than
half include provisions for the retention, storage and ownership of data; validation of research
results; retraction of articles; or responsibility of coauthors. See appendix B for areas incor-
porated and percentages of grantee institutions whose procedures included those elements.

Well over three-fourths of the grantee institutions with procedures have provisions for con-
fidentiality for the whistle blower and the accused. In many procedures there was a general
reference to "the protection of the reputation of those who, in good faith, report misconduct”
or an admonition that confidentiality must be maintained at all times during both levels of in-
quiry. It should be noted that grantee institutions expressed equal concern for the protection
of the accused. Although many institutions have measures to protect confidentiality, all agree
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that confidentiality cannot be guaranteed. Also, three-fourths of the grantee institutions in-
clude provisions for due process and appeals and almost all institutions provide for internal
sanctions in cases of wrongdoing, including penalties for those who make false accusations.

Procedures in place at the grantee institutions we visited, also were varied and somewhat
limited. However, half the institutions had developed separate policy statements addressing
most of the elements listed above. Most commented that they prefer a flexible policy, since in
their combined thinking, no two cases are alike. Therefore, grantee institutions claim a
framework for a variety of cases is.necessary.

Virtually all of the grantee institutions’ procedures included steps for investigating allega-

tions. However, most do not provide for notifying NIH at the initiation of an investigation.
All of the large grantee institutions considered investigations their responsibility, although
only 54 percent of the small institutions shared this view.

Almost all (99%) of the grantees’ procedures included steps for investigating allegations. All
of the large grantee institutions considered such investigations their responsibility. However,
only 54 percent of the small institutions shared this view, and most of these institutions would
support a more active NIH role in investigating allegations. Some of the grantee institutions
surveyed, felt that small institutions should not handle their own cases, and a few recom-
mended that other entities, such as arbitration panels, address serious cases.

Procedures established by most of the grantee institutions included two levels of response to
allegations: an inquiry and a formal investigation. Generally, the department in which the al-
leged misconduct occurred handles the first step by trying to determine if there is substance to
the charge. The number of participants at this point is small in order to ensure confidentiality
and to protect the accused and the accuser. Most of the misconduct procedures designated a
second level of review which was identified as a formal investigation.

Procedures varied on whether or not they reported to NIH after the first level of inquiry. Over
three-fourths of the large grantee institutions, and approximately half of the institutions over-
all, do not report to the funding agency after the first level of inquiry, which is set forth in cur-
rent PHS guidelines. Most grantee institutions felt that NTH should not be informed until
misconduct was substantiated.

Most of the procedures reviewed did.not provide specified time frames for conducting an in-
quiry or an investigation, although procedures referred to pursuing investigations "expeditious-
ly," "rapidly," or "as soon as possible.” If time frames were given, the initial allegation was
usually reported, reviewed and decided upon within 10 work days. The investigation phase
was sometimes given a time frame of 120 days. However, a representative of a large institu-
tion stated that time frames were inappropriate: “in complicated cases the only way to go
about it is a dogged, time-consuming effort.” Many grantee institutions noted that the com-
plexity of scientific misconduct cases, and the amount of resources (staff, time and money) re-
quired to investigate such cases made it difficult to establish time frames.
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Recommendation: The PHS should sponsor a consensus conference to develop model
guidelines for use by grantee institutions in addressing all relevant areas of scientific miscon-
duct.

Recommendation: The first line of responsibility for conducting an inquiry and/or investiga-
tion into an allegation of misconduct rests with the grantee institution. However, regulations
issued by the Department should require that grantee institutions immediately notify the
Department whenever they detect. or receive an allegation of scientific misconduct, maintain
records of all inquiries and investigations and provide the Department with periodic status
reports. The regulations should specify time frames for reporting and conducting inquiries
and investigations. Although we recognize the grantee investigations are concerned about
flexibility, these requirements are, nevertheless, necessary to assure adequate monitoring and
oversight by the Department.

PROBLEMS WITH INVESTIGATIONS AND DETECTION

Grantee institutions stress the complexities of conducting scientific misconduct investiga-
tions and want flexible procedures. Half of the grantee institutions with 100 or more
awards have used outside expertise. :

Grantee institutions expressed the need for flexible procedures to encompass the complexities
and uniqueness of each individual case. We were told that initially after an allegation is
raised, a grantee institution must decide who should provide the substantiation, and what and
how much substantiation is required to initiate a formal investigation. This varies from case
to case.

When the formal investigation is initiated, if there are enough scientists with appropriate ex-
pertise and without conflict of interest available within the institution, the institution will con-
duct its own internal investigation. The grantee institution may request assistance, if
necessary, from others within the institution with scientific expertise, such as nurses and tech-
nicians. However, some grantee institutions may need to elicit experts from outside the institu-
tion to avoid conflict of interest or to obtain the necessary expertise in a very specialized area.
Half of the grantee institutions with 100 or more awards said that outside expertise was used
when investigating cases. However, all the institutions emphasized that only scientists were
able to conduct the investigations.

We were told that an investigation consumes an extraordinary amount of resources including
time, money and labor. Investigators must search for raw data, review the data, review medi-
cal records and other documentation, interview knowledgeable parties and must duplicate ex-
periments. Sometimes, the investigation includes reviews of earlier publications as well.
These may go back several years in time. Additional time may be spent seeking retractions of
fraudulent articles.
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If the accused leaves the institution before or during the investigation, this may complicate the
case even further. However, 93 percent of the grantee institutions indicated they would con-
tinue to pursue an allegation of misconduct if the accused left the institution.

Grantee institutions say that detecting actual misconduct is problematic, and there is heavy
reliance on the ""whistle blower." They also say it is not possible to guarantee confiden-
tiality and to protect the whistle blower.

Grantee institutions say that detection of scientific misconduct is difficult and they must rely
on the "whistle blower." Two-thirds of the grantee institutions said that principal investigators
would report peers or subordinates engaged in misconduct, although some noted that reporting
might depend on the severity of the situation or the relationship of the parties involved. Some
grantee institutions felt that the principal investigator would resolve the problem in the
laboratory setting if at all possible and only notify the department head if the dispute could not
be settled.

However, some grantee institutions stated that young researchers are afraid to "blow the
whistle,” not wanting to jeopardize their careers, and that it is particularly difficult for
graduate students to report a superior. Although many institutions have measures to protect
the whistle blower, all agree that confidentiality cannot be guaranteed. A few grantee institu-
tions suggested that an ombudsman be designated to receive allegations.

Grantee institutions expressed concern regarding their heavy reliance on "whistle blowers" to
detect misconduct. Even so, they did not consider other methods, such as scientific data
audits by outside reviewers, to be cost-efficient or effective.

Grantee institutions noted that detection may be one of the most vexing issues. Most indi-
cated that the past occurrences of misconduct could take place again and that anyone who is
determined to commit scientific misconduct will initially get away with it. However, ultimate-
ly the grantee institutions believe it would be detected.

We learned that in cases of substantiated misconduct, astute reviewers detected the misconduct
due to statistical naivete and data that was "too clean." In a few cases, misconduct was
detected through replication of the experiment.

Recommendation: The Department should explore ways to protect the "whistle blower,"”
since detection of possible scientific misconduct relies so heavily on individuals willing 1o
make an allegation. Currently Federal employees who engage in "whistle blowing" are
protected by law. Similar protection should be provided to individuals reporting posszble
scientific misconduct by grantees.

Recommendation: The Department should explore alternative methods of detecting possible

misconduct. Examples of possible methods are spot audits of scientific data, or special
reviews by editors of scientific journals.
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Recommendation: The Department should encourage individuals with information about in-
stances of possible scientific misconduct to come forward. Grantee institutions should be in-
formed of the OIG Hotline, which receives allegations concerning fraud and abuse in the
Department’s programs.

ESTIMATE OF THE OCCURRENCE OF CASES

Thirty-six percent (17 of 47). of the grantee institutions with procedures reported cases of
misconduct which required the use of their procedures. Sixteen of the 34 cases (47 percent)
investigated by these 17 grantee institutions were substantiated. Over half of these grantee
institutions are revising their procedures.

