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University Policy on Research Misconduct for Projects Funded by the 
U.S. Public Health Service (PHS) (including NIH) 
 

1. Introduction  

The Faculty Handbook (Estatuto Profesoral, 2022) of Universidad de los Andes (Uniandes) 
(https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-web-
2022.pdf) establishes the disciplinary process for disciplinary offenses commited by faculty 
members related to academic practice. The Disciplinary Handbook for Master's Students 
(Régimen disciplinario de estudiantes de maestría, 2022), of Universidad de los Andes 
(https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-
maestria.pdf)  establishes the disciplinary process for disciplinary offenses commited by master’s 
students related to academic practice. Both institutional policies understand research as part of 
academic practice, and contemplate scientific misconduct (i.e., plagiarism, fabrication, and 
falsification) as a disciplinary offense. Accordingly, cases of scientific misconduct will be assessed 
following these policies.   

In addition, research funded by the U.S. Public Health Service (PHS) and Awarding Components, 
such as the U.S. National Institutes of Health (NIH), require that research misconduct follows the 
Public Health Service Policies on Research Misconduct 42 CFR Part 93 
(https://www.ecfr.gov/current/title-42/part-93). This policy is a guideline to such requirements, 
and ought to be followed in addition to the current institutional policies mentioned above for 
any cases of research misconduct associated with projects that receive PHS support.  

 

2. Definitions 

Definitions according to 42 CFR Part 93  

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. 

Administrative action means—  

https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-web-2022.pdf
https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-web-2022.pdf
https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-maestria.pdf
https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-maestria.pdf
https://www.ecfr.gov/current/title-42/part-93
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(a) An HHS action in response to a research misconduct proceeding taken to protect the 
health and safety of the public, to promote the integrity of PHS supported biomedical or 
behavioral research, research training, or activities related to that research or research 
training and to conserve public funds; or  

(b) An HHS action in response either to a breach of a material provision of a settlement 
agreement in a research misconduct proceeding or to a breach of any HHS debarment or 
suspension. 

Allegation means a disclosure of possible research misconduct through any means of 
communication. The disclosure may be by written or oral statement or other communication to 
an institutional or HHS official. 

Charge letter means the written notice, as well as any amendments to the notice, that are sent 
to the respondent stating the findings of research misconduct and any HHS administrative 
actions. If the charge letter includes a debarment or suspension action, it may be issued jointly 
by the ORI and the debarring official.  

Complainant means a person who in good faith makes an allegation of research misconduct.  

Contract means an acquisition instrument awarded under the HHS Federal Acquisition 
Regulation (FAR), 48 CFR Chapter 1, excluding any small purchases awarded pursuant to FAR Part 
13.  

Debarment or suspension means the Government wide exclusion, whether temporary or for a 
set term, of a person from eligibility for Federal grants, contracts, and cooperative agreements 
under the HHS regulations at 45 CFR part 76 (nonprocurement) and 48 CFR subparts 
9.4 and 309.4 (procurement).  

Debarring official means an official authorized to impose debarment or suspension. The HHS 
debarring official is either—  

(a) The Secretary; or  

(b) An official designated by the Secretary.  

Departmental Appeals Board or DAB means, depending on the context—  

(a) The organization, within the Office of the Secretary, established to conduct hearings 
and provide impartial review of disputed decisions made by HHS operating components; 
or  

(b) An Administrative Law Judge (ALJ) at the DAB.  

Evidence means any document, tangible item, or testimony offered or obtained during a research 
misconduct proceeding that tends to prove or disprove the existence of an alleged fact.  

