OFFICE OF RESEARCH INTEGRITY 1996 HIGHLIGHTS

Responding effectively to research misconduct requires the cooperation and support of numerous
individuals and organizations: Public Health Service (PHS) applicant and awardee institutions,
scientists, professional associations, Congress, government officials, Federal research agencies,
and the general public. The Office of Research Integrity (ORI) publishes this annual report* to
inform these audiences about the effort made each year to protect the integrity of biomedical and
behavioral research, thereby encouraging their participation in and assessment of this collective
enterprise. The more significant events of 1996 are summarized below. Additional information
about ORI’ s program activities may be found in the chapters and appendices that follow.

Continued Improvement in Case M anagement

In 1996, ORI closed 49 misconduct cases and handled 196 allegations of scientific misconduct.
Of the 49 closed cases, 17 resulted in findings of scientific misconduct or PHS administrative
actions and one was overturned by the Department of Health and Human Services (HHS)
Departmental Appeals Board following a request for a hearing by the accused scientist.

Of the 196 new allegations made to ORI in 1996, 62 were assessed in depth for a possible inquiry
or investigation. Eighty percent (80%) of these 62 allegations were resolved in 1996 with an
average processing time of 29 days. The other 20% were still pending at year-end. ORI has
dramatically reduced the average length of time for assessing allegations from more than 200 days
in 1992.

In 1996, ORI focussed on the quality and timeliness of its case investigations, oversight, and
resolution. At the end of the year, ORI had 48 formal cases and 13 allegations under review, an
al-timelow. Thisisatremendous improvement from where ORI started in 1992 with a backlog
of 70 plus cases and over 600 unresolved allegations. Currently, ORI’ s processing time for
formal cases averages 10-12 months.

Since beginning operation in 1992, ORI made findings of scientific misconduct or imposed
administrative actions in 68 cases. During that same time, an additional three findings were
overturned on appeal, one was withdrawn, and two cases were settled without a finding of
misconduct following an appeal. Hence overall, 92% (68/74) of ORI’s misconduct findings and
administrative actions became final between 1992 and 1996.

ORI has closed more than 200 cases and over 1,500 allegations of scientific misconduct since
1992. Of the 200 cases closed, approximately one-third of those cases resulted in findings of
misconduct and PHS administrative actions. In addition, based on a thorough and objective
review of the facts, ORI has declined to make a PHS finding in an additional 10 cases where an

Thisis the fourth ORI Annual Report. Previous reports aso include the ORI Biennial
Report: 1991-92 and Scientific Misconduct Investigations:  1989-90.
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institution conducted an investigation and found misconduct under its own standards.? Thisis
consistent with ORI’ s careful efforts to apply the applicable PHS legal standard for misconduct
and to protect the rights of the accused.

Of the 68 misconduct findings and administrative actions, 44 were based on cases opened after
June 1992 and fully developed by ORI under its own standards and procedures. None of these
findings has been reversed.?

ORI has made special effortsin recent years to expedite its resolution of misconduct cases and
allegations, while maintaining the high quality of its case analysis and assessment. This effort
requires a careful balance of vigorous efforts to protect the integrity of PHS-sponsored research
and the rights of the accused. ORI will continue to monitor its efforts to maintain this balance and
take corrective actions as appropriate.

ORI Investigative Efforts Support Clinical Research

Because there is close monitoring of clinical research, routine reviews of data continue to uncover
instances of data falsification and fabrication in clinical trials conducted to test new treatments for
serious and life-threatening diseases.

One of the clinical cases closed during 1996 involved a study of arare form of eye cancer. The
investigation revealed over 200 falsified data items on study forms submitted by a respondent at
one of the study sites for the clinical trial. Although most of the falsified information related to
the dates on which tests or examinations were performed or the certification status of the person
performing the evaluation, the false information made it appear that the requirements of the study
had been followed when in fact they had not. The falsified information also suggested that every
patient had been evaluated by a radiation therapist prior to entry in the study, when these
assessments had not taken place. Since some parts of the study included radiotherapy as a
treatment, it was important that the patient’ s suitability for this treatment be evaluated prior to
entry on the study. Since the study is ongoing and no results have been reported, the falsified and
fabricated information was corrected in the study database and will not affect analyses and
outcomes of the study.

In another clinical case, a nurse who was collecting and reporting data for trials of treatmentsin
AIDS patients was found to have falsified data by reporting that tests had been done when they
had not. For instance, areport of an X-ray for one patient was represented as the report for two

Thisis not tantamount to a“reversal” of an ingtitutional finding of misconduct, but rather a
decision not to make a PHS/HHS finding. Institutions may have different standards or definitions
that support an ingtitutional finding of misconduct independent of ORI’ s decision.

®In 1997, one case was appealed to the Departmental Appeals Board and is still pending. Inre
Kimon J. Angelides, Ph.D., DAB No. A-97-98.



other patients in order to prove that the necessary test had been done to assure the patients were
eligible to enter astudy. Because of the confidential nature of study records for these AIDS
patients, permanent identifiers had been removed from reports of tests and replaced with labels
with study numbers. The same test report had been duplicated and used for multiple patients by
attaching different labels to the copies.

In athird clinical case, it was the nurse coordinator who identified data that had been fabricated
by a physician in retrospective studies of patients he had treated for gynecological conditions.
After the nurse coordinator questioned data she was analyzing, an investigation revealed that the
physician had falsified and added information in patient medical records and fabricated notes for
examinations that had never taken place. Two earlier publications were retracted when the
investigation committee determined that the majority of the data were fabricated.

In two additional cases involving clinical research, ORI agreed that investigations uncovered
instances of incorrect data reporting. However, in both cases the training and supervision of the
individuals who had been responsible for data reporting had been so deficient that ORI concluded
that the misreporting was not intentional .

Mentor Falsifies Student’s Data

One case closed during 1996 illustrated that misconduct on the part of a mentor can create
significant problems for his students. A scientist altered results obtained by a graduate student in
the laboratory by generating a graph for the student, purportedly using the student's laboratory
notebook data. Thus, the investigation committee found a falsified graph in the student's
laboratory notebook. The respondent further falsified this graph until atotal of 34 out of the 42
points on a second graph were "non-data." The committee found this second graph in the thesis
of the student, for whom the respondent was thesis advisor. The student, who had been unaware
that the data had been falsified, was required to correct his thesis and publication of histhesis
research was delayed. Both versions of these falsified graphs were submitted, successively, in the
respondent’'s competing grant applications as support for the respondent's hypothesis regarding
the mechanism of action of a co-enzyme. In another instance of falsification, the respondent took
other data generated by a student and represented them in his grant application as having come
from an entirely different experiment from that performed by the student.

ORI Finding Reversed

On June 21, 1996, the HHS Departmental Appeals Board decided that the evidence did not
support afinding that Dr. Thereza Imanishi-Kari had engaged in scientific misconduct by
falsifying and fabricating data in a scientific article published in the Journal Cell, in notebook data
submitted to the National Institutes of Health (NIH) supporting that article, and in grant
applications. The Board ruled that ORI had not proved by a preponderance of the evidence that
fabrication or falsification had occurred. The decision rested largely upon the Board' s rejection of
testimony by the U.S. Secret Service that much of the data submitted by Dr. Imanishi-Kari to



support the paper had been deliberately fabricated.

Institutional Liability for Investigating and Reporting Misconduct—Is There Federal
I mmunity?

In 1996, amajor legal and policy issue arose that threatened ORI’ s partnership with research
institutions receiving PHS research funds. In this partnership, the institutions have assumed the
obligation of investigating and reporting allegations of scientific misconduct to ORI.

In August 1995, Kimon Angedlides, Ph.D., formerly aresearch scientist at the Baylor College of
Medicine, filed alawsuit against Baylor and several of its employeesin Texas State court seeking
damages for severa aleged torts arising out of his employment dismissal by Baylor.

Dr. Angelides claimsincluded alleged defamation by Baylor officials and committee members
who investigated allegations of scientific misconduct by Dr. Angelides and reported their findings
of misconduct to ORI. The case was later removed to Federal court.

After the defendant’ s attempt to have the case dismissed was rejected by the Federal district court
in 1996, ORI and HHS asked the Department of Justice to file an amicus curiae brief in the case,
asserting the legal argument that Federal statute and regulations require research institutions and
staff to investigate and report alleged misconduct to ORI, thus shielding them from liability under
State law. ORI relies on extramural institutions, such as Baylor, to conduct over 90% of the
investigations into alleged misconduct that occur under PHS research grants, cooperative
agreements, and contracts. Exposing the institutions and their scientists who assist in the
investigations to legal liability for their actions would severely limit ORI’ s ability to rely on
institutional cooperation.

Following dismissal in Federal district court, the defendants appealed the court’ s ruling to the
United States Court of Appeals for the Fifth Circuit. In itsamicus brief supporting the appedl, the
Federal government asserted that the preemptive requirements of Federal law, which mandate the
reporting of misconduct investigations to ORI, provide no basis for State tort liability in
defamation: “These federal requirements preempt state tort liability for such actions since
compliance with state and federal requirementsis a practical impossibility and state tort liability
stands as an obstacle to the accomplishment of the full purposes and objectives of Congress.”

In July 1997, the 5th Circuit denied the appeal on jurisdictional grounds, although the defendant’s
Federa immunity argument remained open and could be raised in State court. At presstime,
DHHS was considering whether further legal action by the Department of Justice was
appropriate. If protection against institutional liability cannot be successfully asserted in court,
ORI will consider whether aregulatory or statutory response is appropriate. A summary of the
Angelides lawsuit and other civil cases related to scientific misconduct isincluded at Appendix E.

