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DEPARTMENT OF HEALTH & HUMAN SERVICES

CONFIDENTIAL/SENSITIVE

March 5, 2014

Office of the Assistant Secretary for Health
Office of Research Integrity
1101 Wootton Parkway, Suite 750
Rockville, MD 20852

Phone: 240-453-8800

FAX: 301-594-0043

Web: http://ori.dhhs.gov/

Senator Charles E. Grassley
Ranking Member
Committee on the Judiciary
United States Senate

135 Hart Senate Office Building
Washington, DC 20510

RE: Your letter of February 10, 2014

Dear Senator Grassley:

In your February 10, 2014, letter you asked about the Office of Research Integrity's (ORI)
procedures regarding researchmisconduct findings, administrative actions, and recovery of
funds. In particular, you referred to ORI's findings of research misconduct and administrative
actions regardingDr. Dong-PyouHan, who was a researcherat Iowa State University. Below I
have provided some background information regarding ORI's organization and functions. After
the background section, I have provided responses to your questions.

Organization. ORI is established by Section 493 of the Public Health Service Act, 42 U.S.C. §
289b. ORI's implementing regulation is the Public Health Service Policies on Research
Misconduct. 42 C.F.R. Part 93 (herein below the "PHS Policies" or "Part 93"). ORI is a
component of the Office of the Assistant Secretary for Health (OASH), which is in the Office of
the Secretary (OS) within the Department of Health and Human Services (HHS). ORI consists
of two components, the Division of Investigative Oversight (DIO) and the Division of Education
and Integrity. DIO is the component with primary responsibility for assessing and overseeing
allegations and investigations of research misconduct involving biomedical or behavioral
research or research training or related research activities supported by the United States Public
Health Service (PHS), including both PHS intramural and extramural research programs. Each
institution that receives PHS funds is required to provide an assurance of compliance that it will
meet the responsibilities set forth in 42 C.F.R. 93.300. These responsibilities include having and
following policies and procedures to address instances of research misconduct at the institution.
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AssessingAllegations. Allegations of researchmisconduct usually are received by ORI or the
PHS-supported institution. DIO receives reports of allegations of possible researchmisconduct
from researchers, students, institutions, and members of thepublic. DIO assesses each allegation
reported to ORI, whethermade orallyor in writing, and determines jurisdiction. If the allegation
involves possible research misconduct in PHS-supported research, DIO directs the institution
that is the recipient of the PHS funds to conduct an assessment or an inquiry. DIO refers
allegations of othertypes of possible research misconduct or violations of lawto the appropriate
Federal program office or law enforcement agency. See e.g., 42 C.F.R. § 93.400. When a
misconduct allegation is received by the institution, the institution must invoke its research
misconduct policy and procedures to determine if an inquiry is warranted. If the institution
performs aninquiry and finds that an allegation may have substance, an investigation is required.
Institutions must report the decision to commence an investigation to DIO. 42 C.F.R. § 93.309.

Overseeing Institutional Inquiries and Investigations. DIO reviews reportsof inquiries and
investigations into possible research misconduct conducted by institutions. On the basis of this
review, ORI decides whether to accept the institutional action and close the case, conduct further
analysis, askthe institution to proceed to an investigation or continue the investigation, or where
misconduct is found, make recommendations on appropriate remedial actions to the ORI
Director and the HHS Assistant Secretary for Health (ASH). See42 C.F.R. §§ 93.403, 93.404.

FindingsofResearch Misconduct and RemedialActions. When misconduct is found, ORI
makes formal findings against the responsible researcher and also may recommend HHS
remedial actions against that researcher. Administrative and remedial actions vary depending on
the significance and character of the research misconduct. Remedies range from requiring the
supervision and certification of research results to lifetime government-wide non-procurement
debarment and referral for criminal prosecution. See 42 C.F.R. § 93.407. If the research
misconduct involvespublished results, recommended remedial actions invariably include
correctionof the research record, such as the retraction or correction ofjournal articles.
Although most cases reach settlement, the accused researcher may request a hearingbefore an
Administrative Law Judge of the HHS Departmental Appeals Board. See 42 C.F.R. Part 93,
Subpart E.