Funding component means any organizational unit of the PHS authorized to award grants, 
contracts, or cooperative agreements for any activity that involves the conduct of biomedical or 
behavioral research, research training or activities related to that research or research training, 
e.g., agencies, bureaus, centers, institutes, divisions, or offices and other awarding units within 
the PHS.  

https://www.ecfr.gov/current/title-48/chapter-1
https://www.ecfr.gov/current/title-45/part-76
https://www.ecfr.gov/current/title-48/subpart-9.4
https://www.ecfr.gov/current/title-48/subpart-9.4
https://www.ecfr.gov/current/title-48/subpart-309.4
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Good faith as applied to a complainant or witness, means having a belief in the truth of one's 
allegation or testimony that a reasonable person in the complainant's or witness's position could 
have based on the information known to the complainant or witness at the time. An allegation 
or cooperation with a research misconduct proceeding is not in good faith if made with knowing 
or reckless disregard for information that would negate the allegation or testimony. Good faith 
as applied to a committee member means cooperating with the research misconduct proceeding 
by carrying out the duties assigned impartially for the purpose of helping an institution meet its 
responsibilities under this part. A committee member does not act in good faith if his/her acts or 
omissions on the committee are dishonest or influenced by personal, professional, or financial 
conflicts of interest with those involved in the research misconduct proceeding.  

Hearing means that part of the research misconduct proceeding from the time a respondent files 
a request for an administrative hearing to contest ORI findings of research misconduct and HHS 
administrative actions until the time the ALJ issues a recommended decision.  

Inquiry means preliminary information-gathering and preliminary fact-finding that meets the 
criteria and follows the procedures of §§ 93.307-93.309.  

Institution means any individual or person that applies for or receives PHS support for any activity 
or program that involves the conduct of biomedical or behavioral research, biomedical or 
behavioral research training, or activities related to that research or training. This includes, but 
is not limited to colleges and universities, PHS intramural biomedical or behavioral research 
laboratories, research and development centers, national user facilities, industrial laboratories 
or other research institutes, small research institutions, and independent researchers.  

Institutional member or members means a person who is employed by, is an agent of, or is 
affiliated by contract or agreement with an institution. Institutional members may include, but 
are not limited to, officials, tenured and untenured faculty, teaching and support staff, 
researchers, research coordinators, clinical technicians, postdoctoral and other fellows, students, 
volunteers, agents, and contractors, subcontractors, and subawardees, and their employees.  

Investigation means the formal development of a factual record and the examination of that 
record leading to a decision not to make a finding of research misconduct or to a 
recommendation for a finding of research misconduct which may include a recommendation for 
other appropriate actions, including administrative actions.  

Notice means a written communication served in person, sent by mail or its equivalent to the last 
known street address, facsimile number or e-mail address of the addressee. Several sections 
of Subpart E of this part have special notice requirements.  

Office of Research Integrity or ORI means the office to which the HHS Secretary has delegated 
responsibility for addressing research integrity and misconduct issues related to PHS supported 
activities.  

Person means any individual, corporation, partnership, institution, association, unit of 
government, or legal entity, however organized.  

Preponderance of the evidence means proof by information that, compared with that opposing 
it, leads to the conclusion that the fact at issue is more probably true than not.  

https://www.ecfr.gov/current/title-42/section-93.307
https://www.ecfr.gov/current/title-42/part-93/subpart-E


 

4 

 

Public Health Service or PHS means the unit within the Department of Health and Human Services 
that includes the Office of Public Health and Science and the following Operating Divisions: 
Agency for Healthcare Research and Quality, Agency for Toxic Substances and Disease Registry, 
Centers for Disease Control and Prevention, Food and Drug Administration, Health Resources and 
Services Administration, Indian Health Service, National Institutes of Health, and the Substance 
Abuse and Mental Health Services Administration, and the offices of the Regional Health 
Administrators.  

PHS support means PHS funding, or applications or proposals therefor, for biomedical or 
behavioral research, biomedical or behavioral research training, or activities related to that 
research or training, that may be provided through: Funding for PHS intramural research; PHS 
grants, cooperative agreements, or contracts or subgrants or subcontracts under those PHS 
funding instruments; or salary or other payments under PHS grants, cooperative agreements or 
contracts.  