Privacy Act Claim Against ORI Dismissed



ORI’s policy to keep open investigations as confidential as possible to protect both the involved
parties and the integrity of the investigation was vindicated in a case both decided and affirmed on
appeal in 1996. In asuit brought by Bernard Fisher, M.D., the U.S. District Court for the District
of Columbia dismissed claims that the Department, NIH, and ORI had violated the Privacy Act by
publicly disclosing information from ORI’ s files that should have been confidential. The Court
held that the plaintiff had not provided any evidence that the alleged public statements were based
on information obtained from ORI’ sfiles. Fisher v. NIH. The Court aso ruled that the Privacy
Act was not violated by annotations placed on scientific publications on library databases because
the annotations were not about the plaintiff but about the subject matter of the articles. The D.C.
Circuit Court of Appeals agreed and dismissed the plaintiff’s appeal without comment.

False Claims Suit Rever sed

Severd casesfiled as qui tams under the False Claims Act have been related to scientific
misconduct issues. 1n 1995, afederal District Court awarded the United States and the relator,
Dr. Pamela Berge, damages and penalties for violations of the Act in U.S exrel. Bergev.
University of Alabama. The U.S. had originally declined to participate in this qui tam case
against the University of Alabama and several researchers, a decision based in part on ORI’s,
NIH’s, and the Office of Inspector Genera’s OIG recommendations. ORI had previousy
reviewed some of Dr. Berge's allegations in the context of the PHS definition of scientific
misconduct and determined that it did not have jurisdiction because her clams involved
authorship or collaboration disputes and not plagiarism.

However, in 1996, the U.S. intervened after the defendants appealed and several universities and
associations filed amicus curiae briefs raising, among other issues, constitutional and jurisdictiona
arguments and also questioned whether scientific misconduct “disputes’ were covered by the Act.
The U.S,, while specifically declining to comment on the merits of the claims, rebutted these
arguments by supporting the constitutionality of the Act, the standing of the qui tam relator,

Dr. Berge, to bring the claims, and the ability of the U.S. asthe real party in interest to sue the
States, i.e., the state university, under the Act. The U.S. aso argued that “al manner of scientific
misconduct . . . may give rise to alegitimate False Claims Act claim.” It also noted that the scope
and burdens of proof differed between ORI and False Claims Act cases, meaning that a specific
set of facts could constitute misconduct and not afalse claim or vice-versa.

In January of 1997, the Fourth Circuit Appellate Court reversed the lower court’s decision,
holding that Dr. Berge had presented insufficient evidence of false statements or of the
government’ s reliance on the statements in making funding decisionsin order to find liability
against the university. It did not specifically determine whether scientific misconduct had
occurred. In reaching this decision on the merits, the Court noted ORI’ s policy that “plagiarism
does not include credit disputes.” Because the Court based its decision on the merits, it did not
rule directly on the constitutional arguments. With respect to the jurisdictional issues, however,
the Court noted that, asthe U.S. was the real party in interest in the case, it stated that Dr. Berge
had standing, and that the States had no Eleventh Amendment immunity from being sued.



ORI Studies: Exonerated Scientists and Institutional Inquiries

In 1996, ORI completed its study of scientists who were accused, but exonerated, of charges of
scientific misconduct and initiated a study assessing the quality of institutional inquiries.

The study of accused but exonerated respondents was undertaken because some researchers who
have been subjected to unconfirmed allegations of misconduct have claimed that their reputations
and careers had been seriously damaged by the alegations. The study of the “ Consequences of
Being Accused of Scientific Misconduct” was commissioned by ORI in 1995 to evaluate the
impact an allegation of misconduct had on the reputation and career of scientists and to determine
whether further policy development was needed.

The study findings were based on a 50 percent response rate (54 of 108) to a survey of
exonerated respondents that were involved in ORI cases closed prior to 1995. The majority of
exonerated respondents perceived that an accusation of scientific misconduct had a mostly neutral
impact on their careers, professional activities, and persona lives. However, a sizeable minority
perceived the impact of the allegations as negative. Lessthan half of the respondents were
satisfied with the handling of their cases, the restoration of their reputations, and the maintenance
of confidentiality.

Sixty percent of respondents reported experiencing one or more negative consequences of being
accused of scientific misconduct even though the allegation was unsupported. Seventeen percent
reported experiencing severe consequences—Ioss of position, promotions, or salary increases.
Forty percent reported no negative consequences. Thirty-nine percent of the respondents were
dissatisfied with the efforts made by their institution to restore their reputation, and more than a
third of respondents (36%) stated that institutions failed to maintain confidentiality. More
information on the study results may be found in Appendix H.

ORI initiated a retrospective study of institutional scientific misconduct inquiries that did not
proceed to an investigation and were not reported to ORI. The purposes of the study include
gaining insight into the implementation of the Federal regulation (42 C.F.R. Part 50, Subpart A)
by institutions, and identifying the types of technical assistance and educational efforts, if any,
ORI may be able to offer. Study results will be reported as aggregated, nonidentifiable datain an
ORI report which will be reported in the ORI Newsletter.

ORI Policy Reviews Ensure Compliance, Offer Technical Assistance

In 1996, ORI requested 226 institutional policies and procedures in order to evaluate their
compliance with the regulatory requirements. Reviews for 168 institutions were completed and
the remainder were carried over to 1997. In the mgority of cases, ORI found one or more
deficienciesin the institutional policy and requested revisions. The most common problems with
the policieswere: fallure to cover all research staff, including nonfaculty staff and students;
failure to cover al significant components of the PHS definition of scientific misconduct; and



omission of critical elements of inquiries and investigations, such as the need for appropriate
expertise and avoiding conflicts of interest. Occasionally, ORI aso offered suggestions on an
institution’s policy and procedures that may prove helpful to the institution but are not required by
the PHS regulation. In severa cases, ingtitutional officials responded that ORI’ s review was
helpful.

ORI Modd Palicy Frequently Adopted by Institutions

ORI developed the ORI Model Policy and Procedures for Responding to Allegations of Scientific
Misconduct (ORI model) in 1995 to respond to the numerous requests it receives every year for a
sample policy that would meet the regulatory requirements. Since it began reviewing policiesin
1995, ORI has accepted atotal of 270 institutional policies. Sixty-eight of those institutional
policies were based on the ORI model, or 25% of the total accepted since 1995.

The ORI model is written from the institution’ s perspective and provides options in several
places. Although the model istightly related to PHS requirements, institutions are welcome to
adapt the model to broaden its coverage and applicability to agencies other than PHS.

ORI Provides Detailed Guidanceto I nstitutional Officials

In 1995, ORI began preparing a detailed guidance document for institutional officials, entitled
ORI Handbook for Institutional Research Integrity Officers. In 1996, 51 institutions and
organizations reviewed the Handbook and it was extensively revised based on the comments
received. It wasfinalized in early 1997 and sent to approximately 2,000 institutions, professional
associations, PHS research integrity officers, and other interested persons.

The Handbook provides a comprehensive set of ORI guidance documents in one place and is
intended for use by ingtitutional officials who are responsible for handling research integrity issues
for the institution and reporting aleged misconduct to ORI. Included in the Handbook are the
PHS regulations, ORI’ s guidance on whistleblower retaliation, model policies and procedures for
ingtitutions, assurance and report forms, the Departmental Appeals Board (DAB) procedures for
misconduct cases, and a summary of several relevant DAB and court rulings. Also included isan
entirely new overview of institutional and ORI responsibilities.

Policy Issues Under Development
At year end, severa outstanding policy issues were still under development.

During 1996, a workgroup chaired by the Secretary’ s senior advisor on science policy reviewed
33 recommendations on research integrity issues made by the Commission on Research Integrity.
A report issued by the workgroup recommended that the Department adopt many of the
recommendations but defer action on others, such as a proposed new definition of scientific
misconduct. This latter issue was also being reviewed by the White House Office of Science and



Technology Policy, which was considering a government-wide definition.

A separate workgroup on whistleblower protections chaired by ORI reviewed the Commission's
recommendations on whistleblowers. The workgroup’s recommendations were incorporated into
adraft regulation on whistleblower protections, which was submitted for Departmental clearance
in 1997.

Final Departmental decisions on the draft whistleblower regulation and the Commission
recommendations were still pending at press time.



CONTENTS

|. Scientific Misconduct
Queries
Cases
Administrative Closures

I1. Institutional Compliance
Assurance Program
Compliance Review Program

[11. Education and Outreach
Publication Program
ORI Home Page
Whistleblower Study
AAAS Videos
Presentations
Published Articles
Federal Register Notices

IV. Information and Privacy
Freedom of Information Act
Privacy Act

Appendices
Appendix A: Closed Investigations—Statistical Profile
Appendix B: Summaries of Closed Investigations Resulting in Findings of Scientific
Misconduct or PHS Administrative Actions
Appendix C: Summaries of Closed Investigations Not Resulting in Findings of
Misconduct
Appendix D: Administrative Case Closures
Appendix E: Status of Civil Litigation, as of December 31, 1996
Appendix F: Executive Summary: Report on 1995 Annual Report on Possible Research
Misconduct
Appendix G: Compliance Review Case Summaries
Appendix H: Consequences of Being Accused of Misconduct: Report of A Study
Appendix I: Additional Information About the Office of Research Integrity
Appendix J. Abbreviations
Appendix K: List of Tables



I. SCIENTIFIC MISCONDUCT

The investigative workload associated with allegations of scientific misconduct includes queries,
cases, and administrative closures. Queries are potential alegations of scientific misconduct and
represent the initial contact with a complainant to determine whether a case exists. The ORI
caseload includes oversight and review of institutional inquiries and investigations and the conduct
of inquiries and investigations in the PHS intramural program or at extramural institutions under
gpecial circumstances (e.g., when the institution is unable or unwilling to do the inquiry or
investigation or multiple institutions are involved).