Even though detection is problematic, 36 percent (17 of 47) of the grantee institutions with
procedures have had cases of misconduct which required the use of these procedures. These
17 grantee institutions reported a total of 34 cases, or an average of 2 cases per institution,
which were investigated under their procedures. Over half of these grantee institutions are
revising their procedures to provide for more comprehensive, precise and clear direction.
Some of the grantee institutions visited are making revisions based on their experiences in ad-
dressing actual cases of misconduct.

Currently there is no cumulative information concerning the number of cases of alleged scien-
tific misconduct that have been investigated by NIH or the grantee institutions. Based on the
number of cases reported by the grantee institutions in our sample, we estimate that 95 cases
(47 substantiated and 48 unsubstantiated) have been addressed by NIH grantees. This figure
is similar to the number of cases reported to NIH since 1982. According to NIH, 102 cases
have been investigated by the grantee institutions and reported to the agency during that time
period.

We cannot gauge the extent of scientific misconduct accurately. Our estimate does not repre-
sent an annual incidence of cases, but rather a cumulative occurrence of cases reported, since
the data reported was for inconsistent time periods. Also, it should be noted that some grantee
institutions were reluctant or hesitant to report this information and a few institutions did not
know. '

The estimate of 95 cases does not represent an estimate of the actual prevalence of scientific
misconduct. In fact, the grantee institutions were about evenly split on whether or not more
misconduct occurs than is reported.

Recommendation: The Department should keep complete and uniform recerds concerning in-
vestigations undertaken by the grantee institutions in order to maintain baseline data on the
incidence of cases. This information could also be used in refining guidance and direction 10
grantee institutions in conducting future investigations.
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NEED FOR PREVENTION AND ETHICS

A few grantee institutions have developed or are developing guidelines for preventing scien-
tific misconduct. Grantee institutions have expressed interest in receiving guidance in this
emerging area.

Of the grantee institutions surveyed, 21 percent have measures intended to prevent scientific
misconduct. The most common examples include orientation programs or seminars focusing
on ethics and misconduct issues (usually aimed at new researchers) and training programs for
principal investigators.

In general, while grantee institutions stressed the need to raise the consciousness of faculty
and students about prevention programs, they spoke in terms of guidelines for scientific prac-
tices and ethics rather than preventive measures. Most grantee institutions do not believe that
misconduct can be prevented. Rather, they believe that emphasizing responsible scientific
practices will deter sloppy science which can lead to misconduct.

Several grantee institutions, moreover, alluded to the resistance of faculty to deal with prac-
tices they believed were already a part of research activity, to handle additional paperwork,
and to cope with a "police state" mentality. However, most commented that if the scientific
community does not take some action, it will be imposed from the outside.

Only a few grantee institutions have developed or are developing actual guidelines for scien-
tific practices to ensure the quality and integrity of research, although this area is receiving in-
creased attention. [See, for example, "Fraud in Biomedical Research: A Time for
Congressional Restraint," New England Journal of Medicine, June 2, 1988, which commends
Harvard Medical School for developing preventive guidelines but calls for even more strin-
gent measures such as requiring the adoption of these standards. Appendix C contains the
journal editorial and the Harvard Medical School "Guidelines for Investigators in Scientific
Research."] Some grantee institutions have expressed interest in guidance from NIH in this
emerging area. '

The types of provisions we found in the preventive guidelines developed by a few grantee in-
stitutions were quite similar to those developed by Harvard Medical School. These provisions
include: (1) closer supervision of research trainees; (2) more careful gathering and storage of
primary data; (3) validation of research results; (4) explicit criteria for authorship of a scien-
tific paper; and (5) an emphasis on quality rather than quantity of publications.

Grantee institutions say that the principal investigator has a major responsibility for foster-
ing scientific integrity and that scientific misconduct would be less likely to occur if the prin-
cipal investigator adequately performs his/her responsibilities.

Several grantee institutions greatly stressed the responsibility of the principal investigator for

teaching integrity in research. In addition to the many competing roles of a principal inves-
tigator such as identifying research funds, managing grants, overseeing multi-site projects and
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treating patients, grantee institutions said that the principal investigator should continually
monitor and be constantly involved in the research effort. Grantee institutions commented
that if the principal investigator was adequately performing his/her duties, misconduct would
be less likely to occur.

The grantee institutions described the following practices that a principal investigator should
follow to foster scientific integrity in the laboratory including: serving as a mentor or desig-
nating among the senior researchers a mentor for the inexperienced researcher to work with on
a daily basis; maintaining open communication; reviewing and signing off on all written
material that leaves the lab; reviewing all raw data; screening all research applicants carefully;
developing a system of data retention and storage; and conducting formal staff assessments for
junior researchers.

The principal investigators who had dealt with a case of scientific misconduct in their
laboratory told us they had experienced a change of attitude. Prior to the case, they had begn
more trusting, but afterwards, they had become much more cautious and no longer assumed
the trustworthiness of another scientist. Also, their approach to supervision in the laboratory
became more structured and disciplined.

Recommendation: The PHS should continue its efforts in the area of prevention, such as the
contract with the Institute of Medicine to develop scientific standards for the conduct of
responsible science. The PHS should develop model preventive guidelines and require that
grantee institutions adopt these measures as a condition of funding. The role of the principal
investigator should be addressed in the preventive measures.

16



AGENCY COMMENTS AND OIG RESPONSE

The Public Health Service (PHS) indicated that the OIG draft report on Misconduct in Scien-
tific Research was "a useful discussion of some important issues related to allegations of mis-
conduct in PHS extramural programs.” The PHS provided general and specific comments on
the draft of this report which are included in appendix E. In response to these comments, we
made revisions where appropriate in the final report. The comments PHS made with regard to
the OIG recommendations are discussed below.

1. OIG Recommendation

The Secretary should provide for independent oversight, and develop a more formalized
and centralized process to deal with scientific misconduct including the following ele-
ments: (1) an independent third party to act as a fact gatherer and collect, retain and
analyze investigative data; (2) an independent scientific review board to assist in analyz-
ing information concerning scientific misconduct, and (3) an independent decision
making authority or ombudsman type function. This is especially important given the
congressional concern regarding the lack of independence of investigarive unis.

PHS Comment and OIG Response

The PHS agrees that greater central management is needed in the Department to deal with
scientific misconduct and therefore has developed a reorganization proposal involving the
NIH as well as the Office of the Assistant Secretary for Health (OASH). The proposal calls
for establishing a new Office of Scientific Integrity within NIH with the operational respon-
sibility for conducting investigations. Another office would be established in the Office of the
Assistant Secretary for Health to oversee operations of the research agencies and to review
and propose policies. -

The new Office of Scientific Integrity, reporting to the Director of NIH would have the ongo-
ing operational responsibilities of monitoring investigations initiated by awardee institutions
as well as conducting independent investigations. The office needs to assure that the scientific
panels convened to conduct independent investigations do not have real or perceived conflict
of interest with the accused. The individuals selected should be knowledgeable about the
scientific area of inquiry but should not be involved with the research in question and should
have no ongoing close professional, academic or financial relationship with the accused.

Although including the Alcohol, Drug Abuse, and Mental Health Administration (ADAMHA)
extramural research in the scope of responsibility of the office within the NIH will help to
centralize this function, this arrangement may have logistical problems.

The PHS indicates that the office also plans to foster scientific integrity by developing preven-
tion and education programs to be conducted by the extramural research offices throughout
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NIH and ADAMHA. We encourage the PHS in this effort. However, the PHS must assure
that adequate resources are allocated to this office to deal with the range of issues regarding
scientific misconduct and to provide a "prompt and appropriate” response to allegations as re-
quired by the Health Research Extension Act of 1985.

The office to be established at the OASH level, which would be outside of the funding com-
ponent, would oversee operations of the research agencies and would adjudicate cases inves-
tigated by NIH or ADAMHA and impose sanctions if warranted. The PHS is also considering
the establishment of an outside advisory group to review and evaluate PHS policy and proce-
dures governing scientific integrity. We believe this would provide an additional perspective
to the process. The advisory group should involve a variety of participants, including repre-
sentatives from the scientific community as well as public members.