Research means a systematic experiment, study, evaluation, demonstration or survey designed 
to develop or contribute to general knowledge (basic research) or specific knowledge (applied 
research) relating broadly to public health by establishing, discovering, developing, elucidating 
or confirming information about, or the underlying mechanism relating to, biological causes, 
functions or effects, diseases, treatments, or related matters to be studied.  

Research misconduct proceeding means any actions related to alleged research misconduct 
taken under this part, including but not limited to, allegation assessments, inquiries, 
investigations, ORI oversight reviews, hearings, and administrative appeals.  

Research record means the record of data or results that embody the facts resulting from 
scientific inquiry, including but not limited to, research proposals, laboratory records, both 
physical and electronic, progress reports, abstracts, theses, oral presentations, internal reports, 
journal articles, and any documents and materials provided to HHS or an institutional official by 
a respondent in the course of the research misconduct proceeding.  

Respondent means the person against whom an allegation of research misconduct is directed or 
who is the subject of a research misconduct proceeding.  

Retaliation for the purpose of this part means an adverse action taken against a complainant, 
witness, or committee member by an institution or one of its members in response to—  

(a) A good faith allegation of research misconduct; or  

(b) Good faith cooperation with a research misconduct proceeding.  

Secretary or HHS means the Secretary of HHS or any other officer or employee of the HHS to 
whom the Secretary delegates authority. 

 

3. Policy Statement 

At Uniandes, we are committed to upholding the highest standards of integrity, ethics, and 
compliance with all applicable laws, regulations, and policies governing research integrity. This 
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Policy on Research Misconduct serves as a framework for ensuring adherence to the Public 
Health Service (PHS) Policies on Research Misconduct outlined in 42 C.F.R. Part 93. Uniandes is 
committed to fostering a research environment that promotes the responsible conduct of 
research, research training, and activities related to that research or research training, 
discourages research misconduct, and deals promptly with allegations or evidence of possible 
research misconduct. 

3.1 Compliance with PHS Policies: We affirm our commitment to compliance with the PHS Policies 

on Research Misconduct as outlined in 42 C.F.R. Part 93. These policies govern the conduct of research 

activities funded, conducted, or supported by the PHS and apply to all individuals engaged in research 

under the auspices of Uniandes. 

1.  

3.2  Ethical Conduct of Research: All individuals involved in research activities, including principal 

investigators, co-investigators, research staff, and students, are expected to conduct research with 

honesty, integrity, and objectivity. They must adhere to ethical principles and professional standards in 

the design, conduct, and reporting of research.  

2.  

3.3 Protection of Research Participants: We prioritize the protection of human and animal research 

participants and ensure compliance with all relevant regulations and ethical guidelines governing research 

involving human subjects and animals. Research protocols must undergo rigorous review and approval by 

institutional review boards (IRBs) (Comités de ética de la investigación) and/or animal care and use 

committees (IACUCs) (CICUAL) before commencement. 

3.  

3.4 Data Integrity and Management: We uphold the principles of data integrity and responsible data 

management in all research activities. Researchers must maintain accurate, complete, and verifiable 

records of research data and ensure the confidentiality, security, and proper storage of research records 

in accordance with institutional and sponsor policies. 

4.  

3.5 Conflict of Interest Disclosure: We require all individuals involved in research to disclose any 

actual or potential conflicts of interest that may affect the design, conduct, or reporting of research. 

Conflicts of interest must be managed, minimized, or eliminated to maintain the objectivity and integrity 

of the research process. 

5.  