Queries

Each query received by ORI is assessed against the criteria which must be met in order to open a
case. Thesecriteriaare:

1.

The research in which the alleged misconduct took place must be supported by PHS funds
or involve an application for PHS funds.

A search is made of computer records for PHS grants, contracts, and cooperative
agreements. Relevant grant applications and/or publications are obtained to determine the
source of support.

The alleged misconduct meets the definition of scientific misconduct set forth in the PHS
regulations.

ORI must assess whether the action reported, if found to be true, would represent
"fabrication, falsification, plagiarism, or other practices that serioudy deviate from those
that are commonly accepted within the scientific community for proposing, conducting, or
reporting research.”

Many queriesinvolve questions of "honest differences in interpretations or judgments of
data’ which are specifically excluded under the PHS definition. If the allegation involves
possible financial misconduct, regulatory violations, criminal acts, or civil matters (e.g.,
harassment claims), ORI refers the query to the appropriate office or agency. If it involves
acredit or authorship dispute, ORI refers the allegation to the responsible institution for
resolution.

There must be adequate information to proceed with an inquiry.
ORI may request additional information from the person initiating the query, if the person
isidentified. If an alegation is made anonymously, and there is not adequate information

to proceed, ORI initiates a file and waits to see whether additional information will be
forthcoming.
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Review of information available to ORI (such as grant applications, review summary statements,
or correspondence with the funding agency) may result in a smple resolution of the query or
alegation if it is found to have arisen because of a misunderstanding or incomplete information.
Queries which meet the three criteria listed above may lead to ORI requesting an institution to
conduct an inquiry, or ORI opening its own inquiry.

Although only about 15-20 percent of the queries received result in aformal case being opened by
ORI, al queries must be carefully evaluated for appropriate disposition.

In 1996, ORI received 196 queries, a 20 percent decrease from the 244 queries received in 1995.
The disposition of the queries are presented in Table 1 below. Queries become active cases when
the criteria outlined above are met. Queries are administratively closed when the alegation does
not fall under ORI jurisdiction and cannot be referred to another agency or is resolved through
further inquiry and information. Queries may be referred to other agencies when the potential
allegation concerns the use of humans and animals in research, financia issues, research funded by
other agencies, and so on. No action is possible when a query does not contain sufficient specific
information to permit another disposition to be made.

Of the 196 queries made to ORI in 1996, 62 were assessed in detail for a possible inquiry or
investigation, 39 were referred to other agencies, 92 were closed without further action and three
were referred to other agencies following detailed ORI assessment. Fifty-two of the sixty-two
allegations (84%) that required in-depth review by ORI staff were resolved with an average
processing time of 29 days (time from assignment to closure or the opening of aformal case).
The other 10 cases were still under review at the end of the calendar year. The average length of
time for assessing allegations has been dramatically reduced by ORI from more than 200 daysin
1992.

Table 1: Disposition of Queriesin 1996

Pre-Inquiry Assessment 62

No Action Possible Now Or No Action 92

Referred to Other Agencies 39

Pre-Inquiry Assessment/Referred to Other 3

Agencies

TOTAL 196
Cases

In 1996, 17 of the 49 closed misconduct cases resulted in sustained findings of scientific
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misconduct or PHS administrative actions; another misconduct finding was reversed by the DAB.
At the end of the calendar year, ORI had 48 formal cases and 13 allegations under review, an all-
time low. ORI had aso reduced the pre-1995 backlog to eight cases.

The ORI caseload is divided into four elements: (1) institutional inquiries, (2) institutional
investigations, (3) ORI inquiries, and (4) ORI investigations.

Ingtitutional inquiries. Under the PHS regulation, institutions are not routinely required to report
the conduct of inquiries to ORI unless they result in investigations. ORI may become involved in
institutional inquiries when ORI receives an allegation directly from the complainant and then asks
the institution to conduct the inquiry; under these circumstances, the institution is required to
report the outcome of the inquiry to ORI. ORI then reviews the report to determine whether the
conduct of the inquiry complied with the PHS regulation and was thorough, competent, and
objective.

During 1996, ORI accepted 10 ingtitutional reports on inquiries that did not recommend
investigations. Falsification was the most frequent allegation examined in the inquiries (Six),
followed by plagiarism (three), and fabrication and falsification (one). ORI began 1996
monitoring 13 institutional inquiries. During 1996, ORI requested that 16 institutions conduct
inquiries, accepted 10 reports, and carried 19 cases into 1997.

Institutional investigations: Institutions are required by the PHS regulation to report to ORI the
initiation of an investigation and to submit areport to ORI upon completion of the investigation.
The ORI reviews the report to determine whether the conduct of the investigation complied with
the PHS regulation and was thorough, competent, and objective, and provided a basis for a PHS
finding of misconduct. ORI began 1996 monitoring 37 investigations at institutions. During
1996, 23 ingtitutional investigations were opened and 34 were closed. Twenty-six investigations
were carried into 1997.

ORI inquiries: ORI reviews al inquiries conducted into allegations of scientific misconduct within
the PHS intramural research programs. In addition, ORI conducts inquiries at extramural
ingtitutions if ORI determines there is aneed to do s, i.e., a multi-center clinical trial. ORI

closed one extramural inquiry in 1996, which was begun in 1995.

ORI investigations: ORI conducts al investigations into allegations of scientific misconduct in the
PHS intramural research programs. In addition, ORI conducts investigations at extramural
ingtitutions if the case involves specia circumstances. ORI closed four extramural investigations;
two were begun by ORI’ s predecessor, the Office of Scientific Integrity (OSI), and two involved
multi-center clinical trials. The three open investigations carried into 1997 included two
intramural cases and one extramural case that was opened by OSI.
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Table 2: ORI Scientific Misconduct Caseload by Case Type during 1996.

Case Type Forwarded from | Openedin 1996 | Closed in 1996 Carried into
1995 1997

Institutional 13 16 10 19

Inquiries

Institutional 37 23 34 26

Investigations

ORI Inquiries 1 0 1 0

ORI 7 0 4 3

Investigations

TOTAL 58 39 49 48

Administrative Closures

A case may be administratively closed when ORI concludes that no PHS funds or applications
were involved, or that continuing effort will not produce sufficient evidence to resolve a case
satisfactorily or further review indicates that the allegation does not fall under the PHS definition
of scientific misconduct. Four cases were administratively closed by ORI in 1996. These cases
are included in the statistical profile of closed investigations and are considered to be casesin
which thereis no finding of misconduct. See Appendix D for case summaries.
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INSTITUTIONAL COMPLIANCE

The PHS regulation on misconduct in science places several requirements on institutions receiving
funds under the PHS Act. ORI monitors institutional compliance with these regulatory
requirements through two programs: the Assurance Program and the Compliance Review
Program.

A. Assurance Program

The Assurance Program is responsible for ensuring that institutions that receive PHS funds have
an active assurance on file with ORI. The Assurance Program meets its responsibilities by
maintaining the assurance database, auditing awards to ingtitutions, conducting the Annual Report
on Possible Research Misconduct, and reviewing institutional policies and procedures in
collaboration with the Compliance Review Program.

Assurance Database

As of December 31, 1996, there were 3,515 active assurances on file in ORI, including 154 from
29 foreign countries. During 1996, 363 ingtitutions filed their initial assurance with ORI.
Ingtitutions file their initial assurance by signing the face page of the grant application or by
submitting the initial assurance form. ORI deleted 471 institutions because their assurance was
inactivated. One hundred and twenty-one institutions voluntarily withdrew their assurance
because they (1) did not expect to apply for PHS funds, (2) did not conduct research, (3) merged
with another institution, or (4) went out of existence. ORI withdrew the remaining 350
assurances because the institutions did not submit their Annual Report on Possible Research
Misconduct, did not submit a copy of its policies and procedures for responding to allegations of
research misconduct upon request, or did not have policies and procedures that complied with the
PHS regulation.
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Table 3: Type of Institution with Active Assurance by Frequency, December 31, 1996

Type of Institution Frequency

Institutions of Higher Education 876

Research Organizations, Institutes, 323
Foundations and L aboratories

Independent Hospitals 313

Educational Organizations 24
Other Than Higher Education

Other Health, Human Resources, 389
and Environmental Services Organizations

Other (small business) 1,583

Unclassified 7

TOTAL 3,515

Cutoff Letters

ORI adopted a new procedure for securing compliance from funded ingtitutions that failed to
respond to repeated requests for material required to establish or maintain an assurance. These
ingtitutions were notified by letter that ORI would recommend that NIH suspend current support
and withhold all future support to them if they failed to establish active assurances by submitting
the requested materials within 60 days. The required materials may be the Annual Report, an
initial assurance form, arequested policy, or arevised policy. ORI took this compliance action
againgt three institutions in 1996; all three institutions responded positively. Under this new
policy, ORI takes this compliance action after institutions have failed to respond to two requests.

Auditing Awards

Before making an award, PHS grant management officers are required to check the digibility of
the ingtitution to receive funding by determining whether the institution is listed in the ORI
Assurance Database. An ingtitution may not be listed in the database because it did not file an
assurance with ORI or it did not keep its assurance active by submitting the Annua Report on
Possible Research Misconduct or it voluntarily inactivated its assurance. If the institution is not
listed, the grant management officer notifies ORI, which requests the appropriate document from
the ingtitution to establish its igibility for funding.