We look forward to reviewing the complete reorganization proposal and functional statement
and monitoring its implementation.

2. OIG Recommendation

The Department should expedite completion and publication of a final regulation on the
responsibilities of PHS awardee and applicant institutions for dealing with and report-
ing possible misconduct in science, as required by law. This will facilitate the develop-
ment of procedures by grantee institutions.

PHS Comment and OIG Response

The PHS concurred that the publication of a proposed rule was urgently needed and long over-
due. As of September 1988, two Grants Administration Manual Issuances were published.
Additionally, a notice of proposed rulemaking (NPRM) on "Responsibilities of PHS Awardee
and Applicant Institutions for dealing with and Reporting Possible Misconduct In Science”
was published in the Federal Register in September 1988. Currently, the PHS is in the process
of preparing a final rule to be published.

Final regulations implementing these requirements will be published some time this year.
Since Congress has raised questions about the adequacy and effectiveness of the current self-
regulatory system in dealing with allegations of scientific misconduct, we believe that more
explicit and stricter regulations are needed. We are pleased that PHS has already strengthened
some provisions of the NPRM based on our recommendations. We believe that there is still
need for improvement, as discussed in the recommendations that follow.

3. OIG Recommendation

The Department should require all applicant institutions to submit their scientific mis-
conduct procedures on an annual basis to assure compliance with the law. The PHS
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should review the procedures on a sample basis and also in all instances where scien-
tific misconduct cases are reported to assure that essential areas are covered.

PHS Comment and OIG Response

In our draft report we had recommended that policies and procedures be submitted with each
grant application. We agree with the PHS that annual submissions would be sufficient for
monitoring purposes and have revised our recommendation accordingly.

4. OIG Recommendation

The first line of responsibility for conducting an inquiry and/or investigation into an al-
legation of misconduct rests with the grantee institution. However, regulations issued
by the Deparmment should require that grantee institutions immediately notify the
Department whenever they detect or receive an allegation of scientific misconduct,
maintain records of all inquiries and investigations for a specified time period and
provide the Department with periodic status reports. The regulations should specify
time frames for reporting and conducting inquiries and investigations. Although we
recognize the grantee institutions are concerned about flexibility, these requirements
are, nevertheless, necessary to assure adequate monitoring and oversight by the Depart-
ment. _ '

PHS Comments and OIG Response

The PHS indicated that immediate notification of all allegations of scientific misconduct to the
Department appears too broad to be practical. We disagree.

Under the proposed rules, the awardee institution must complete an inquiry of an allegation or
other evidence of misconduct within 60 days. The funding agency is only notified of allega-
tions if an institution determines that an investigation is warranted. The rules do not require
the reporting of all allegations to the funding component.

We believe all allegations, which reach a certain level within the academic institution such as
the dean, the department head or other official designated by the institution, should be
reported regardless of whether an investigation is pursued. This would assure adequate
monitoring and tracking of cases by the Department. The PHS should review, on a sample
basis, written reports of the inquiries of those cases that are not investigated. Additionally,
knowing the number of substantiated cases as well as the total number of allegations would
provide some perspective to the problem. More importantly, reporting allegations at an early
stage of development should be considered in the best interest of the grantee institution. Early
notification will prevent charges of cover-up against the grantee institution since there is an in-
herent appearance of impropriety when a grantee institution investigates itself.
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5. OIG Recommendation

The Deparment should keep complete and uniform records concerning investigations
undertaken by the grantees and/or PHS in order to maintain baseline data on the in-
cidence of cases. This information could also be used in refining guidance and direc-
tion to grantee institutions in conducting future investigations.

PHS Comment and OIG Response

The PHS concurs that complete and uniform records are highly desirable for the reasons out-
lined in the report. The PHS has also established a data base, in addition to the PHS-wide
ALERT system, to track open cases and to archive key information about cases that have al-
ready been closed. As part of our oversight responsibility we will determine whether the PHS
is documenting and maintaining adequate records concerning investigations.

6. OIG Recommendation

The Department should encourage individuals with information about instances of pos-
sible scientific misconduct to come forward. Grantee institutions should be informed of

. the OIG Hotline, which receives allegations concerning fraud and abuse in the
Department’s programs.

PHS Comments and OIG Response

The PHS concurs with our recommendation and indicates that notices regarding the reporting
of misconduct will be published in the NIH Guide for Grants and Contracts on an annual basis
as well as the notice of a grant award.

7. OIG Recommendation

The Department should explore ways to protect the "whistle blower," since detection of
possible scientific misconduct relies so heavily on individuals willing to make an allega-
tion. Currently, Federal employees who engage in "whistle blowing " are protected by
law. Similar protection should be provided to individuals reporting possible scientific
misconduct by grantees.

PHS Comment and OIG Response

The PHS concurs that improved protection for "whistle blowers" is essential to the integrity of
the process and is in the process of examining additional means of providing proper protec-
tion. Perhaps the PHS should prohibit awardee institutions from taking retaliation against an
employee that has made an allegation in good faith at the risk of losing their funding. Another
protection for the accuser could be exemption from liability or requiring the institution to
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defend the whistle blower if any legal proceedings are initiated. We agree with the PHS that
appropriate protection for the whistle blower will require legislation. We understand legisla-
tion may be introduced in this area.

8. OIG Recommendation

The Department should explore alternative methods of detecting possible misconduct.
Examples of possible methods are spot audits of scientific data or special reviews by
editors of scientific journals.

PHS Comments and OIG Response

The PHS concurs in principle regarding this topic, although they do not believe that data
audits are feasible. Also, the PHS is not clear as to what is meant by special reviews by
editors of scientific journals. We have suggested this because we believe that journal editors
who have access to key scientific papers could perform a random audit of research papers sub-
mitted for publication. This has also been suggested by the deputy editor of the Journal of the
American Medical Association (JAMA). The purpose of the audit would be to determine
whether or not basic information exists such as whether or not records and patients really
exist.

As noted by PHS, while it is not appropriate for the Federal Government to specify that jour-
nal editors conduct special reviews, we believe that it is proper to encourage them to do so and
to support other appropriate proposals to deter scientific misconduct suggested by editors such
as archiving data. As stated by the deputy editor of JAMA, journal editors are independent of
the research institutions and are interested in assuring the integrity of what they publish.
Therefore, an audit supervised by journal editors would be impartial and fair. Such an ap-

_ proach would not require setting up a large bureaucracy.

9. OIG Recommendation

The Department should develop a table of penalties, such as the mode! adopted by the
Office of Personnel Management, to assure that sanctions are applied consistently and
fairly in cases of scientific misconduct.

PHS Comments and OIG Response

The PHS concurs with the thrust of this recommendation, but doubts that they can develop a
formula or a table. We believe that a table of penalties, which would include acceptable stand-
ards of conduct and sanctions that may be imposed for failure to meet those standards is essen-
tial in assuring consistency and fairness.
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10. OIG Recommendation

The PHS should assume a leadership role and provide guidance to the grantees in mai-
ters related to scientific misconduct.

- The PHS should sponsor a consensus conference to develop model guidelines
for use by grantees in addressing all relevant areas of scientific misconduct.

- The PHS should continue its efforts in the area of prevention, such as the
contract with the Institute of Medicine to develop scientific standards for the
conduct of responsible science. The PHS should develop preventive guidelines
and require that institutions adopt these measures as a condition of funding.

PHS Comments and OIG Response

The PHS concurs with this recommendation. We encourage PHS to sponsor the conference to
develop model guidelines in the near future, since regulations requiring institutions to develop
policies and procedures will be effective soon. As PHS stated, such model guidelines would
help to assure more consistency in procedures, policy and protections. Additionally, smaller
institutions, as noted by PHS and supported by our findings, are looking for additional
guidance in this area.