3.6 Reporting and Investigation of Research Misconduct:  

a. Reporting Mechanisms: We maintain procedures for reporting and investigating 

allegations of research misconduct in accordance with 42 C.F.R. Part 93. Individuals who 

suspect research misconduct are encouraged to report their concerns through designated 

channels, as specified in the Faculty Handbook 

(https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-

web-2022.pdf ) or the Disciplinary Handbook for Master's Students 

https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-web-2022.pdf
https://secretariageneral.uniandes.edu.co/images/documents/Estatuto-profesoral-web-2022.pdf
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(https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-

maestria.pdf) respectively. Allegations of research misconduct will be promptly and 

thoroughly investigated, and appropriate corrective actions will be taken if misconduct is 

substantiated.  

b. Confidentiality and Non-Retaliation: Uniandes ensures the confidentiality of 

individuals reporting research misconduct to the greatest extent possible, consistent with 

applicable laws and regulations. Whistleblowers and individuals reporting in good faith 

will be protected from retaliation or adverse actions resulting from their reporting. Any 

attempts to retaliate against individuals for reporting misconduct will be treated as 

separate violations subject to disciplinary action. 

c. Investigation Process: Upon receiving allegations of research misconduct, 

Uniandes will initiate a thorough and impartial investigation in accordance with the 

procedures outlined in 42 C.F.R. Part 93. The investigation will be conducted by qualified 

individuals or committees with the relevant expertise, in a thorough, competent, 

objective and fair manner. Uniandes will ensure that individuals responsible for carrying 

out any part of the research misconduct proceeding do not have any unresolved personal, 

professional or financial conflicts of interest with the complainant, respondent or 

witnesses. The investigation process will include gathering and reviewing relevant 

evidence, interviewing relevant parties, and documenting findings in a comprehensive 

report.  

d. Timely and Transparent Investigation: Uniandes is committed to conducting 

investigations of research misconduct in a timely manner while ensuring thoroughness 

and objectivity. Throughout the investigation process, transparency will be maintained to 

the extent feasible without compromising the integrity of the investigation or the privacy 

rights of individuals involved. Uniandes will complete the inquiry within 60 calendar days 

of its initiation unless circumstances clearly warrant a longer period. If the inquiry takes 

longer than 60 days to complete, the inquiry record will include documentation of the 

reasons for exceeding the 60-day period. Within 30 days of finding that an investigation 

is warranted, Uniandes will provide ORI with the written finding by the responsible 

institutional official and a copy of the inquiry report which includes the relevant 

information according, to § 93.309. Uniandes will complete all aspects of an investigation 

within 120 days of beginning it, including conducting the investigation, preparing the 

report of findings, providing the draft report for comment in accordance with § 93.312, 

and sending the final report to ORI under § 93.315. If unable to complete the investigation 

in 120 days, Uniandes will ask ORI for an extension in writing. 

https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-maestria.pdf
https://secretariageneral.uniandes.edu.co/images/documents/regimen-disciplinario-maestria.pdf
https://www.ecfr.gov/current/title-42/section-93.309
https://www.ecfr.gov/current/title-42/section-93.312
https://www.ecfr.gov/current/title-42/section-93.315
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e. Fair Treatment and Due Process: Individuals accused of research misconduct will 

be afforded fair treatment and due process rights throughout the investigation process. 

This includes the opportunity to respond to allegations, present evidence, and provide 

explanations or mitigating factors. More specifically, this includes the opportunity for the 

respondent to provide written comments on the institution's inquiry, as well as the 

opportunity to provide written comments on the draft report of the investigation. The 

disciplinary committee will consider and address these comments before issuing the final 

report. 

f. Handling of the research record and evidence: Uniandes ensures the adequate 

maintenance of records for all research misconduct proceedings. Either before or when 

the institution notifies the respondent of the allegation, inquiry or investigation, the 

Disciplinary Committee will promptly take all reasonable and practical steps to obtain 

custody of all the research records and evidence needed to conduct the research 

misconduct proceeding, inventory the records and evidence, and sequester them in a 

secure manner, except that where the research records or evidence encompass scientific 

instruments shared by a number of users, custody may be limited to copies of the data or 

evidence on such instruments, so long as those copies are substantially equivalent to the 

evidentiary value of the instruments. Where appropriate, the Disciplinary Committee will 

give the respondent copies of, or reasonable, supervised access to the research records. 