In 1996, an audit indicated that awards were made to 26 ineligible institutions. ORI requested an
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initial assurance from these institutions and notified the appropriate grants management staff in
PHS agencies about the problem. As of December 31, 1996, an assurance was received from 19
ingtitutions and 7 grants expired.

Annual Reports on Possible Scientific Misconduct

To keep its assurance active, each institution must submit to ORI an Annua Report on Possible
Misconduct in Science (PHS form 6349) that provides aggregate information on alegations,
inquiries, investigations and other activities required by the PHS regulation. If the institution does
not submit the required annual report, its ingtitutional assurance lapses, and the institution
becomes indligible to apply for or receive PHS research funds.

The 1995 Annual Report forms were mailed in January 1996 to the 3,341 institutions that had an
assurance on file with ORI as of December 1, 1995. The Federa government shutdown caused
the Annua Reports to be mailed two weeks later than usual.

Responses were received from 2,968 ingtitutions for a response rate of 89 percent. One hundred
and twenty-one of those institutions (4%) voluntarily withdrew their assurances and, therefore,
did not file an annual report form with ORI. The Annua Report survey provides essential
information for administering the assurance program. The 1995 report identified 471 institutions
whose assurance was inactive and 111 ingtitutions that did not have the required policies and
procedures for handling allegations of scientific misconduct. In addition, it provided corrected
information on the name of the responsible official or the institutional addresses of 645 institutions
(21%). Institutions named 541 new responsible officials.

The Annual Report form requested institutions to report on (1) the availability of policies and
procedures for responding to allegations of scientific misconduct, (2) the number of allegations of
scientific misconduct received and the number of inquiries and investigations conducted,

(3) actions taken to restore the reputation of exonerated respondents, (4) actions taken to protect
the position and reputation of complainants, and (5) mechanisms used to inform faculty and
administrative staff about the policies and procedures adopted by the institution to respond to
allegations of scientific misconduct. For a summary of the results of the survey, see Appendix E.

B. Compliance Review Program

The Compliance Review Program is responsible for ensuring that institutions that apply for or
receive PHS funds establish the required policies and procedures and comply with them and the
PHS regulation in responding to allegations of research misconduct. In addition, the Program
responds to retaliation complaints from complainants and monitors the implementation of PHS
administrative actions by institutions and PHS agencies.
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1996 Compliance Cases

ORI carries out severa activities aimed at ensuring institutional compliance with the PHS
regulation related to scientific misconduct. 1n 1996, ORI closed 12 cases involving retaliation
complaints and/or compliance reviews and opened six. Ten cases were carried into 1997.

Most cases originate during the ORI oversight of misconduct investigations. ORI is contacted
directly by those whistleblowers aleging retaliation.

Table4: Summary of Compliance Review Cases

Type of Case Forwarded From | Opened In 1996 | Closed In 1996 | Forwarded to
1995 1997

Retaliation 5 3 4 4

Complaints

Compliance 7 3 6 4

Reviews

Complainty 4 0 2 2

Reviews

TOTAL 16 6 12 10

Compared with 1995, the new activity was reduced by more than half, 13 new casesin 1995
versus 6 casesin 1996. Summaries of closed compliance reviews and retaliation cases may be
found in Appendix F.

The program emphasis over the last three years has changed from comprehensive review of a
limited number of institutions to more focused reviews of specific institutional compliance issues
asthey arereceived. Routine examination of the institutional process involves significant staff
time, and the resulting reports have had limited impact on the program. The emphasis during
1996 has been to review more policies and procedures, particularly those associated with case
openings, to raise the percentage of institutional policies and procedures that comply with the
various provisions of the Federal regulation. More time and effort now is being spent evaluating
cases when they are received or referred to determine whether there is ORI jurisdiction and
sufficient significance to warrant ORI action before a case is opened. Cases that involve
allegations of retaliation are referred back to the institution for resolution.

Institution Uses ORI Guidelines for Retaliation Complaint

Guidelines developed by ORI to assist institutions in responding to retaliation complaints from
whistleblowers in scientific misconduct cases were used by an ingtitution for the first time in 1996.
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The ingtitution elected to conduct an investigation rather than submit the complaint to arbitration
or reach a settlement with the two whistleblowers. The investigation was conducted by a
committee composed of three full-time tenured faculty members. During the 4-month
investigation, the committee interviewed 22 individuals including the whistleblowers and al of the
aleged retaliators, and reviewed more than 1,650 pages of documents. The finding of no
retaliation was reported in an extensive, well-documented report that included comments from the
whistleblowers.

ORI found that the institution had substantially complied with the process outlined in the
guidelines and informed the institution that it had met its obligation to undertake diligent effortsto
protect the positions and reputations of the whistleblowers.

PHS ALERT System

The implementation of administrative actions is monitored through the PHS ALERT, a system of
records subject to the Privacy Act. Individuals are entered into the PHS ALERT System when:
(2) ORI has made afinding of scientific misconduct concerning the individual; (2) the individual is
the subject of an administrative action imposed by the Federal government as aresult of a
determination that scientific misconduct has occurred; (3) the individual has agreed to voluntary
corrective action as aresult of an investigation of scientific misconduct; (4) ORI has received a
report of an investigation by an institution in which there was a finding of scientific misconduct
concerning the individual and ORI has determined that PHS has jurisdiction; or (5) FDA has
determined that there is sufficient reason to believe that official action is warranted against the
individual for violation of an FDA regulation governing research.

Information on each individual in the system is limited to name, social security number, date of
birth, type of misconduct, the name of the institution that conducted the investigation, a summary
of the administrative actions imposed as a result of the misconduct, and the effective and
expiration dates of the administrative actions.

The system was computerized in 1994 to facilitate checks against incoming applications, pending
awards, and proposed appointments to PHS advisory committees, boards, and peer review
groups.

On January 1, 1996, the names of 197 individuals were in the system. ORI had listed 68 names
and the FDA had listed 129 names. During the year ORI added 15 names and removed 14, while
the FDA removed 4 names. On December 31, 1996, the names of 194 individuals were in the
system, 69 listed by ORI and 125 listed by FDA.

ORI added 15 names because 7 respondents agreed to a voluntary exclusion agreement, and 8
were found to have committed scientific misconduct in institutional reportsto ORI. Fourteen
names were removed during the year, 10 because the term of the administrative actions expired, 2
because ORI did not concur with the institutional findings of misconduct, 1 because additional
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evidence showed there was no PHS jurisdiction in the matter, and 1 name was removed as a result
of areversal of the ORI misconduct finding by the DAB.

Of the 69 names in the system at year end, 60 individuals have had administrative actions imposed
by ORI, and 9 remain as aresult of an institutional report in which there was a finding of scientific
misconduct.

During 1996, five individuals whose names had been entered as a result of an institutional report
were subsequently subjected to an administrative action, with all five agreeing to a voluntary
exclusion.

The 125 names listed by FDA on December 31, 1996, were due to 30 FDA debarments, 73
restrictions on the use of investigational drugs, and 22 restrictions on the use of investigational
products. In only one instance was there a concurrent listing by FDA and ORI. FDA deleted four
names in 1996 because the administrative actions had expired.
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IIl. EDUCATION AND OUTREACH

ORI educational and outreach activities were curtailed by budget constraints in 1996.
Nevertheless, ORI was able to (1) make two additions to its publication program,; (2) continue the
development of athird new publication, and (3) expand the ORI home page. In addition, an ORI
publication was given recognition by the Department and the AAAS video project supported by
ORI was completed. ORI staff made six presentations and published three articles and a letter.
Seventeen notices and one correction were published in the Federal Register.

Publication Program

ORI continued its popular publication program in 1996. ORI has developed publications to help
improve institutional compliance with the PHS regulation on research misconduct, institutional
capabilities to handle allegations of research misconduct, and protection of whistleblowers. A
complete list of available resource materia is posted on the ORI home page located at
http://www.dhhs.gov/phs/ori.

The number of requests for ORI resource materials more than doubled from 548 in 1995 to 1,275
in 1996 including the ORI Newdletter, ORI Annual Report, guidelines for responding to retaliation
complaints, the model policy and procedures for responding to allegations of scientific
misconduct, the plagiarism conference report, the report on the consequences of whistleblowing,
an introductory pamphlet on ORI, Guidelines for the Conduct of Research within the Public
Health Service, and Data Management in Biomedical Research.

The new publications are the Survey of Accused but Exonerated Respondents in Research
Misconduct Cases and the Report on the 1995 Annual Report on Possible Research Misconduct.
Highlights of the findings of the accused study may be found in the Highlights section, with a
more detailed description contained in Appendix G. The report on the annual reports filed by
2,847 ingtitutions provides information on the institutional population that have submitted
assurances to ORI, the number of allegations received and inquiries and investigations conducted,
the efforts made to restore the reputation of exonerated individuals and protect whistleblowers,
the problems encountered in conducting the annual survey and the proposed solutions to those
problems. The executive summary of the report may be found in Appendix E.