The PHS agrees that it should have a role in supporting education regarding ethical issues of
science and should continue its efforts in this area. However it notes that the imposition of
such guidelines may not be desirable or enforceable. Recently, the Institute of Medicine is-
sued their report of the study to develop scientific standards for the conduct of responsible
science. Similar to our recommendation, the report recommends that the NIH require all in-
stitutions receiving NIH grants to have written policies and procedures in place for promoting
quality and integrity in research practices. .
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Telephone Survey Methodology

The survey used a stratified random sampling method. A list of all 1986 research grantees was
obtained from the NIH. The list included the total number and amount of research awards for
each grantee. By eliminating all foreign institutions, the population was limited to 1,214 in-
stitutions. This population was then divided into three strata, those with 100 or more awards
per institution, those with 10 through 99 awards per institution and those with fewer than 10
awards. The following table summarizes the results of this stratification.

SELECTED INFORMATION ON NIH GRANTEE INSTITUTIONS BY STRATUM

No. of Tot. No. Total Amt. Per Amt. Per
Strata Instit. Awards Amounts Instit. Award
100+ 74 15,243 $2,599,810,599 $35,132,575 $170,558
10-99 186 6,003 890,293,363 4,768,523 148,308
<10 954 1,985 232,690,637 243911 117,225

1,214 ' 23,231 $3,722,794,559 $ 3,066,552 $160,251

Systematic random sampling was used to select approximately 30 institutions from each
strata. The following table summarizes the results of the sampling process.

SELECTED INFORMATION ON SAMPLED NIH GRANTEE INSTITUTIONS BY STRATUM

No. of Tot. No. Total Amt. Per Amt. Per

Strata Instit, Awards Amounts Instit. Award
100+ 30 7,097 $1,311,966,670 $43,732,222 $184.,862
10-99 31 1,005 155,964,189 5,031,103 155,188
<10 30% 66 8,991,209 299,707 136,230
*k kk

91 8,168 $1,476,922,068 $ 2,695,259 $142,082

* Only 28 of the 30 institutions could be reached by telephone.
** Weighted average based upon weight derived from the population of institutions.

The sample consists of 40 percent of the institutions with 100 or more awards, 16.1 percent of
the institutions with 10 through 99 awards, and 3.1 percent of the institutions with 9 or fewer
awards. The sample slightly overestimates the average award amounts but is still within sam-
pling variations. Because the survey used a sample, weighted averages and totals were used
for projecting to the universe of the institutions. In the following table, the weights are the
proportion that each stratum is of the universe of institutions.



Number in Number in

Strata Universe Sample
[ 74 30
II 186 31
[11 _ 954 28*

Total 1,214 . 89

* Only 28 of the 30 institutions could be reached by telephone.

Weight

0.061
0.153
0.786
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Areas Incorporated in Procedures/Policies
Telephone Survey Of Grantees

100+ 10 to 99 <10 Weighted

Awards Awards Awards Average
Investigations 27 (96%) 16 (100%) 3 (100%) 99%
into allegations .
of misconduct
Time frames 13 (46%) 10 (63%) 0 35%
for inquiries
and investigations
Do not alert NIH 23 (82%) 4 (33%) 1 (33%) 47%
at initiation of investigation '
Alerting NIH 23 (82%) 11 (69%) 3 (100%) 84%
at anytime
Protection of 23 (82%) 16 (100%) 2 (67%) 83%
confidentiality
Due Process 21 (75%) 14 (88%) 2 (67%) | 76%
and appeals
Retention, 7 (25%) 7 (44%) 1 (33%) 35%
storage and
ownership of data
Validation of 9 (32%) 7 (44%) 1 (33%) 37%
research
Retraction of 14 (50%) 6 (38%) 1 (33%) 39%
published articles
shown to be fraudulent
Responsibility 11 (39%) 6 (38%) 0 24%

of coauthorship

This is based on the number of grantees that reported having policies and procedures in place
to deal with scientific misconduct: 28 (93%) with 100+ awards; 16 (52%) with 10 to 99
awards; and 3 (11%) with awards.
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attention of those concerned with understanding these
syndromes.

Umsveraiey of Cincuanan
Matcal Geneer :
Cinciona. OH 45267 Everyn Hess, M.D.
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FRAUD IN BIOMEDICAL RESEARCH
A Time for Congressional Restraint

IN April the U.S. Congress held two sets of hear-
ings to investigate the extent of fraud in biomedi-
cal research and the response of the sciendfic com-
munity to it. Clearly, some members of Congress
believe that there is 2 good deal of fraud and, more
important, that the sdentific community’s response to
it has been inadequate. There have been suggestions
that the biomedicai-research enterprise requires some
sort of policing by the government, since we have
seemed unwilling or unable to police ourseives. Legis-
lators have even suggested that a separate oversignt
agency be established for that purpose and that re-
searchers thought guilty of misconduct be subject 10
criminal indictment.

What would be the resuits of an attemor bv the
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federal government to monitor the integricy of the bio-
medical-research enterprise in this way? First by its
nature such an attempt would almaest cemainiv be
clumsy and bureaucratc. Researchers aireadv bur.
dened by having to prepare sesmunglv endless grant
applications and reports would probably acguirs sull
more paper obligations — in this case designed o
demonstrate their honesry. Worse, if the hearings
themselves are an indicauon of the government’s un-
derstanding of the way research is done. the govern-
ment’s attempt might be badly misinformed. The
hearings often seemed (0 equate error with fraud. and
the same indignation was shown toward both. Error
due to carelessness is cuipabie, as Engier et al. have
pointed out,' but honest error is not. The latter is at
least as much a part of sdentific research as mudh.
Even with the best effort, no sciendst can be certain of
not having made an error. Thus, efforts by the govern-
ment 1o make biomedical research fres not only of
fraud but of error as well would create a climate that
would almost certainly dissuade young peopie from
becoming biomedical researchers, at 2 ame when our
pool of new talent is aiready dwindling.

Federal oversight might be worth the risks if it
could ensure fraud-free salence, but it cannot. Firse,
the government does not have a swong record in its
oversight efforts; witness the Pentagon’s monitoring of
defense contractors. Second, misconduct is inevitable
in all fields of endeaveor. There mav be less of it in
sciendfic research than in other fields. The National
Institutes of Health (NIH), which support the work
of approximately 50,000 sQenusts. recsive a yearly
average of only 15 to 20 reports of alleged misconduct
in its extramural programs?; we have no way of know-
ing, of course, how many instances of fraud go un-
suspected.

Many defenders of the integrity of research have
pointed out that science is self-correcung by virtue of
its adidons of peer review and openness and its
requirement of verifiability. Furthermore, the penal-
ty for fraud is loss of reputadon and efecrve banish-
ment from the scientific community = conseguencss
that few wouid risk. Nevertheless, we have probably
besn too complacent in relying on these safeguards;
we have sesn 100 many recent instances in which
they have failed t© prevent or detect egregious dis-
honesty, and too many dilatory invesagadons of seri-
ous charges.

The research communircy therefore cannot afford w0
dismiss the concern that has given rise to0 the recent
hearings. Congress is responding to 3 widespread view
that the research community has not taken the epi-
sodes of dishonesty in its midst seriously enough, that
we have been “stonewailing™ the probiem. There is
some uth to this charge. When the first highly publi-
Gized episodes of {raud emerged in the late 1970s and
carly 1980s, we were reiuctant to give them due arten-
ton; we wanted to believe that cach was an isolated
aberraction that would not recur. In addigon. research
institutions did not have esitabiished procsdures for
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dealing with allegations of {raud. so each episode was
bandled on an ad hoc basis. often by peopie so ciose o
the situadon that there was an inherear confic: of
interest.

Since chen. the research communicy has learmed a
good deal about dealing with fraud. Soon after the
Darsee case in 1981, a number of organizations and
insdtudons, including the NTH and the Associadion of
American Medical Colleges, developed procadures for
responding to allegations of fraud. These procedures
incorporate due concern for both the accused and the
“whistie-biower,” and in some cases provide for par-
tcipation in the investigation by experss ouside the
institudon in quesdon to facilitate objectivity. Early
this year the Internadonal Committee of Medical
Journat Editors issued guidelines for editors to follow
in dealing with this problem.® With procedures in
place. insttudons that earlier floundered in handling
cases of fraud have more recendy resoived them effec-
tvelv and in an orderly wav. However, these later
Qses. have perhaps been resoived too privately. The
public’s demand for accountability in the spending of
tax doilars on biomedical research is, after ail, legid-
mate; the research community must not oniv police
itself, but be seen w0 do so.