It will also undertake all reasonable and practical efforts to take custody of additional 

research records or evidence that is discovered during the course of a research 

misconduct proceeding, except that where the research records or evidence encompass 

scientific instruments shared by a number of users, custody may be limited to copies of 

the data or evidence on such instruments, so long as those copies are substantially 

equivalent to the evidentiary value of the instruments; and it will maintain the research 

records and evidence as required by § 93.317. Uniandes will also keep sufficiently detailed 

documentation of inquiries to permit a later assessment by ORI of the reasons why the 

institution decided not to conduct an investigation. Consistent with § 93.317, Uniandes 

will keep investigation records in a secure manner for at least 7 years after the 

termination of the inquiry, and upon request, provide them to ORI or other authorized 

HHS personnel. 

g. Findings and Corrective Actions: At the conclusion of the investigation, Uniandes 

will determine whether research misconduct has occurred based on a preponderance of 

evidence standard. If research misconduct is substantiated, appropriate corrective 

actions will be taken, in accordance with the disciplinary policies of Uniandes. Uniandes 

also affirms its compromise of cooperating with HHS during any research misconduct 

https://www.ecfr.gov/current/title-42/section-93.317
https://www.ecfr.gov/current/title-42/section-93.317
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proceeding or compliance review and of assisting in administering and enforcing any HHS 

administrative actions imposed on its institutional members. 

h. Notification and Reporting: Uniandes will notify relevant stakeholders, including 

funding agencies, regulatory bodies, and affected parties, of the findings and outcomes 

of the investigation as required by law or regulations. Reports of research misconduct will 

be submitted to the appropriate oversight bodies in accordance with 42 C.F.R. Part 93 and 

any other applicable reporting requirements. In particular, Uniandes will provide written 

notice to ORI of any decision to open an investigation on or before the date on which the 

investigation begins. At any time during a research misconduct proceeding, Uniandes will 

notify ORI immediately if it has reason to believe that health or safety of the public is at 

risk, including an immediate need to protect human or animal subjects, HHS resources or 

interests are threatened, research activities should be suspended, there is reasonable 

indication of possible violations of civil or criminal law, federal action is required to 

protect the interests of those involved in the research misconduct proceeding, Uniandes 

believes the research misconduct proceeding may be made public prematurely so that 

HHS may take appropriate steps to safeguard evidence and protect the rights of those 

involved, the research community or public should be informed. 

i. Continuous Improvement: Uniandes is committed to continuously improving its 

processes for reporting and investigating research misconduct to enhance transparency, 

fairness, and effectiveness. Feedback from individuals involved in the reporting and 

investigation process will be solicited and used to inform updates and enhancements to 

institutional policies and procedures. Uniandes also ensures full and continuing 

cooperation with ORI during its oversight review or any subsequent administrative 

hearings or appeals. This includes providing all research records and evidence under 

Uniandes’s control, custody, or possession and access to all persons within its authority 

necessary to develop a complete record of relevant evidence. 

 
3.7  Training and Education: We provide training and educational programs to ensure that 

individuals engaged in research activities understand their responsibilities and obligations under 

42 C.F.R. Part 93 and related policies. Training covers topics such as research ethics, responsible 

conduct of research, conflict of interest, and reporting requirements. 

 
3.8  Compliance Oversight and Monitoring: We have designated responsible parties within 

the institution to oversee compliance with 42 C.F.R. Part 93 and related policies. Compliance 

activities include regular monitoring, auditing, and assessment of research practices to identify 

and address potential areas of non-compliance. In addition, Uniandes will also file an annual 
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report with ORI which contains information specified by ORI on the institution's compliance with 

42 C.F.R. Part 93. 

 

This Policy of Research Misconduct applies to all individuals engaged in research activities under 
the auspices of Uniandes who conduct research activities funded, conducted, or supported by 
PHS and is subject to periodic review and updates to ensure alignment with current regulations 
and best practices in research integrity. 

  