ORI Home Page

The ORI home page, created in 1995, proved to be a quick, effective, and inexpensive method for
disseminating ORI resource materialsin 1996, especialy the ORI Model Policy. The home page
received about 300 hits per month. Besides newsletter issues and ORI annual reports, the two
new publications noted above and the Report of the Commission on Research Integrity were
uploaded. In addition, the original address of the ORI home page was shortened to
http://www.dhhs.gov/phs/ORI.
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Whistleblower Study

The Consequences of Whistleblowing for the Whistleblower in Misconduct in Science project
completed in 1995 was selected as 1 of 11 HHS evaluations to be summarized in a special chapter
of the Department’ s first annual report on evaluations. These evaluations were recognized for
their quality and potential use by the health and human services research and practice
communities.

AAASVideos

The American Association for the Advancement of Science (AAAS) produced a series of five
10-minute videos for use in educational programs and discussions in 1996 to help scientists assess
their responsibilities for maintaining the quality and integrity of their research. Financia support
was provided by the NIH, ORI, and the Agricultural Research Service. ORI provided funding in
1993 for development of the first two video scripts, and a staff member served on the advisory
committee that oversaw production of the videos.

The videos dramatize hypothetical situations in research that raise ethical issues, but leave them
unresolved in order to stimulate discussion. Among the topics addressed are issues such as the
role and responsibilities of mentors and lab chiefs, determination of authorship, allocation of
credit, data selection, whistleblowing, handling privileged information, as well as practices relating
to the retention, sharing, and reporting of data. A resource guide accompanies the series that
includes discussion questions and a bibliography of related subject matter.

Copies of the videos or the discussion and resource guide may be ordered* from Science Integrity
Videos, AAAS Directorate for Science and Policy Programs, 1200 New Y ork Avenue, N.W.,
Washington, D.C. 20005; Fax: (202) 289-4950.

Presentations

Richard D. Broadwell, DRI Investigator/Scientist, discussed interpreting the potential for
transcytosis of macromolecules through the blood-brain fluid barriers at the conference
“Understanding the Blood-Brain Barrier and Its Implications for Drug Targeting Strategies’ in
London, England on November 14-15, 1996.

AliciaK. Dustira, DPE Deputy Director, discussed the Federa role in ethics education and
standards as part of a Panel Presentation on Ethical Standards for Science and Engineering at the
AAAS Annua Meeting in Baltimore, Maryland on February 11, 1996.

Stephen M. Godek, OGC Attorney, described the duties and functions of ORI and provided

“Lists are neither exhaustive nor all inclusive. Nor, should any of the items listed or
described be even remotely construed as being favored or endorsed by the Government.
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advice to institutional counsel at a conference focussing on legal issues affecting academic medical
centers and other ingtitutions that was sponsored by the American Academy of Healthcare
Attorneys of the American Hospital Association in Rosslyn, Virginia on January 18, 1996.

Chris B. Pascal, Acting ORI Director, presented "Whistleblower Issuesin Scientific Misconduct”
at the Annual Meeting of the Society of Research Administrators in Toronto, Canada on
October 7, 1996.

Chris B. Pascal, Acting ORI Director, addressed the definition of scientific misconduct and the
recommendations of the Commission on Research Integrity at the National Human Subject
Protections Education Workshop at Emory University in Atlanta, Georgiaon April 12, 1996.

Lawrence J. Rhoades, DPE Director, served as a discussant at the premiere showing of the AAAS
Videos on Integrity in Scientific Research in Washington, D.C. on July 17, 1996.

Published Articles

Baker-Cairns, B.J., Sloan, D.J,, Broadwell,* R.D., Puklavec, M., and Charlton, H.M
“Contributions of donor and host blood vesselsin CNS allografts.” Experimental
Neurology 142:36-46, 1996.

Broadwell, R.D.,* Baker-Cairns, B.J., Friden, P.M., Oliver, C., and Villegas, J.C. “Transcytosis
of protein through the mammalian cerebral epithelium and endothelium. I11. Receptor-
mediated transcytosis through the blood-brain barrier of blood-borne transferrin and
antibody against the transferrin receptor.” Experimental Neurology 142:46-65, 1996.

Soskolne, C. and Macfarlane, D.K.* “Scientific misconduct in epidemiological research.”
In Ethics in Epidemiology, February 1996.

Price, A.R. “Federal actions against plagiarism in research.” Journal of Information Ethics
5(1):34-51, 1996.

*ORI staff
Federal Register Notices

Findings of Scientific Misconduct. 61 Fed. Reg. 1765, Jan. 23, 1996. Paruchuri
Findings of Scientific Misconduct. 61 Fed. Reg. 10584, March 14, 1996. Daubert
Findings of Scientific Misconduct. 61 Fed. Reg. 11010, March 18, 1996. Lee

Findings of Scientific Misconduct. 61 Fed. Reg. 15806, April 9, 1996. Abbs

Findings of Scientific Misconduct. 61 Fed. Reg. 16803-16804, April 17, 1996. Farooqui
Findings of Scientific Misconduct. 61 Fed. Reg. 16804, April 17, 1996. Vardi

Findings of Scientific Misconduct. 61 Fed. Reg. 17705, April 22, 1996. Gans
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Findings of Scientific Misconduct.
Findings of Scientific Misconduct.
Findings of Scientific Misconduct.
Findings of Scientific Misconduct.
Findings of Scientific Misconduct.
Findings of Scientific Misconduct.

61 Fed. Reg. 19295, May 1, 1996. Friedman

61 Fed. Reg. 24798, May 16, 1996. Washabaugh
61 Fed. Reg. 29103-29104, May 16, 1996. Fossel
61 Fed. Reg. 32826-32827, June 26, 1996. Altman
61 Fed. Reg. 33744-33745, June 28, 1996. Kumar
61 Fed. Reg. 39461-39462, July 29, 1996. Abdulahi

Correction. 61 Fed. Reg. 55152, Oct. 24, 1996. Friedman

Findings of Scientific Misconduct.

61 Fed. Reg. 56962-56963, Nov. 5, 1996. Harrington

Notice of Settlement. 61 Fed. Reg. 57436, Nov. 6, 1996. Yuan

Findings of Scientific Misconduct.
Findings of Scientific Misconduct.

61 Fed. Reg. 58883, Nov. 19, 1996. Whitters
61 Fed. Reg. 63849-63850, Dec. 2, 1996. Li
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INFORMATION AND PRIVACY
Freedom of Information Act

The Freedom of Information Act (FOIA), 5 U.S.C. § 552, allows the public access to ORI
records while protecting certain information that falls within one of the Act’s nine exemptions.

ORI records are primarily subject to exemptions 5, 6, and 7 of the FOIA. Exemption 5 covers
internal government communications and notices. Exemption 6 covers documents about
individuals that, if disclosed, would congtitute a clearly unwarranted invasion of personal privacy.
Exemption 7 covers records that the government has compiled for law enforcement purposes.

A FOIA request for ORI records should be made to the PHS FOIA Officer, Darlene Christian,
Parklawn Building, Room 13 C 24, Rockville, MD 20857. The request must reasonably describe
the records sought so that the agency officia is able to locate the records with a reasonable
amount of effort. Some requests may be subject to review, search and duplication costs.

Reguests for ORI documents decreased 20 percent this year, faling from 98 requests in 1995 to
79 requests in 1996, the same number received in 1994. Responses to 82 requests were
completed and 17 requests were carried into 1997.

Privacy Act

The purpose of the Privacy Act of 1974, 5 U.S.C. § 5524, is to balance the needs of the
government to maintain information about individuals with the rights of the individua to be
protected against unwarranted invasions of their privacy stemming from federal agencies
collection, maintenance, use, and disclosure of personal information about the individual. Under
the Privacy Act, an agency is required to publish a notice of its system of records when the
information in the system isinformation about an individual that is retrieved by a persona
identifier.

Therecords in ORI files are part of a system of records that was published in the Federal Register
on January 6, 1995 (60 Fed. Reg. 2140). However, these records are specifically exempted from
specific provisions of the Privacy Act regarding notification, access, and correction and
amendment of records requests by the subject of the records. Nonetheless, each request for
access is reviewed on a case-by-case basis. Additionaly, if the records are denied under the
Privacy Act for reasons of the exemptions, the subject of the records may still be entitled to obtain
access to his or her records or portion thereof under the provisions of the Freedom of Information
Act.

A Privacy Act request should be made to the system manager, Acting Director, Division of

Research Investigations, ORI or the Privacy Act Officer, ORI. For arequest to fall within the
purview of the Privacy Act, it must be from the subject of the records or his or her legal
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representative.

Nineteen requests for information were received under the Privacy Act in 1996. All requests
received responses.
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Appendix A: Closed Investigations. Statistical Profile

This section presents a descriptive analysis of the 38 investigations closed during 1996 under the
following headings: (1) Setting of Closed Investigations, (2) Type of Allegation, (3) Institutional
Actions, (4) Government Actions, (5) Respondent, (6) Relationship between Complainant and
Respondent, (7) Complainant, (8) Length of Inquiries, (9) Length of Investigations, and (10) Size
of Panels. Investigative outcomes are based on the final disposition of the case including the
result of any hearing.

Setting of Closed Investigations
The setting of closed investigations is described from four perspectives. (a) Type of PHS
Research Program, (b) Performer of Investigation, (c) Institutional Setting, and (d) Funding

M echanism.

Type of PHS Research Program

All 38 investigations closed in 1996 involved PHS extramural research programs. The research
involved in the investigations was supported by 16 NIH institutes. Seventeen investigations (45
percent) resulted in a misconduct finding; 21 investigations (55 percent) did not.