Guidelines issued to date have mainly concerned
the response to fraud. In March of this vear, Harvard
Medical School issued a set of guidelines dealing with
its prevention. These call for closer supervision of re-
search rainees, more careful gatherin 3
primary daa, the establishment by departments of

meaningful criteria hip of a
sciendific paper, and a limitadon on_the number of
publicar i 1Y appointment or pro-

modon. The introduction to the guidelines emphasizes
that they are just that, not rules, hence they are not
binding. Herein lies one of their weaknesses. To ac-
complish the purpose, institudons will have w© develop
rules, not simply guidelines, and these rules will have
0 be somewhat more detailed.

= One of the reasonably explicit recommendacions of
the Harvard guidetines is thac the number of publica-
tdons reviewed for facuity appointment or promotion
be limited. They suggest, for exampie, ‘that no more
than 5 papers be reviewed for appointment to the posi-
don of assistant professor, 7 for associate professor,
and 10 for professor. If such a recommendadion is
widely adopted — by study sectons at the NIH as
well as by thcmediczlschools—itwiﬂbezshzrp

departure from the present system of relying largely -

on the size of the bibiiography in evaluating candi- -

dates for promouon or funding.* This refiance pro-
duces an intense pressure on inveszigators to puhlish
a3 frequendy as possible, and aimost certainiy leads o
sloppiness and perhaps to mare serious miscandyer. It
also produces a bias in the svstem favoring reladvely
fmpie studies that can be compieted rapidly over
longez, difficuit ones that mav be more important, [a
SSsence, we have been giving invesdgators a contra-
dictory message: on the one hand, they are expected to
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do good. carerul work: on the other, they areto doit in
a Aurm. [mpiementing the recommendation of the
Harvard guidelines would be an important step to-
ward rectifving this sitcuadon. For this proposal to be
effective in fostering qualicy over quantity, publica-
uons above the stipulated number should receive no
attenton. To emphasize substance over number even
further, dtations of referencss in proposals for aca-
demic appointment and grant applicatons might be
required (0 include brief summaries of the content of
each article, together with explanacions of its contri-
budon to the fieid.

The Harvard guidelines, aithough they are onlv a
first step, represent an important effort w0 control the
temptation to cut corners in biomedical research. The
Insdtute of Medicine of the National Academy of Sci-
ences, under the sponsorship of the NIH, is also
studying ways in which the system couid be reformed
to discourage misconduct in biomedical research.

Even the most strictly monitored system can never
eliminate occasional episodes of fraud, but the re-
search community itself can do much to reduce their
incidence and facilitate their detection. > Government
@n have its most valuabie roie here by ensuring that
research insdtudons recsiving goverament support
have appropriate programs estabiished for accom-
piishing these purposes. Congress has already taken
an important step in this direction by requiring (P.L.
99-158) that any organizatdion applving for research
funding must provide assurances that it has estab-
lished a process for responding o allegations of fraud
and that it will report to the secretary of the Depart-
ment of Health and Human Services when an invesdi-
gation is begun.? It must be understood, however, that
the job itseif cannot be done from outside the research
community without jeopardizing the fresdom thar is
required for research to flourish.'® The biomedical-
research community is willing and able to polics itseif
and is taking steps to do so more effectively. Let
us hope that Con}-re:s will give this process dme
0 work.

Marca Anczrr, M.D.
ArnoLd S. REruan, M.D.
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Gaidelines for Iavestigaters in Sciendifie Research

L Introdwction

Mn&ﬁmmmmlywwmdhhwy
dMedidmdahudyhdfeahMbm:mﬁaThpﬁmrybutdcodify-
il;!hemistobﬁngtheatod\emutialofdbsbeghmingmeirmhﬁemiﬁc
research. These recommendations are not intended as rules, but rather as guidelines
from which each group of investigators can formulate its own set of specific proce-
durs 3 ensure the quality and integrity of its research.
IL Sepervision of Rescarch Traimees

Qnﬁuméfmhmdglwnbywmhinhbmimmtof
the institution, the preceptlor, the trainee, and the scientific community. The complex-
ity of scientific methods, the necessity for caution is mterpreting possibie ambiguous
data. and the need for advanced statistical anaiysis, all requirean active roie for the
preceptor in the guidance of new investigators. This is particularly true in the not un-
common circumstance of a rainee vhouﬂminnmeardiunitwimoulexpeﬂence
n laboratory science.
Recommeadations:
1. The responsibility for supervision of each junior investigator should be specifically
assigned to some facuity member in each research mait
2. The ratio of trainees to preceprors shouid be small enough that close interaction is
possibie for scientific isterchange as well as oversight of the research at all stages.
J.Wmumorwmm&ipofwmhmofm-
quiring, recording, examining, interpreting, and storing data. (A preceptor who limits
Whamkmmedidngdmusripudoammtﬁqmuwtﬁm) .

the group and o provide informal peer review.
3. The preceptor should provide each new investigator (whether student, postdoctoral
fellow, or junior faculty) with applicable governmental and institutiona) requirements
for conduct of studies involving heaithy volunteers or patients, animais, radioactive or
other hazardous substances, and recombinant DNA_
OL Deta Gathering, Storage, Reteation

A common denominator in most cases of alleged scientific misconduct has been the
absence of a compiete set of verifiabie data. The retention of accurately recorded and
retrievable resuits is of utmost importance for the progress of scientific inquiry. A sci-
entist must have access 1o his/her original results in order to respond (0 questions in-
cluding, but not limited to, those that may arise without say implication of impropn-
ety. Moreover, errors may be mistaken for misconduct when the primary experimentai
results are unavailable. In addition. whan siaiisizcal analysis is required in the inter-
p;emialo(dala.ilﬁnuldbemedindndtsignofmdhsunﬂuintheevaluation
of resuits.

Recommendations

l.Cutodyofdloﬁgindpﬁmryhbommydaumwbemimdbyhmnin
which they are generated. An investigator may make copies of the primary data for
his/her awn use. & '
Z.Oﬁgindexperimenmuuushoddbemmvhenposibh.inbomdbooks
ﬁmumwmnww&mmwhdliuummm
:;oh:dmpdmmwhlﬁxadwamfm&mmehbonmm-
4.Prima:ydaushouldremainindnhbontorynmdmcmdsbouldbepm
aslongudmeismymmbleneedtoufermdmn.ﬂndﬁefofcadlmrch
unit must decide whdumptuemsudlpﬁmary'au for a given aumber of

——— ——t— .

IV. Aathorship

A gradual diffusion of responsibility for muiti-authored or collaborative studies has
led in recent years (0 the publication of papers for which no singie author was pre-
pared to take full responsibility. Two critical safeguards in the publication of accurate,
scientific reports are the active participation of each co-author in verifying that part
of a manuscript that falls within-his/her speciaity area and the designation of one au-
thor who is responsibie for the validity of the entire manuscnpt.




Recommendations: .

1. Criteria for authorship of a2 manuscript should be determined and announced by
each department of research unit. The Committee considers the only reasonable crite-
rion to be that the co-author has made a significant inteilectuai or practical contribu-
tion. The concept of “honorary authorship™ is deplorable.

2. The first author should assure the head of each research unit or department chair-
personthatslhehasmiewedalltheprimrydaumwhidid\ereportisbasedand
provide a brief description of each co-author. (In muiti-institutional collaborations.
the senivr investigator in each institution should prepare such statements.)

3. Appended to the final draft of the manuscript shouid be 2 signed statement from
canlt wu-suthur indivating that & be has reviewed and approved the manuscript (o the
extent possidie, given individuai expertise.

V. Publication Practices _

The Committee has observed certain practices that make it difficult for reviewer
and reader to follow a complete experimental sequence: the rapid publication of data
without adequate tests of reproducibility or assessment of significance, the pablica-
mdhmd:m.ﬂmm&hdmddwmimm«m-
uscripts differing only slightly in content. [n such circumstances, if any of the work is
questioned, it is difficult 10 determine whether the research was done inaccurately, the
methods were described imperfectly, the statistical analyses were flawed, or inappro-
priate conciusions were drawn. [nvestigators should review each proposed manuscript
with these principles in mind.

