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Overview

BTI policy requires that scientific personnel maintain high ethical standards in research and research-related activities. Any individuals who believe an act of research misconduct has occurred or is occurring should notify the Institute’s Research Integrity Officer (RIO)
 or the BTI President. Allegations of misconduct will be reviewed promptly and thoroughly, consistent with protection of the rights of individuals accused of misconduct and those making the accusations. In all cases, accused individuals will be considered innocent absent an admission or positive determination of misconduct by the BTI President. The President, in consultation with the RIO, will have primary overall responsibility for the administration of the procedures to be followed in dealing with misconduct allegations. The President will have the responsibility to determine any appropriate sanction to be imposed by the Institute, subject to a right of appeal.

BTI has adopted the definition of research misconduct promulgated by the U.S. Department of Health and Human Services (HHS) (42 CFR Parts 50 and 93, Federal Register Vol. 70, No. 94, May 17, 2005)
Definition: Research misconduct means fabrication, falsification, or plagiarism in proposing, performing, or reviewing research, or in reporting research results. (a) Fabrication is making up data or results and recording or reporting them. (b) Falsification is manipulating research materials, equipment, or processes, or changing or omitting data or results such that the research is not accurately represented in the research record. (c) Plagiarism is the appropriation of another person’s ideas, processes, results, or words without giving appropriate credit. (d) Research misconduct does not include honest error or differences of opinion.

Confidentiality: To the extent allowed by law, the identities of respondents and complainants will be maintained securely and confidentially and identifying information will not be disclosed, except to: (1) those who need to know in order to carry out a thorough, competent, objective and fair research misconduct proceeding; and (2) the NIH Office of Research Integrity (ORI) as it conducts its review of the proceeding, and any subsequent actions.

To the extent allowed by law, any information obtained during the research misconduct proceeding that might identify the subjects of research will be maintained securely and confidentially and will not be disclosed, except to those who need to know in order to carry out the proceeding.

Protective Measures: At any time during a research misconduct proceeding, BTI shall take appropriate measures to protect public health, federal funds and equipment, and the integrity of the Public Health Service-supported research process. The necessary actions will vary according to the circumstances of each case, but examples of actions that may be necessary include delaying the publication of research results, providing for closer supervision of one or more researchers, requiring approvals for actions relating to the research that did not previously require approval, auditing pertinent records, or taking steps to contact other institutions that may be affected by an allegation of research misconduct. These actions may conflict with confidentiality measures taken by BTI. In these instances, the President, in conjunction with the RIO and Institute counsel, will determine the most prudent course of action.

Procedures:

I. Preliminary Assessment

Upon receipt of an allegation of misconduct, the President will promptly assess whether or not an inquiry is warranted. An inquiry will be conducted when the allegation: 1) meets the HHS definition of research misconduct; and 2) is sufficiently credible and specific so that potential evidence of research misconduct may be identified. Should the President have a conflict of interest, the RIO will make the preliminary assessment. 

II. Inquiry

The President will conduct the inquiry unless there is a conflict of interest, as determined by the President and the RIO. The purpose of an inquiry is to conduct an initial review of the evidence to determine whether or not to conduct a formal investigation. For this reason, the inquiry does not require full review of all the evidence related to the allegation.

a. Initiation of Inquiry: Prior to or at the beginning of the inquiry, BTI will provide the respondent(s) written notification of the inquiry and will take all reasonable and practical steps to sequester research records and other evidence needed to conduct the research misconduct proceeding. These materials will be inventoried and sequestered in a secure manner. If the inquiry subsequently identifies additional respondents, they will be promptly notified in writing.

b. Timeline: The inquiry, including preparation of the inquiry report and providing the respondent a reasonable opportunity to comment on it, will be completed within 60 days, unless circumstances warrant a longer period. The respondent’s comments will be attached to the final report. Also, comments on the report may be solicited from the complainant at this time.

c. Investigation:  An investigation will be considered warranted when (1) there is a reasonable basis to conclude that the allegations meet the HHS definition of research misconduct and (2) the inquiry concludes that the allegations may have substance.

d. Report Contents: The inquiry report will contain the following information:  1) name and position of respondent(s); 2) a description of the allegation of research misconduct; 3) the names of all sponsors (such as PHS, USDA, NSF, etc.) and the research, publications, proposals, or grants associated with the alleged misconduct; 4) the basis for recommending or not recommending an investigation; and 5) comments from the respondent and complainant, if any.

e. Inquiry Outcome: The respondent(s) and complainant(s) will be notified in writing of the outcome of the inquiry. If it is determined that an investigation is not warranted, BTI will maintain documentation of the inquiry, and keep these records secure for at least 7 years. If it is determined that an investigation is warranted, the President will appoint an Investigating Committee (see below) and the investigation will begin within 30 days.

Note: Special circumstances may require additional actions during the course of the inquiry or investigation
.

III. Investigation

If it is determined that an investigation is warranted, the ORI or another appropriate agency will be provided with the complete inquiry report within 30 days. If requested, ORI will be provided with additional information, including: (a) a copy of BTI policies and procedures under which the inquiry was conducted; (b) the research records and evidence reviewed; (c) transcripts or recordings of any interviews; (d) copies of any other relevant documents; and (e) the charges for the Investigating Committee to consider. 