Table5: Investigation Outcome by Type of PHS Research Program, 1996

PHS Research Misconduct No Misconduct | Admin. Closure | Total
Program Type

Extramural 17 19 2 38
Intramural 0 0 0 0
TOTAL 17 19 2 38

Performer of Investigation

The PHS regulation assigns the primary responsibility for conducting inquiries and investigations
into alegations of scientific misconduct to applicant and awardee institutions. However, the
regulation reserves the right of the Department "to perform its own investigation at any time prior
to, during, or following an ingtitution's investigation.” Eighty-nine percent of the investigations
closed were conducted exclusively by institutions. Two extramural investigations were begun by
ingtitutions, but subsequently taken over by OSI before being closed by ORI. Two other
extramural investigations were conducted by ORI because they involved multi-center clinical
trials.
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Table 6: Investigation Outcome by Performer of Investigation, 1996

Performer Misconduct No Misconduct | Admin. Closure | Total

Institutional 15 17 2 34
Institutional /ORI 1 1 0 2
ORI 1 1 0 2
TOTAL 17 19 2 38

Institutional Setting

Ninety-two percent of the investigations were conducted in two institutional settings: medical
schools (79 percent) and hospitals (13 percent). The 38 investigations were conducted by 33
ingtitutions. One ingtitution with several affiliates conducted four investigations; two institutions
conducted two investigations each. One investigation was conducted consecutively by two
ingtitutions. Within institutions, the investigations involved such departments as biochemistry,
biology, cardiology, dermatology, microbiology and immunology, molecular biology and
biochemistry, molecular endocrinology, neurology, obstetrics-gynecology, oncology,
otolaryngology, pathology, pediatrics, pharmacology, physiology, psychiatry, psychology, and
radiology.

Table 7: Investigation Outcome by Institutional Setting, 1996

| nstitutional Misconduct No Misconduct | Admin. Closure | Tota
Setting

Medica School 12 17 1 30
Hospital 4 1 0 5
Hedth Science 0 0 1 1
Center

Research 1 0 0 1
Institute

Clinica Center 0 1 0 1
TOTAL 17 19 2 38

Funding M echanisms
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The 12 funding mechanisms involved in the closed investigations support grants, contracts or
cooperative agreements, awarded to individuals or institutions to support basic or clinical research
projects, programs or centers or to develop new researchers or support distinctly superior
researchers. The traditional research grant (RO1) was the dominant mechanism. However, the
mechanisms also include program projects (PO1), the general clinical research centers program
(MOL), center core grants (P30), specialized centers (P50) and cooperative clinical research
(U10). In addition, mechanisms for training and devel oping researchers are
involved—institutional national research service award (T32), postdoctora individua nationd
research service awards (F32), clinical investigator awards (KO8), and first independent research
support and transition (FIRST) awards (R29) as well as the method to extend research in time
(MERIT) award (R37) to distinctly superior researchers. The investigations were also concerned
with research and development contracts (NO1). A single mechanism was involved in 23
investigations; 2 mechanismsin 12 investigations, and 3 mechanismsin 3 investigations.

Table 8: Investigation Outcome by Funding Mechanism, 1996

Funding Misconduct No Misconduct | Admin. Closure | Total
Mechanism
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Type of Allegation

Allegations of falsification and/or falsification accounted for 92 percent of the investigation closed
and 94 percent of the misconduct findingsin 1996. Falsification either alone or in combination
with fabrication or plagiarism provided the basis for 31 investigations (82 percent) and 14
misconduct findings (82 percent). Fabrication alone or in combination with falsification
accounted for 15 investigations (39 percent) and 9 misconduct findings (52 percent). Plagiarism
alone or in combination with falsification or serious deviations accounted for 4 investigations (11
percent) and 2 misconduct findings (12 percent).

Table 9: Investigation Outcome by Type of Allegation, 1996

Allegation Misconduct No Misconduct | Admin. Closure | Total
Fabrication 2 0 1 3
Falsfication 6 11 1 18
Plagiarism 1 0 0 1
Fabrication/ 7 5 1 13
Falsfication

Fasification/ 1 1 0 2
Plagiarism

Plagiarism/ 0 1 0 1
Serious

Deviations

TOTAL 17 19 2 38

I nstitutional Actions

The PHS regulation on misconduct in science requires institutions to impose appropriate
sanctions on individuals when the allegation of misconduct has been substantiated. Ingtitutions
reported 17 actions related to the 38 closed investigations. In the 17 investigations that resulted
in misconduct findings, only nine institutions reported sanctions against the respondents. Eight
respondents had their employment terminated; the research of the ninth respondent was subjected
to monitoring. Five ingtitutions reported taking sanctions against respondents who were not
found to have committed misconduct. Several respondents in one investigation were given letters
of reprimand and prohibited from serving on review committees because of errors and negligence
found in the preparation of a grant application. The grant applications of another respondent
were subjected to monitoring because the investigation found a pattern of sloppiness and
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inattention to critical detailsin his applications. In the third instance, the respondent was required
to retract an article because he falsified the description of the methodology. The employment of a
another respondent was terminated because the investigation concluded that he did not
understand the recording device used in the research or the theory guiding the research. One
institution reported taking actions against the respondent in one case, but did not specify what
those actions were.

Table 10: Investigation Outcome by Institutional Action, 1996

| nstitutional Misconduct No Misconduct | Admin. Closure | Tota
Action

Letter of 0 1 1 2
Reprimand/
Censure

Monitoring of 1 1 0 2
Research

Retraction/ 0 1 0 1
Correction of
Article

Prohibited from 0 1 0 1
Serving on
Review
Committees

Removed from 0 1 0 1
Administrative
Post

Terminated 8 1 1 10
Employment

TOTAL 9 6 2 17

Government Actions

The PHS regulation on misconduct in science aso recognizes the authority of HHS to impose
administrative actions of its own on investigators and institutions for violating the regulation. The
Department took 43 administrative actions against respondents in the 17 misconduct cases. Two
actions were taken against 11 respondents; 3 against 3 respondents; and 4 against 3 respondents.
The actions were based on 17 voluntary exclusion or settlement agreements.
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Thirteen respondents were debarred from receiving Federal grants, contracts, and cooperative
agreements for periods ranging from 18 monthsto 4 years. Seven were debarred for 3 years; four
for 2 years; one for 4 years, and one for 18 months. All 17 respondents were prohibited from
serving on PHS advisory committees, boards, or peer review groups for periods ranging from 2 to
4 years. Fifteen respondents were prohibited for 3 years; one for 4 years, and one for 2 years.
Institutions employing eight respondents were required to submit to the funding agency and ORI
aplan for supervising the participation of the respondents in any PHS-supported research for
periods ranging from 1 to 3 years. Four respondents were required to be supervised for 3 years;
one for 2 years and three for 1 year. Supervision actions lasting less than 3 years began after the
debarment period ended. Institutions employing three respondents were required to submit
certification to the funding agency and ORI for periods ranging from 1 to 3 years that the data
submitted by the respondent in grant applications existed and was accurately represented. A
certification for 1 year began after the debarment period ended. One respondent was required for
3 yearsto submit a certification to his institution that the work of others contained in each
document, application, or report he or she submitted to a PHS component was properly
attributed. An ingtitutional official must endorse the respondent’ s certification and forward the
endorsed certification to the funding agency and the ORI. One respondent was required to retract
an article; four other respondents had already withdrawn their manuscripts or retracted articles.

Table 11: Frequency of Type of Government Action

Government Action Frequency
Debarment 13
Prohibition from Advisory Committees 17
Supervision of Duties 8
Certification of Data 3
Certification of Contributors 1
Retraction/Correction 1
TOTAL 43
Respondents

The respondents are described by (1) academic rank, (2) highest academic degree, and (3) gender.
Academic Rank of Respondents

The majority of allegations and misconduct findings were made against junior personnel (assistant
professors, postdoctoral fellows, students and technicians) rather than senior personnel. Fifty-
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nine percent of the respondents were junior personnel. Seventy-one percent of the misconduct
findings were against junior personnel. The most frequent targets of allegations were

postdoctoral fellows (13), associate professors (10), professors (8) and technicians (7).
Allegations were most frequently supported against postdoctoral fellows (62 percent), technicians
(43 percent) and associate professors (40 percent). Allegations were least often supported against
professors (13 percent).

Table 12: Investigation Outcome by Academic Rank of Respondent, 1996

Respondents Misconduct No Misconduct | Admin. Closure | Tota
Academic Rank

Professor 1 7 0 8
Associate 4 6 0 10
Professor

Assistant 0 2 0 2
Professor

Postdoctoral 8 3 2 13
Fellow

Student 1 2 0 3
Technicians 3 5 0 8
TOTAL 17 25 2 44*

* Note: Four cases had two respondents and one case had three respondents.
Respondents Degrees

Eighty-six percent of the respondents held doctorates; 59 percent held a Ph.D. degree; 23 percent
held an M.D. degree; and 2 percent each held aD.V.M. degree or D.D.S. degree. Sixty-five
percent of the individuals found guilty of scientific misconduct held aPh.D. degree. Allegations
were most frequently supported against persons holding an M.A. degree (100 percent), registered
nurse degree (67 percent) and Ph.D. degree (42 percent).
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Table 13: Investigation Outcome by Highest Degree of Respondent, 1996

Respondents Misconduct No Misconduct | Admin. Closure | Total
Academic Rank

Ph.D. 11 13 2 26
M.D. 2 8 0 10
D.V.M. 2 1 0 1
D.D.S. 0 1 0 1
R.N. 2 1 0 3
M.A. 2 0 0 2
Unknown 0 1 0 1
TOTAL 17 25 2 44*

*Four cases had two respondents and one case had three respondents.