Institutional ComplianceIssues. ORI performs policy reviews to determine whether the
institutional policy established forresponding to allegations of research misconduct complies
with the PHS Policies. ORI also may conduct a compliance review to address an instance of
noncompliance with the PHS Policies, such as the failure to respond appropriately when
allegations of researchmisconduct arise or the failure to cooperatewith ORI's review of a
research misconduct proceeding. See 42 C.F.R. 93.412. The reviews determine whether the
institution followed its policy for responding to an individual allegation of research misconduct
and complied with the PHS regulation. An institution's failure to complywith the requirements
of the PHS policies may result in an enforcement action against the institution, ranging from a
letter of reprimand to assurance revocation. 42 C.F.R. § 93.413.
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Regarding your specific questions, my responses are below:

1. Has ORI everused its authority to recover funds spent in support of activities that
involved research misconduct? If no, whynot? If yes, please provide the total amount
recovered and describe eachinstance in which ORI attempted to use this authority,
including the outcome of those efforts.

2. Will ORI attempt to recover funds in the case involving ISU and Dr. Han? If no, why not?
If yes, what is the status of the recovery process?

3. What will be done with the $4 million in unspent grant funds related to Dr. Han's
research?

4. How does ORI make thedecision on whether to seek recovery of funds spent in support of
activities involved in research misconduct?

5. Who makes the final determination at ORI onwhether to seek recovery of funds spent in
support of activities involved in research misconduct?

In Questions 1-5 youhave asked about the recovery of grant funds spent in projects that
are found to involve research misconduct by theRespondent. The Federal regulation at
42 C.F.R. §93.407(a) provides a list of administrative actions ORI can take regarding the
Respondent and (b) states thatHHS mayseek to recover PHS funds spent in support of
activities that involved research misconduct. Although protecting Federal resources is
one of the underlyingpurposes of ORI's work, ORI imposes administrative actions
against the guilty Respondent, not the recipient of the grant funds, which is typically the
institution. ORI always notifies the funding agency about the findings of research
misconduct in projects funded by their grant programs and assists the funding agency
regarding recovery of funds from the recipient institution.

Specifically, ORI notifies the Agency Research Integrity Liaison Officer (ARILO) at the
funding agency whenever ORI makes findings of researchmisconduct. Most ORI cases
involve research funded by the National Institutes of Health(NIH), but ORI has
jurisdiction overall PHS funded research except the regulated research overseen by the
Food and Drug Administration. The notification specifies the findings of research
misconduct and lists the specific grants by numberthat are impacted by the falsified,
fabricated, or plagiarized data.

After notifying the funding agency, ORI will work with the agency, when requested, to
help them determine whether to seek recovery of funds from the recipient institution.
ORIstaffhas worked with funding agencies to establish the proportion of the grant funds
that were involved in supporting the false research. This often is difficult to assess since
the false data is usually a small percentage of thetotal research project supported by the
grant. For example, in a grant consisting of multipleprojects, the false data may
represent a portion of only one project, and ORI can assist the funding agency in its
assigning a dollarvalue to the portion of the grant funds that wereused to generate those
false data. As noted at 42 C.F.R. 93.401(a): "ORImayprovide expertise and assistance
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to the DOJ, OIG, PHS offices, other Federal offices, and state or local offices involved in
investigating or otherwisepursuingresearchmisconduct allegations or related matters."

6. How does ORIdetermine the administrative action or penalty to be imposed on a
researcher found to have been involved in research misconduct?

• As defined in the Public Health Service Policies on Research Misconduct Final Rule,
42 C.F.R. Part 93at §93.408, the purpose of HHS administrative actions is remedial
and commensurate with theseriousness of themisconduct, theneed to protect the
health and safetyof the public, promote the integrity of PHS supported research, and
conserve public funds.

• 42 C.F.R. § 93.408 sets forth aggravating andmitigating factors to weigh in
determining HHS administrative actions against a Respondent, including but not
limited to the presence of a pattern of research misconduct, the significance and
impact of the misconduct on theresearch, whether the Respondent retaliated against
other staff, and the acceptance of responsibility by the Respondent as demonstrated
byanadmission, cooperation in the proceedings, demonstrating remorse, and taking
steps to correct or prevent a recurrence of the misconduct.

Sec. 93.408, Mitigating and aggravating factors in HHS administrative actions, states
as follows:

The purpose ofHHS administrative actions is remedial. The appropriate
administrative action is commensurate with the seriousness ofthe misconduct,
and the need to protect the health and safety ofthe public, promote the integrity
ofthe PHSsupported research andresearch process, andconserve publicfunds.
HHS considers aggravating andmitigatingfactors in determining appropriate
HHS administrative actions andtheir terms. HHS may consider otherfactors as
appropriate in each case. The existence or nonexistence ofanyfactor is not
determinative:

(a) Knowing, intentional, orreckless. Were the respondent's actions knowing or
intentional or was the conduct reckless?