Recommendatioas:

| The number of publications to be reviewed at times of facuity appointment or pro-
motion should be limuted 1a order to encourage and reward bibliographies containing
fewer but more substantive publications rather than those including many insubstan-
tial, fragmented reports. (It has been suggested, for exampie. that no more than five
papers be reviewed for appoinument as Assistant Professor, no more than seven for
Associate Professor, and no more than [0 for Proiessor.) )

2. Simuitaneous submission of multiple similar abstracts or manuscripts to journals is
umproper.

V1. Laborstory Guidelines

Because each research unit addresses different scientific probiems with different
mezhods. each unit should deveiop its own specific guideiines to identify practices
that seem most likely to enhance the quality of research conducted by its memben.
Thuse guidelines shouid be provided to the new investigator upon staruny etk
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COVMMENTS OF THE PUBLIC HEALTH SERVICE ON THE OFFICE OF INSPECTOR
GENERAL DRAFT REPORT "MISOONDUCT IN SCIENTIFIC RESEARCH"

OAI-88-07-00420, SEPTEMBER 1988

General Comments

In its report, the OIG attempts to determine (1) the extent to which the
National Institutes of Health (NIH) and its grantee institutions have developed
and implemented policies and procedures to prevent, detect, and handle
scientific misconduct cases; and (2) what selected grantee institutions have
learned and implemented as a result of their investigations of alleged
scientific misconduct. In general, the Public Health Service (PHS) views this
draft report as a useful discussion of some importamt issues related to
allegations of misconduct in PHS extramural programs. --We believe, however,
that many of the recommendations merit further careful analysis and discussion
because of their potential impact on the relationship between the university
community and the Federal Government. The need for open communication cannot
_be overemphasized, especially-in—this sensitive -and highly visible area. This -

is especially true for the recommendation to establish an independent oversight
body for scientific misconduct investigations. While the feasibility of
establishing such an office has not been established, it is imperative that
such an office not be divorced from the scientific community, as the expertise
and experience of scientists are vital to the development of responsive and
responsible policies and procedures in the area of scientific misconduct.

The implications of the study's findings have not been fully assessed in the
text of the report. 1In developing its final recommendations, OIG should
compare the ramifications of strengthening the current NIH program, versus
those of diminishing NIH's responsibilities and establishing a central locus
elsewhere in the Department. The current draft does not examine the various
strategies that might be adopted to strengthen the overall role of the
Department in dealing with scientific misconduct issues. Such an in-depth
analysis would make recommendations emerge more clearly.

In the area of "findings," some of the statements are not actually factual
findings but are judgmental interpretations that have reference to an unstated
standard. We question whether these statements add anything meaningful to the
report. We also_note that some of the recommendations have been overtaken by
events; for example, the Notice of Proposed Rulemaking on grantee
responsibilities and the Advance Notice of Proposed Rulemaking were published
on September 19. This recommendation should be revised accordingly.

Some aspects of the methodology were not explicit. For example, we _do have
some concerns about the validity of the telephone survey methodology. The
report does not provide any information regarding positions and titles of
those who participated in the 89 telephone interviews. This is particularly
important since it appears that some of the respondents approached the survey
as individuals rather than as representatives of their institution. Neither
the background of the interviewers was described nor what the interview
schedule was. In addition, the gamut of experience of the respondent could
very well influence the nature of individual responses. Was there more than
one respondent from each institution? Which institutions had more than one
allegation or case from which to draw? The reliability of the statistiecs
provided in the OIG study depend on the consistency between interviews.
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Additionally, the information gleaned from the telephone surveys and the site
visits is not clearly distinguished. Since one of the two main objectives of
the OIG study was to determine what selected grantee institutions have learned
from their investigations of alleged misconduct and whether their experiences
have caused them to modify their institutional guidelines, it might be useful
to present information obtained from the nine site visits in a separate section
and clearly identify it as such., Furthermore, it would be easier for the
reader to distinguish data obtained from the nine site visits from that
gathered in the 89 phone interviews if each finding that is currently prefaced
with "some grantees" or "a number of grantees" or "a few grantees" is
substituted with statisties (e.g., 4/9, 3/30, etc.). -

We are also concerned about the emphasis on numbers of grantees not having
procedures, particularly in view of the sampling nature of the survey and the
absence at that time of specific regulatory requirements. PHS shares OIG's
concern that the 1986 guidelines are not being implemented by a majority of the
institutions receiving NIH grants. However, the key finding that 93 percent of
NIH grantee institutions holding 100-or more_awards -de—havesuch-policies and
procedures should not be underemphasized. The survey results tend to support
our experience that the research-intensive institutions are increasingly well
prepared to deal with allegations of misconduct.

It appears that the authors of the report may have misinterpreted some of the
information provided about NIH procedures. The variability cited in the
handling of cases does not necessarily result in inconsistencies; rather, it
represents an effort to fine-tune procedures based on accumulated experience
and individual circumstances.

OIG Recommendation

The Secretary should provide for independent oversight and develop a more
formalized and centralized process to deal with scientific misconduet including
the following elements: (1) an independent third party to act as a fact
gatherer and collect, retain and analyze investigative data; (2) an independent
scientific review board to assist in analyzing information concerning
scientific misconduct; and (3) an independent decision making authority or
ombudsman type funetion. This is especially important given the congressional
concern regarding the lack of independence of investigative units. __

PHS Comment

We agree that greater central management is needed to deal with scientific
misconduct. PHS has developed a reorganization proposal which would make
changes both at NIH and in the Office of the Assistant Secretary for Health.
This has been presented to the Under Secretary but not yet approved.

At NIH we would establish a new Office of Scientific Integrity reporting to the
Director of NIH. This office would have operational responsibility for

conducting independent investigations when needed and monitoring investigations
undertaken by awardee institutions. Its scope would include the Alcohol, Drug

-——~Abuse, and Mental Health Administration's (ADAMHA) extramural research

activities as well as NIH"s. On the positive side, the office would foster
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scientiTic integrity by developing prevention and education programs to be
conducted by the extramural research offices throughout NIH and ADAMHA. The
office would also develop and propose policies and procedures for approval by
the Assistant Secretary for Health (ASH). The office would have an initial
staffing of six full-time employees, '

At the ASH level, an office would be established to oversee operations of the
research agencies and review policy proposals from NIH before they are
submitted to ASH for approval. In addition, the office could independently
propose policies for ASH approval. Finally this office would adjudicate cases
investigated by NIH or ADAMHA and impose sanctions if warranted. This would
assure appropriate independence of the adjudicative process. The staffing
level for this office has not been determined. We are also considering the

-establishment of an outside advisory group to review and evaluate PHS poliey

and procedures governing scientific integrity.—

OIG Recommendation

The Department should expedite completion and publication of a regulation
addressing scientific misconduct, as required by law. This will facilitate the
development of procedures by grantees. However, the Department's reliance on
the PHS interim guidelines in developing regulations may be unwarranted in
light of the current concerns about scientific misconduct.

PHS Comment

We concur that the publication of a proposed rule was urgently needed and long
overdue. The interim guidelines, which were published in 1986, were to be in
effect only until policies could be put into place. This occurred recently, on
September 1, 1988, with the publication of two Grants Administration Manual
Issuances. Hence, fully binding policies now are in effect and communicated
via the Notice of Grant Award. We are optimistic that a firm regulatory base
will encourage and guide grantees in their efforts to deal with allegations of
misconduct. Moreover, the comment about the Department's reliance on PHS's
interim guidelines is inaccurate in view of the pending Advance Notice of
Proposed Rulemaking's invitation for comment on a broad range of policy and
procedural options. These comments were due by December 19, and final rules
regarding procedures should occur soon after that.