Gender of Respondent

Allegations were more often made against males than females. Sixty-one percent of the

respondents were males. However, allegations against females were more often supported (44
percent vs 37 percent). Nevertheless, more misconduct findings were made against males than
females (59 percent vs 41 percent).

Table 14: Investigation Outcome by Gender of Respondent, 1996

Gender Misconduct No Misconduct | Admin. Closure | Total
Mde 10 17 0 27
Female 7 7 2 16
Unknown 0 1 0 1
TOTAL 17 25 2 44*

* Four cases had two respondents and one case had three respondents.

Complainants

Complainants are described by (1) relationship to respondents, (2) academic rank, (3) highest
academic degree, and (4) gender. The description is somewhat tentative because of the amount of

missing data.
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Relationship to Respondents

The relationships that existed between complainants and respondents in the 1996 closed

investigations covered a broad range. The most frequent relationship was colleague, followed by

laboratory chief.

Table 15: Investigation Outcome by Relationship of Complainant to Respondent, 1996

Position of Misconduct No Misconduct | Admin. Closure | Total
Complainant

Associate Vice 0 1 0 1
Chancellor

Laboratory 3 2 1 6
Chief

Co-Author 1 0 0 1
Colleague 5 11 3 19
Dean of 0 1 0 1
Institution

Employer 0 1 0 1
Graduate 3 0 0 3
Student

Other 1 2 0 3
| nstitutional

Officid

Mentor 1 0 0 1
Principa 1 1 1 3
Investigator

Reviewer of 1 1 0 2
Grant

Application

Unknown 3 1 0 4
TOTAL 19 21 5 45*

*Two cases had two complainants, one case had three complainants, and one case had four

complainants.
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Complainants Academic Rank

Senior personnel (dean, professor, associate professor) appear to make allegations more often
than junior personnel.

Table 16: Investigation Outcome by Academic Rank of Complainant, 1996

Rank of Misconduct No Misconduct | Admin. Closure | Tota
Complainant

Dean 0 1 0 1
Professor 3 6 2 11
Associate 2 4 1 7
Professor

Assistant 1 3 1 5
Professor

Postdoctoral 1 2 0 3
Fellow

Student 3 0 0 3
Unknown 9 5 1 15
TOTAL 19 21 5 45*

*Two cases had two complainants, one case had three complainants, and one case had four

complainants.
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Complainant’s Degree

Most complainants held either an M.D. or Ph.D. degree.

Table 17: Investigation Outcome by Highest Degree of Complainant, 1996

Degree of Misconduct No Misconduct | Admin. Closure | Total
Complainant

Ph.D. 5 12 4 21
M.D. 6 6 1 13
R.N. 1 0 0 1
B.A. 3 0 0 3
No Degree 1 0 0 1
Unknown 3 3 0 6
TOTAL 19 21 5 45*

*Two cases had two complainants, one case had three complainants, and one case had four

complainants.

Complainants Gender

More complainants were male than female.

Table 18: Investigation Outcome by Gender of Complainant, 1996

Gender Misconduct No Misconduct | Admin. Closure | Total
Mde 11 15 5 31
Femae 3 3 0 6
Unknown 5 3 0 8
TOTAL 19 21 5 45*

*Two cases had two complainants, one case had three complainants, and one case had four

complainants.
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Length of Inquiry

According to the PHS regulation, institutions are required to complete an inquiry "within 60
calendar days of itsinitiation unless circumstances clearly warrant alonger period.” When a
longer period is required, the circumstances warranting the longer period must be included in the
inquiry report. However, the regulation does not stipulate the starting and ending points of an
inquiry. In Table 19, the 60-day period was measured from the date on which the inquiry panel
held its first meeting to the date of the inquiry panel report. Using these criteria, 19 inquiries (50
percent) were completed within the required 60-day period. The shortest inquiry took 3 days, the
longest inquiry took 970 days.

Table 19: Investigation Outcome by Length of Inquiry, 1996

Inquiry Length Misconduct No Misconduct | Admin. Closure | Total
Fewer than 30 6 9 0 15
days

30-60 days 3 0 1 4
61-90 days 1 3 1 4
91-120 days 3 1 0 4
121-150 days 1 0 0 1
More than 150 3 6 0 9
days

Unknown* 1 0 0 1
TOTAL 17 19 2 38

*The inquiry report did not contain the date of the first panel meeting and/or the inquiry report

was not dated.
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Length of Investigation

According to the PHS regulation, an investigation should ordinarily be completed within 120 days
of itsinitiation. This includes conducting the investigation, preparing the report of findings,
making that report available for comment by the subjects of the investigation and submitting the
report to the ORI. If additional time is needed, the institution is required to request an extension
from ORI. However, the regulation does not stipulate a starting point for investigations. In Table
20, the length of the investigation was measured from the date of the first meeting of the
investigation committee to the date ORI received the report. Thirteen investigations (34 percent)
were completed within 120 days. The shortest investigation took 4 days and the longest
investigation took 2,231 days.

Table 20: Investigation Outcome by Length of Investigation, 1996

Investigation Misconduct No Misconduct | Admin. Closure | Total
Length

120 days or 7 5 1 13
fewer

121-180 days 4 5 1 10
181-240 days 1 1 0 2
241-300 days 1 3 0 4
More than 300 4 5 0 9
days

TOTAL 17 19 2 38

Size of Inquiry Panels

The PHS regulation requires institutions to secure necessary and appropriate expertise to carry
out a thorough and authoritative evaluation of the relevant evidence in any inquiry or
investigation. In conducting inquiries, institutions established panels composed of one to six
members to provide this expertise. The modal size was three.
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Table 21: Investigation Outcome by Size of Inquiry Panel, 1996

Number of Panel | Misconduct No Misconduct | Admin. Closure | Total
Members

One 4 3 0 7
Two 1 3 0 4
Three 9 10 1 20
Four 2 0 1 3
Five 1 2 0 3
Six 0 1 0 1
TOTAL 17 19 2 38

Size of Investigation Panels

The size of the investigative committees ranged from one to six members. The modal size was

three.

Table 22: Investigation Outcome by Size of Investigation Panel, 1996

Number of Panel | Misconduct No Misconduct | Admin. Closure | Total
Members

One 1 0 0 1
Two 1 2 0 3
Three 9 10 2 21
Four 4 0 0 4
Five 2 4 0 6
Six 0 3 0 3
TOTAL 17 19 2 38
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Appendix B: Summariesof Closed I nvestigations Resulting in Findings of Misconduct or
PHS Administrative Actions

Fabrication

Yi Li, University of Illinois, Urbana-Champaign (UI-UC): Based upon an investigation
conducted by" the UI-UC, information obtained by ORI during its oversight review, and Mr. Li’s
own admission, ORI found that Mr. Li, while a candidate for a Ph.D. degree in the Neuroscience
Program at the UI-UC, engaged in scientific misconduct by fabricating an experimenta study and
results for research represented in an abstract prepared for submission for presentation at a
national meeting. The research was supported by a grant from the National Institute on Aging,
NIH. The fabricated abstract and results addressed an electrophysiological study of the
behaviora correlates for long-term potentiation in the motor cortex of the central nervous system
of freely moving rats.

Mr. Li accepted the ORI finding and entered into a Voluntary Exclusion Agreement with ORI in
which he voluntarily agreed, for a 3-year period beginning November 18, 1996, to exclude himself
from serving in any advisory capacity to the PHS and that any institution that submits an
application for PHS support for a research project on which his participation is proposed or which
uses him in any capacity on PHS-supported research must concurrently submit a plan for
supervision of hisduties. The fabricated abstract was not published nor used in any grant
applications.

Danya J. Vardi, Harvard Medical School (HM S): Based on an investigation conducted by the
ingtitution as well as information obtained by ORI during its oversight review, ORI found that
Danya J. Vardi, former HM S Research Associate in Psychology in the Department of Psychiatry
at the Massachusetts Mental Health Center and former part-time Research Assistant at the
Cambridge Hospital, committed scientific misconduct. ORI found that Ms. Vardi fabricated
subject responses regarding recall and recognition of words having an emotional valencein
research supported by a PHS grant entitled “Psychophysiologic study of child abuse imagery in
adults’ at the Manchester New Hampshire VA Research Center.

Ms. Vardi entered into aVoluntary Exclusion Agreement with ORI in which she voluntarily
agreed, for a 3-year period beginning March 28, 1996, to exclude herself from any Federa grants,
contracts, or cooperative agreements, and from serving in any advisory capacity to the PHS. No
scientific publications were required to be corrected.

Falsfication
Gail L. Daubert, R.N., Northwestern University (NU): Based on an investigation conducted

by DRI, ORI found that Ms. Daubert, while serving as clinic coordinator for the Collaborative
Ocular Melanoma Study (COMS) at NU, committed scientific misconduct by falsifying clinical

41



trial data. The multi-center COM S (which is supported by NIH) involves research on the
treatment of choroidal melanoma, arare form of eye cancer. The study is still ongoing, and no
results have been published. ORI found that Ms. Daubert falsified 211 data items, including
falsely reporting that a radiation oncologist had evaluated patients prior to randomization, falsely
reporting laboratory blood test results were normal when the results were abnormal, falsely
reporting that dates for patient visits or procedures had been performed within the specified
protocol window when the actual date was outside the protocol window, and falsely reporting
that a COMS certified examiner had performed an evaluation or procedure when a non-certified
examiner had performed the task. Ms. Daubert entered into a Voluntary Exclusion Agreement
with ORI in which she did not admit to any acts of scientific misconduct, but she agreed
voluntarily for the 3-year period beginning March 4, 1996, to exclude herself from: (1) Federa
grants, contracts, and cooperative agreements, with limited exceptions; and (2) to exclude herself
from serving in any advisory capacity to the PHS.