The President will appoint an Investigating Committee (the “Committee”) comprised of a total of at least 3 but no more than 5 members of the scientific staff of the Institute or Cornell University, with one designated as chairperson. The Committee is responsible for conducting the investigation of the allegations, documenting its activities and pertinent evidence, making findings of fact based on the preponderance of evidence, and recommending appropriate actions, which may range from dismissal of charges to sanctions. The Committee will use diligence to ensure a thorough and fair investigation, and will pursue all significant issues and leads discovered that are determined to be pertinent, including evidence of additional instances of possible research misconduct.  Key steps and time frames are outlined below:

a.
Notification of Investigation. Within 30 calendar days after determining that an investigation is warranted, the respondent(s) will be notified in writing of the allegations to be investigated, including any new allegations that have arisen in the course of the inquiry.

b. 
Scheduling of Interviews. The Committee will, to the extent possible, interview each respondent, complainant, and any other person who has been reasonably identified as having pertinent information. The respondent(s) will be given sufficient notice to schedule his/her interview in order to prepare and arrange for the attendance of legal counsel, if desired.

c.
Draft Report. The investigation and draft report of findings will be completed within 60 days. If unable to complete the investigation within this period, the Committee may request a 60-day extension. This request must be approved by the President and ORI.  

d.
Responses to Draft Report. The respondent(s) will be provided with a copy of the draft report and a copy of, or supervised access to, the evidence on which the report is based, with the exception of interview records or other confidential materials. Also, the complainant(s) may be provided with a copy of the draft report or relevant portions thereof, at the discretion of the president. Any comments from the respondent or complainant must be submitted within 30 days of the date on which the draft report was received. 

e.
Final Investigation Report. The Committee will submit a final report to the president within 52 days after providing the draft report to the respondent(s) . Additional time may be requested if justified. The final report will state the Committee’s findings and recommendations, and document its efforts. 

IV. Institutional Determination

The President will review the final report and make an institutional determination within the 120-day overall framework of the investigation, beginning with initiation of the investigation. The determination will state the following: (a) whether the Institute accepts the findings of the Committee, in whole or in part; (b) whether the Institute concludes that there was research misconduct and if so, who committed the misconduct; and (c) a statement of administrative actions, if any, to be taken against the respondent(s) by the Institute.  

The President will notify the complainant(s) and respondent(s) of the institutional determination, and will make a copy of the final investigation report available to them and to the appropriate funding organization(s).

At the completion of the investigation proceedings, BTI will undertake all reasonable, practical, and appropriate efforts to protect and restore the reputation of any person alleged to have engaged in research misconduct, but against whom no finding of research misconduct was made, upon the request of that person, his/her legal counsel or their other authorized representative. BTI will also undertake all reasonable and practical efforts to protect and restore the position and reputation of any complainant(s), witness(es), or committee member(s) and to counter potential or actual retaliation against those complainants, witnesses and committee members.

V. Appeals:

The individual(s) accused of misconduct may appeal any institutional sanctions or employment actions through the BTI grievance procedure. The appeal should state the areas of disagreement and reasons for disagreement, and should be submitted to the Director of Human Resources within 30 days of receipt of the Institutional Determination. The Institute’s findings and conclusions are not subject to appeal through the BTI grievance procedure.

Notification to ORI:

The Institute will forward its determination and the Final Investigation Report to ORI or the cognizant agency, and report on the status of any pending or completed administrative actions against the respondent(s), including the status of any appeal and any settlement.

Working with ORI

BTI will cooperate fully and on a continuing basis with ORI during its oversight reviews of its research misconduct proceedings, and during the process under which the respondent(s) may contest ORI findings of research misconduct and proposed HHS administrative actions. This includes providing, as necessary to develop a complete record of relevant evidence, all witnesses, research records, and other evidence in BTI’s custody or control.

BTI will report to ORI any proposed settlements, admissions of research misconduct, or institutional findings of misconduct that arise at any stage of a misconduct proceeding, including the allegation and inquiry stages.

Institutional Actions in Response to Final Findings of Research Misconducts

BTI will cooperate with and assist ORI and HHS, as needed, to carry out any administrative actions HHS may impose as a result of a final finding of research misconduct by HHS. Note, institutional (BTI) sanctions or actions may differ from those imposed by ORI or HHS and may include termination or legal action.  
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� The BTI Vice President for Research will serve as the Research Integrity Officer (RIO). 


� Special Circumstances that may Require Protective Actions


At any time during a research misconduct proceeding, BTI shall notify ORI or another cognizant agency if there is reason to believe that any of the following conditions exist: (1) health or safety of the public is at risk, including an immediate need to protect human or animal subjects, (2) HHS or other agency resources or interests are threatened, (3) research activities should be suspended, (4) there is a reasonable indication of violations of civil or criminal law, (5) federal action is required to protect the interests of those involved in the research misconduct proceeding, (6) we believe the research misconduct proceedings may be made public prematurely, so that HHS or other agencies may take appropriate steps to safeguard evidence and protect the rights of those involved, or (7) we believe the research community or public should be informed.
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