OIG Recommendation—

The Department should require grantees to attach scientific misconduct
procedures to the grant application to assure compliance with the law. The PHS
shouid review the procedures on a sample basis and also in‘'all instances where

scientific misconduct cases are reported to assure that essential areas are
covered,

PHS Comment

We concur that grantee institutions should be required to submit copies of
their.misconduct procedures. However, we recommend that this be modified to
request submissions from all applicant institutions to the funding agencies on
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a yearly basis. It is not realistic to request that this information be sent
with each application: it would be at odds with the Paperwork Reduction Act
and would generate duplication of effort at grantee institutions since it is
of ten the case that more than one application is submitted by the same grantee
institution. In addition, attachment of this information to each application
would unnecessarily complicate application processing and expenses at the NIH
Division of Research Grants, which annually receives approximately 35,000
applications. -

OIG Recommendation

The first line of responsibility for conducting an inquiry and/or

investigation into an allegation of misconduct rests with the grantee.

However, regulations issued by the Department should require that grantees
immediately notify the Department whenever they detect or receive an allegation
of scientific misconduct, maintain records of all inquiries and investigations
and provide the Department with periodic status reports. The regulations
should specify time frames for reporting and conducting ‘inquiries and -
investigations. Although we recognize the grantees are concerned about —
flexibility, these requirements are nevertheless necessary to assure adequate
monitoring and oversight by the Department.

PHS Comment

We concur that all allegations should be reported to the Department if they are
found by the institution to warrant a formal investigation. However, the
Summary Recommendation statement that ". . . regulations issued by the
Department should require that grantees immediately notify the Department
whenever they detect or receive an allegation of scientific misconduct . . ."
appears to be too broad to be practical. The institutions are likely to
object strongly to such a requirement prior to their having any evidence of
substance to the allegation. Furthermore, a requirement for such early -
reporting probably would not be feasible from the point of view of the Federal
Government, as it would probably lead to Federal involvement prematurely in -
local disputes or personal conflicts.

We also agree that time frames for reporting and for conducting inquiries and
investigations are needed. ' The issue of timing is—dealt with in the Notice of
Proposed Rulemaking. It is important to emphasize the need for flexibility in
timing, because the nature and complexity of investigations sometimes —
necessitate a longer investigational period. Grantees should, however, provide
regular status reports to the funding ageney if an inquiry or an investigation
takes longer than the specified period. — _—
Certainly, individuals should have easy access to the PHS personnel responsible
for dealing with misconduct issues. In addition, institutions should report
immediately any allegations of scientific misconduct that could have
potentially particularly serious ramifications, such as the health or well
being of human or animal subjects.

In any case, we question whether the early reporting requirement as set forth
in this recommendation is consonant with_the legislative history of
P.L. 99-158+ o ——
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OIG Recommendation

The Department should keep complete and uniform records concerning
investigations undertaken by the grantees and PHS in order to maintain baseline
data on the incidence of cases. This information could also be used in
refining guidance and direction to grantees in conducting future
investigations. .

PHS Comment

We concur that complete and uniform records are highly desirable for the
reasons outlined in the OIG's report and as a basic safeguard for equitable
handling of investigations. In addition to the PHS-wide ALERT system for
tracking individuals who are either ineligible to receive PHS funds or for whom
funding decisions are subject to special review, both NIH and ADAMHA have
established data bases that are designed both to track open cases and to
archive key information about cases that already have been closed. The __
tracking system for open cases includes time schedules for processing as well
as the status of individual cases under investigation. The trend in developing
procedures and records has been toward increased standardization and

completeness of information collected. We welcome OIG's advice on improvements
in this area.

OIG Recommendation

The Department should encourage individuals with information about instances of
possible scientific misconduet to come forward. Grantees should be informed of

the OIG Hotline, which receives allegations concerning fraud and abuse in the
Department's programs. ‘

PHS Comment _

We concur with the recommendation to encourage individuals to come forward with
allegations of misconduct; this already is being done. The funding agency

should be notified regarding possible misuse of funds, and the OIG should be
notified in the case of possible criminal violation. For the last 5 years,
notices of a grant award include information about the OIG Hotline; however,

this information does not necessarily reach all individuals associated with a —
research project. We agree that more needs to be done to educate researchers,
students, and administrators in this regard. We will publish notices

regarding the reporting of misconduct on at least an annual basis in the NIH
Guide for Grants and Contracts, which reaches over 30,000 recipients.

OIG Recommendation

The Department should explore ways to protect the "whistleblower," since
detection of possible scientific misconduct relies so heavily on individuals
willing to make an allegation. Currently Federal employees who engage in
"whistleblowing" are protected by law. Similar protection should be provided
to individuals reporting possible scientific misconduct by grantees.
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PHS Comment

We concur that improved protection for "whistleblowers" is essential to the
integrity of the process. PHS is aware of the need to protect the
"whistleblower." Some protection currently is provided to "whistleblowers," by
the acceptance of anonymous allegations. PHS currently is in the process of
examining additional means of ‘providing proper protection. This is oceurring
by communication with the research community, including direct discussions with
"whistleblowers." An important aspect of this effort is the need to encourage
and maintain responsibility in whistleblowing efforts and to discourage the

use of the misconduct reporting system for the resolution of personal or
professional disputes. Appropriate protection for the "whistleblower™” will
require legislation. '

OIG Recommendation —_—
The Department should explore alternative methods of detecting possible

- —misconduct. Examples of possible methods are spot audits of scientificdata or
special reviews by editors of scientific journals.

PHS Comment

We concur in principle regarding this complex topic. We would support
exploration of reasonable methods to detect misconduct. Indeed, existing
trials of investigational drugs and other interventions already have audit
procedures built into their design, and several instances of misconduct have
been detected in this way. However, we are skeptical about the utility of
large-scale audits, given the difficulty of interpreting large volumes of
original data. Recommendations such as this, which would dramatically affect
the relationship between the university community and the Federal Govermment,
should receive further public comment and discussion. While we do not believe
such data audits are feasible, any serious consideration to perform such
audits should not occur without input from the grantee community.

In addition, it is not clear what is intended by "special reviews by editors of
scientific journals.” 1t is unlikely that editors would be willing to serve as
agents of the Department. There is, however, considerable evidence that

__ journal editors are aware that greater vigilance is needed. Scientific
misconduct was the topic of a recent meeting sponsored by the Editorial Poliecy
Committee of the Council of Biology Editors, Inc. While it would not be
appropriate for the Federal Government to specify that journal editors conduct
special reviews, the Federal Government should work with the editors to

_ encourage their reviewers to become more vigilant and involved in reviewing

manuscripts for discrepancies.

O1IG Recommendation

The Department should develop a table of penalties, such as the model adopted
by the Office of Personnel Management, te assure that sanctions are applied
consistently and fairly in cases of scientific misconduct.
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PHS Comment ~—

We concur with the thrust of this recommendation. The PHS interim policies as
developed and implemented are intended to provide a balance between consistency
and the need for flexibility. While we doubt that these considerations can be
reduced to a formula or table, the continued accretion of experience will no
doubt improve the process. At this stage, we have grouped the sanctions into

levels of severity, and further experience may permit us to develop an
appropriate model.

OIG Recommendation

The PHS should assume a leadership role and provide guidance to the grantees in
matters related to scientific misconduct.
- The PHS should sponsor a consensus conference to develop model

guidelines for use by grantees in addressing all relevant areas of
scientific misconduct. —

== The PHS should continue its efforts in the area of prevention, such as
the contract with the Institute of Medicine to develop scientific
standards for the conduct of responsible science. The PHS should

develop model preventive guidelines and require that 1nst1tutlons adopt
these measures as a condition of funding.

PHS Comment

We concur. PHS has exercised a leadership role in this area and will continue
to do so. It is worth noting that the grantee community has welcomed and
sought leadership from PHS, as indicated by invitations to present at national
association and professional society meetings, extensive formal and informal

consultation, and inquiries about the status of regulations. With regard to
the specific recommendations:

-- We belleve that both PHS and the private sector have provided ample
opportunity for public discussion of model guidelines. Clearly, there
are areas in which consensus has not been achieved, e.g., the timing

_and threshold for reporting allegations of misconduct and the proper
balance between due process and expeditious resolution of cases. In
addition, the process—initiated with the publication of the Advance
Notice of Proposed Rulemaking continues the opportunity for full
discussion of these issues. On the other hand, viewed in historical
perspective, there is an impressive degree of consensus about
institutional responsibilities.