Eric T. Fossel, Ph.D., Beth Israel Hospital/Harvard Medical School (BIH/HMYS): Based on
ORI's analysis of the relevant evidence and conclusions submitted by the Harvard Medical School
Committee on Faculty Conduct, ORI found that Dr. Fossel, former Harvard Medical School
Associate Professor of Radiology at Beth Israel Hospital, committed scientific misconduct by
reporting falsified research resultsin a PHS grant application. Specifically, Dr. Fossel altered
nuclear magnetic resonance (NMR) data in the Multi-center Breast Trial (MCBT) such that the
NMR test, purporting to detect from a patient's blood sample a predisposition toward malignancy
or arelapse, appeared to be more accurate, sensitive, and specific than was actually the case.
Premised on these falsely reported results, Dr. Fossel proposed in a PHS grant application that the
National Cancer Institute provide funds to complete the MCBT. Dr. Fossel entered into a
Voluntary Exclusion Agreement with ORI in which he voluntarily agreed, for the 3-year period
beginning May 9, 1996, to exclude himself from any Federal grants, contracts, and cooperative
agreements, and from serving in any advisory capacity to the PHS.

Melissa A. Harrington, Ph.D., University of Texas Southwestern M edical Center
(UTSMC): Based upon an investigation conducted by the UTSMC, information obtained by ORI
during its oversight review, and Dr. Harrington's own admission, ORI found that Dr. Harrington,
former postdoctoral research fellow, Department of Pharmacology at the UTSMC, engaged in
scientific misconduct by falsifying the methodology and figures in a manuscript that was accepted
for publication in the Journal of Neuroscience (“G,, and G, open two Bradykinin-gated
potassium channels via a membrane-delimited pathway"). The research was supported by a
National Institute of General Medical Sciences grant. The Journal of Neuroscience manuscript
was withdrawn and was never published. Dr. Harrington accepted the ORI finding and entered
into a Voluntary Exclusion Agreement with ORI in which she voluntarily agreed, for the 3-year
period beginning October 23, 1996, to exclude herself from serving in any advisory capacity to
the PHS; and that any ingtitution that submits an application for PHS support for aresearch
project on which her participation is proposed or which uses her in any capacity on
PHS-supported research must concurrently submit a plan for supervision of her duties. The
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supervisory plan must be designed to ensure the scientific integrity of Dr. Harrington's research
contribution. The institution must submit a copy of the supervisory plan to ORI.

Durga K. Paruchuri, Ph.D., University of North Carolina, Chapel Hill (UNC): Based on an
investigation conducted by UNC, and information obtained during its oversight review, the ORI
concluded that Dr. Paruchuri committed scientific misconduct by falsifying research records and
falsely reporting to her supervisor and in a grant application submitted to the PHS that she had
produced a clone of meningococcal bacteria transferrin binding protein 1, labeled "pUNCH 701,"
and used it to obtain a second clone, "pUNCH 702." Furthermore, ORI accepted the UNC
finding that Dr. Paruchuri falsified research records at the Lineberger Cancer Research Center
oligonucleotide synthesis facility in an attempt to support her false claim. Dr. Paruchuri accepted
the ORI findings and voluntarily agreed to exclude hersdlf for a 2-year period beginning
December 21, 1995, from Federal grants, contracts, and cooperative agreements. Dr. Paruchuri
further agreed that for a period of 1 year, in addition to and immediately following the 2-year
exclusion period, any institution which submits an application for PHS support for aresearch
project on which her participation is proposed, or which uses her in any capacity on
PHS-supported research, or which submits a report of PHS-funded research in which sheis
involved, must concurrently submit a plan of supervision and certification of data accuracy.

Dr. Paruchuri also agreed to exclude herself voluntarily from serving in any advisory capacity to
the PHS for aperiod of 3 years beginning December 21, 1995.

Eric Whitters, Ph.D., University of Oregon (UO): Based upon aUO investigation as well as
his own admission, ORI found that Dr. Whitters, aformer postdoctoral fellow at the Institute of
Molecular Biology a UO, engaged in scientific misconduct by fabricating experimental results
that involved the selective growth of yeast strains that he represented as having
temperature-sensitive phenotypes. The research was supported in part by agrant from NIH's
National Ingtitute of General Medical Sciences. Dr. Whitters accepted the ORI finding and
entered into a Voluntary Exclusion Agreement with ORI in which he voluntarily agreed, for the 3-
year period beginning November 6, 1996, to exclude himself from any Federal grants, contracts,
and cooperative agreements and from serving in any advisory capacity to the PHS. The research
at issue did not affect any published research and was not included in any grant application.

Gang Yuan, Fox Chase Cancer Center (FCCC): ORI entered into a Voluntary Exclusion
Agreement with Mr. Yuan, aformer laboratory technician at FCCC. The agreement resolved
ORI's proposed administrative actions against Mr. Y uan which were based on allegations
concerning research data generated at FCCC. The data became the subject of an investigation
conducted by FCCC and an ORI oversight review. The data at issue were included in a grant
application submitted to the National Institute of General Medical Sciences of NIH and in a
manuscript submitted to, but not published by, the journal Biochemistry. Mr. Y uan disagreed
with the allegations, but to settle the matter he voluntarily agreed, without admitting to guilt,
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for the 2-year period beginning October 25, 1996, to exclude himself from any Federa grants,
contracts, and cooperative agreements, and from serving in any advisory capacity to the PHS.

Plagiarism

Jamal Z. Farooqui, Ph.D., University of Cincinnati College of M edicine (UCCM): Based on
an investigation conducted by the institution as well as information obtained during its oversight
review, ORI found that Dr. Farooqui, while a Research Associate Professor, Department of
Dermatology at UCCM, committed scientific misconduct by plagiarizing material in a PHS grant
application from an application another researcher had submitted to the National Science
Foundation (NSF). Dr. Farooqui received the NSF application from another faculty member at
UCCM while that application was undergoing confidential peer review. Dr. Farooqui included
the plagiarized materia in the "Prospective Significance” and "Methodology" sections of his
application entitled "Proopimelanocortin expression in human epidermis,” submitted to the
Nationa Institute of Arthritis and Musculoskeletal and Skin Diseases. Dr. Farooqui entered into
aVoluntary Excluson Agreement with ORI in which he voluntarily agreed, for the 3-year period
beginning April 3, 1996, that he will (1) certify in every PHS research application or report that al
contributors to the application or report are properly cited or otherwise acknowledged, that an
ingtitutional official must endorse the certification, and that the institution must send a copy of the
certification to ORI and (2) exclude himself from serving in any advisory capacity to the PHS. No
scientific publications were required to be corrected as part of the agreement.

Fabrication/Falsification

JamesH. Abbs, Ph.D., University of Wisconsin-M adison: Based on its own investigation,
ORI found that Dr. Abbs engaged in scientific misconduct by falsifying and fabricating certain
figures and research results supported by PHS grants and reported in " Orificial motor control
impairment in Parkinson's disease" (Neurology 37:394-398, 1987). ORI found that Dr. Abbs
falsfied Figure 1 in the Neurology paper, which displays orificial motor control instability in a
Parkinson's disease patient reported as nontremorous, by: (1) tracing the waveforms from those
of atremorous patient that had previoudly been published as Figure 6 in the Journal of Speech
and Hearing Research (26:616-621, 1983); (2) eliminating the apparent tremors from the
waveforms depicted in Figure 6; (3) falsifying the standard force levels and structures from those
of Figure 6; and (4) misrepresenting the identity of the actual subject reported in Figure 1. ORI
also found that Dr. Abbs falsified and fabricated the data for Figures 2 and 4 in the Neurology
paper by: (1) fasfying the number of trials run on each subject; (2) misrepresenting the number
of measurements made on each of the waveforms; and (3) fabricating the numbers used to
calculate the force instability results.

Dr. Abbs and ORI agreed to resolve the case through a settlement agreement, which the parties
agreed should not be construed as an admission of liability or wrongdoing on the part of

Dr. Abbs. As part of the agreement, Dr. Abbs submitted aletter to ORI in which he addressed
each of ORI's findings and explained in more detail the reasons for his decision to settle this
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matter on these terms. Dr. Abbs voluntarily agreed, for a 3-year period beginning March 28,
1996: (1) to exclude himself from serving in any advisory capacity to PHS; (2) that any
institution which submits an application for PHS support for a research project that proposes

Dr. Abbs participation or that uses Dr. Abbs in any capacity on PHS-supported research, or that
submits a report of PHS-funded research in which Dr. Abbsisinvolved, must concurrently submit
aplan for supervision of his duties, designed to ensure the scientific integrity of his research; and
(3) that any institution employing Dr. Abbs be required to submit, in conjunction with each
application for PHS funds or report of PHS funded research in which Dr. Abbsisinvolved, a
certification that the data provided by Dr. Abbs are based on actual experiments or are otherwise
legitimately derived and that the data, procedures, and methodology are accurately reported in the
application or research report. Dr. Abbs also agreed to submit aletter to the journal Neurology
forwarding ORI’ sinvestigation report and advising it of ORI's request to retract the Neurology

paper.

Robert J. Altman, M.D., University of California at San Francisco (UCSF): Based on an
investigation conducted by the ingtitution as well as information obtained by ORI during its
oversight review, ORI found that Dr. Altman, Research Fellow, Department of Obstetrics,
Gynecology, and Reproductive Sciences, 