(b) Pattern. Was the research misconduct an isolated event orpartofa
continuing or priorpattern ofdishonest conduct?
(c) Impact. Did the misconduct have significant impact on the proposed or
reported research record, research subjects, otherresearchers, institutions, or
thepublic health or welfare?
(d) Acceptance ofresponsibility. Has the respondent accepted responsibility for
the misconduct by—

(1) Admitting the conduct;
(2) Cooperating with the research misconductproceedings;
(3) Demonstrating remorse andawareness ofthe significance and
seriousness ofthe research misconduct; and
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(4) Taking steps to correct orprevent the recurrence ofthe research
misconduct.

(e) Failure toaccept responsibility. Does the respondent blame others rather
than accepting responsibilityfor the actions?
(f) Retaliation. Did the respondent retaliate against complainants, witnesses,
committee members, or otherpersons?
(g)Present responsibility. Is the respondentpresently responsible to conduct
PHS supported research?
(h) Otherfactors. Otherfactors appropriate to the circumstances ofaparticular
case.

7. How does ORI hold accountable senior faculty or laboratory supervisors for researchers
who engage in research misconduct while under their supervision?

• 42 C.F.R. Part 93 requires that ORI prove by a preponderance of the evidence that the
accused Respondent knowingly, intentionally, or recklessly falsified, fabricated, or
plagiarized data in the research record associated with a PHS funded project.
Therefore, the evidence must show that the senior faculty or laboratory supervisors
were directly culpable for the creationor publicationof the false data. Becauseof the
mens rea requirement in theregulation, ORI does notautomatically impute
responsibility formisconduct by subordinates to their supervisors. Nonetheless, ORI
has made research misconduct findings against senior faculty ofa laboratory if the
senior individual knowingly, intentionally, or recklessly reports and/or submits data
that are known to be false. This usually occurs when ajunior person is responsible
for creating the false, fabricated, orplagiarized data, but the senior person instructed,
coerced, or knew that the data were false when including the data in a grant
application or research paper or as part of the research record.

• ORIhas observed that in most ORI cases in which senior faculty members oversee
scientists engaging inresearch misconduct, it isusually the result ofpoor mentorship
or supervision and not intentional research misconduct on their part.

How manycases has ORI encountered where a researcher intentionally falsifies dataor
research results? Please describe any other such instances.

• OfORI's 276 cases involving research misconduct findings from 1992 through 2014,
258 cases include intentional falsification or fabrication of dataor research results; 18
cases involve only plagiarism. In a handful of cases, the findings involve knowingly
reporting false data.

• The specific scientific findings for all ORI research misconduct cases are described in
detail and reported in a notice to theFederal Register, in theNIHGuide to Grants
and Contracts, and on the ORI Website.
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9. Has ORI referred the information about Dr. Han's fraud to any other government agency
for further inquiry? Ifso, please provide the name ofthe agency or agencies and the date
ofthe referral(s)? Ifthere were no referrals, please explain why not.

• Yes, ORI notifiedthe funding agency, NIH, that ORIhad made research misconduct
findings by notification letteron December 13, 2013.

10. How does ORI determine whether the administrative actions or penalties it imposes are
working, and does ORI haveany evidence that its administrative actions are effective in
deterring research misconduct?

• There havebeen no formal studies to determine whether ORI's administrative actions
deter research misconduct.

• Based on ORI's communications with many Respondents when resolving our cases, it
is clear that the Respondents always are aware that ORI's research misconduct
findings are public. ORI's research misconduct findings are reported in anotice to
theFederal Register, in theNIH Guide to Grants and Contracts, andon the ORI
Website. ORI believes that the public reporting ofresearch misconduct findings,
particularly on the ORI Website, serves as aprimary deterrent to committing research
misconduct.

11. How many "repeat offenders" does ORI encounter with respect to research misconduct?

• In the history ofORI's 276 cases with research misconduct findings, there has been
only one instance ofa repeat offender. This occurred with a mentally unstable
laboratory technician, and findings were made in 1989 and subsequently in a separate
case in 2002.

Ifyou have any additional questions about these issues, ORI staffwould be happy to brief you
or your staff.

Sincerely,

Donald Wright, M.D., M.P.H.
Acting Director
Officeof Research Integrity