We support the recommendation for sponsorship of a conference at the
appropriate time. This would be particularly helpful to smaller
institutions, which would appear to welcome additional guidance in this
area. Such model guidelines would help to-ensure more consistency in
procedures, policy, and protections.
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-- The PHS believes that it should have a role in supporting education
regarding ethical issues of science and should continue its efforts in
this regard, in cooperation with the private sector, in identifying and
promoting the responsible conduct of research.” The PHS will continue
its discussions with outside groups who are experienced in dealing with
effective educational procedures. It is unlikely, however, that
preventive guidelines could adequately cover every situation. Nor is
it clear that the impdsition of guidelines is desirable or enforceable.

It should be noted that the Department permits considerable variations
in financial aecountability procedures, provided the procedures allow
for sound management and audit trails in grant transactions. Given the
complex nature of scientific accountability, it seems reasonable to

allow comparable flexibility in that area, provided basic fiduciary
obligations are met.

—

It is important to recognize that discussions already are ongoing under
__a variety-of sponsorships (e.g.,- American Association of Universities, -
American Association for the Advancement of Science, Institute of
Medicine) and in response to our own Advance Notice of Proposed
Rulemaking and Notice of Proposed Rulemaking announcements that were
published recently. A "framework" document to provide guidelines for
institutions is being developed, which involves input from a large
number of different agencies. The National Conference of Lawyers and
Scientists is continuing a dialogue on this proposed framework. All
these mechanisms provide effective interactions between Federal and
non-Federal personnel. One goal of this interaction is the development

of model preventive guidelines and appropriate procedures for dealing
with misconduct.

Technical Comments

Page 1, Purpose

It should be stated in the report that at the time of the study grantees were
not yet required by regulation to have procedures in place but, nevertheless,
the Office of Inspector General wanted to determine to what extent such
procedures have been developed.

Page 1

While we recognize that this report focuses on NIH, many of the requirements
also apply to other agencies of PHS. We believe it would be more accurate to
add a statement to this effect at the beginning of the report.

Page 1, The Problem of Scientific Misconduct

In the last paragraph, the report refers to ". . . the increasing number of
reported scientific misconduct cases during the 1980's. . . ." We have no
evidence of such an increase. Furthermore, the report should be clarified to

state that these represent a minuscule fraction of investigators supported by
NIH.
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Page 2, Federal Involvement In Scientific Research

Paragraph 2 should be revised to reflect (1) that issues of research integrity
and quality control are addressed during the grant approval and management
process, e.g., in clinical trials, plans for quality control and monitoring are
considered during review and post award, and (2) PHS agencies become involved
if allegations are reported directly to the agency and during monitoring of the
status of inquiries and investigations before a finding of misconduct is
confirmed. The statement in this paragraph regarding sanctions or formal
corrective actions should be clarified to state whether this refers only to
actions by the Secretary or also to actions by the agencies.

‘Page 2, Paragraph 2, Third Sentence

The_sentence states that "Grant-applications undergo an internal scientific
review. . . ." Grant applications undergo an external review by peers of that
scientist who have been determined not to have a conilict of interest with the
principal investigator or grantee institution. In addition to an assessment of
the scientifie merit and technical qualities of the research proposal, the
reviewers consider the background, training, and track record of the
investigator(s). In addition to the peer review and subsequent review by the
institute advisory council, the application receives review by NIH grants
management and scientific program personnel to determine whether appropriate
consideration has been given with respect to human and animal subjects as well
as fiscal considerations and overlap with other research support. NIH
programmatic personnel, who are trained scientists, and grants management
specialists review all noncompeting renewal as well as competing applications.
The programmatic personnel apply their own scientific background and experience
toward making the best funding decisions with respect to the science. They
also monitor scientific progress, read the scientific literature, attend
scientific meetings when funds permit, and generally are alert to detect
misconduct or other irregularities. -

While it is true that NIH normally gets involved in an allegation of misconduct
only after the completion of the initial inquiry or after receipt of
communication from the "whistleblower," NIH will continue to monitor cases at
an earlier stage when circumstances require it, for example if NIH learns that
a grantee institution is less than fully prepared to deal with an allegation of
research misconduct.

Page 2, Federal Action on the Problem of Scientific Conduct

The report states that NIH has been perceived as having moved slowly in
handling allegations and in functioning on an ad hoc basis. Yet, both NIH
personnel and the institutions agree that individual cases differ considerably,
and their experience so far has occurred within a relatively limited number of
cases. Moreover, in order to provide at least the elements of due process,
such as review and rebuttal of findings from all parties to an investigation,
the PHS agencies have emphasized accuracy and fairness in handling allegations.
Certainly, it is important to examine what patterns can be learned from
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individual cases, what procedures work best, and what sanctions should be
applied. However, it is difficult, and probably inappropriate, at this stage
to try to constrain a diverse group of cases into a constricted or limited
approach, - ’

Indirect costs are narrowly defined and might or might not be of direct
assistance in monitoring and investigating cases of alleged research
misconduct. )

Page 3, Paragraph 4

Since NIH does not always conduct its investigations by appointing a panel of
scientific peers, we suggest that the first sentence be changed to read "The
NIH usually conducts its investigations. . . ."

Pages 3 apd 4

The following paragraph,-which refers to the Institute of Medicine study, was
omitted from the final draft.-

"Since the passage of this legislation, the Department has: issued
"The Policies and Procedures for Dealing with Possible Misconduet in
Science" (discussed above); established the "PHS Committee on
Misconduct in Science" to exchange information about investigations and
discuss relevant policy proposals; been developing the regulations
called for in the bill; been developing criteria/guidelines on
appropriate debarment periods for misconduct in science; and contracted
with the Institute of Medicine to identify ways for NIH to encourage
the scientific community to engage in reasonable and responsible
conduct focusing on preventive measures.”

This paragraph describes actions that the Department has implemented since
passage of the Health Research Extension Act. We believe it should be included
in this report to provide an accurate picture of current Federal efforts.

Page 4, Last Paragraph

There are clear indications in this report that the situation reported by
Penelope J. Greene, et al, in "Policies for Responding to Allegations of Fraud
in Research,"” Harvard University, Division of Health Policy Research and

Education, is vastly different today, and there is general agreement that much
has changed.

Page 6, Bullet 1

At the time of the OIG interviews, there were two full-time professionals
assigned to the office which deals with misconduct. This is in addition to the
Director of the Office of Extramural Research, who serves as the PHS Misconduct
Policy Officer. To provide the reader with the current status of NIH staffing
in the misconduct area, we recommend that you indicate the assignment of
additional professional staff to the misconduct area. Since the time of the
OIG interviews, two professionals have been—added to the NIH office that
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handles allegations of misconduct in science, the Institutional Liaison
Office. This increases the core staff of that office to five full-time
equivalent positions, including the following: Chief, Institutional Liaison
Office; Health Scientist Administrator; Examiner; Program Analyst; and
secretary. The main responsibility of the Chief and the entire responsibility
of the Health Scientist Administrator and of the Examiner are with scientific
misconduct investigations, while the responsibilities of the Program Analyst
and of the secretary are divided between misconduct investigations and
publication of the NIH Guide for Grants and Contracts. :

Page 8, Paragraph 2

This paragraph should acknowledge that investigations of mi sconduct are handled
on an individual basis, as the circumstances of each case vary. However, to
the extent that similar allegations or problems have been dealt with, NIH does
use past experience in guiding future actions. PHS guidelines (NIH Guide to
Grants and Contracts, July 1986) provide specific guidance as to what steps
staff are to undertake when allegations-are received.

Page 9, Absence of Procedures

Since the estimates in the report are based on a sample survey and derived
weighted estimates, this should be made explicit in the report. Since the
number of grantee institutions contacted is relatively small, it would be
useful to provide the numbers which correspond to the stated percentages,
thereby giving the reader a better sense of the context of the estimates.



