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Preface 
It is an exciting time to be a member of the Intramural Research Program (IRP) at the National Institutes 
of Health. Research is increasingly multidisciplinary and relies on innovative technologies that are 
developing almost too quickly to count. Team science has largely replaced single-scientist research. 
Because of the technological advances, and team-science approaches, it is more important than ever to 
promote a culture of research integrity on intramural campuses. A culture of integrity is one in which 
every individual understands how to perform research ethically and does so. These guidelines were 
written to provide important information about how to perform ethical research and maintain a culture 
of research integrity in the IRP.  

I would like to draw your attention to the section on our “Research Environment,” and specifically to the 
chapter on Harassment, Sexual Harassment, and Inappropriate Conduct. We expect the research culture 
in the IRP be civil, and that all members of the community be treated fairly and with respect. The IRP 
trains more than 4000 research trainees and clinical fellows a year. Our fellows leave the NIH to join the 
larger scientific community–and we must position these trainees to be future leaders in research. It is 
our responsibility to instill in them a commitment to building a civil, inclusive research community that 
offers opportunity to all.  

It is important that every investigator involved in research at NIH read, understand, and incorporate the 
Guidelines and Policies into everyday practice. The progress and excellence of NIH intramural research 
are dependent on our vigilance in maintaining the highest quality of conduct in every aspect of science. 

These guidelines were developed by the Scientific Directors in 2007 then revised in 2016 and 2019 by 
the intramural scientists serving on the Committee on Scientific Conduct and Ethics. This edition was 
approved November 12, 2019 by the Scientific Directors. 

 

 

Michael M. Gottesman, M.D. 

Deputy Director for Intramural Research, NIH 
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results and are subject to FOIA and to subpoena by Congressional committees and the courts. However, 
not all information requested through FOIA is subject to release. The NIH IRP supports increased efforts 
to ensure rigor, reproducibility, and transparency of research.4 In general, notebooks, other research 
data including computer files and supporting materials, such as unique reagents, should be maintained 
and made available by the laboratory in which they were developed. Departing scientists may take 
copies of notebooks and other data for further work, with the approval of their supervisor. The policy 
and process for taking copies of NIH records is described in Manual Chapter 1743, “Managing Federal 
Records1,” which includes the requirement that the requestor complete Form NIH-3000 at least 45 days 
prior to departure. PIs should consider documenting the intent to continue to work together with a 
Research Collaboration Agreement (RCA). Under special circumstances, such as when required for 
continuation of research, departing investigators may take unique reagents with them if adequate 
arrangements for their safekeeping and availability to others are documented by the appropriate 
Institute or Center official. The transfer of a reagent outside of NIH should be documented through a 
Material Transfer Agreement (MTA)5.  
 
Ҟ Data management, including the decision to publish, is the responsibility of the PI. After publication, 
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Authorship 
 
Authorship is the fulfillment of the responsibility to communicate research results to the scientific 
community for external evaluation. Authorship is also the primary mechanism for allocating credit for 
scientific advances and thus forms the basis for assessing a scientist’s contributions to developing new 
knowledge. Authorship potentially conveys great benefit to co-authors, but it also involves personal 
responsibility for the data published. 
 
Strictly speaking, authorship refers to the listing of names of study researchers in any communications, 
either oral or written, of experimental results and their interpretation. For each individual the privilege 
of authorship should be based on a significant contribution to the conceptualization, design, 
execution, or interpretation of the research, as well as to the drafting or substantively reviewing or 
revising the research article. Authorship also conveys responsibility for the study. Individuals who do 
not meet these criteria but who have assisted the research by their encouragement and advice or by 
providing space, financial support, reagents, occasional analyses, or patient material should be 
acknowledged in the text but not be authors. The Committee on Scientific Conduct and Ethics (CSCE) 
devised general guidelines to assist with determination of who deserves to be an author. These 
guidelines can be found in the NIH Sourcebook.7  
 

Disputes over authorship inclusion and order are not uncommon, including in those cases where 
one or more contributor(s) has left the lab where the research was primarily performed. NIH 
developed 
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challenges. The corresponding author is responsible for confirming that: 1) the contributions of all 
collaborators (intramural and extramural) are appropriately recognized, 2) each author has reviewed 
and authorized the submission of the manuscript in its original and revised forms, 3) the data in the 
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acceptance for publication, to the NIH National Library of Medicine’s (NLM) PubMed Central (PMC) via 
the NIH Manuscript Submission System14 (NIHMS).15 Authors must select the option to release their 
manuscripts to the public immediately, or within 12 months after the official date of final publication, 
depending on the publisher’s embargo agreement. NIH expects that only in limited cases will authors 
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�x ensures long-term preservation and access of the preprint.  

The preprint should acknowledge the IRP as the source of funding, clearly state that the work is not 
peer-reviewed and declare any competing interests.  NIH manuscript clearance24 is required for 
submissions of interim research products. Manuscript clearance is expected for submission of public 
feedback on a repository site regarding a preprint, or for any other public blog posting that indicates 
your NIH affiliation25, in accordance with ethics guidance26 and IC-specific publication policies and 
procedures. Researchers are encouraged to consult with their supervisors prior to a public blog posting. 
�x  

  

 
24 
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Mentoring and the Responsibilities of Research Supervisors and Trainees 

 
Research training is a complex process, the central aspect of which is a period of research carried out 
under the primary supervision of an experienced scientist. This supervised research experience is not 
merely the performance of tasks assigned by the supervisor, but rather it is a process wherein the 
trainee takes on an increasingly independent role in the selection, conceptualization, and execution of 
research projects. The trainee should be provided with training in the skills and knowledge necessary for 
their research projects and should expect to receive training in the full range of professional skills 
necessary for success along whatever career trajectory they choose to follow.  
 
Importantly, it must be recognized that the trainee has unique, time-sensitive needs relevant to career 
progression and advancement. As such, guidance, advocacy, and sponsorship are essential components 
of training. 
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by instruction and by example. Mentors should promote career development by encouraging their 
trainee to present at scientific meetings, by facilitating opportunities for collaboration and networking, 
and by encouraging attendance at scientific seminars and other scientific and professional activities at 
NIH. Mentors should provide trainees with timely, objective, and realistic appraisals of their 
performance along with advice regarding career directions, opportunities, and advancement. Trainees 
have responsibilities to their supervisors as well as to their research institutions. These include 
adherence to these Guidelines and Policies 
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Collaborations and Team Science 
 
Collaborative research and team science bring together investigators with distinct strengths to work 
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• How will credit be attributed to each collaborator’s institution for public 
presentations, abstracts, and written articles? 

• How and by whom will public presentations be made? 
• How and by whom will media inquiries be handled? 
�x When and how will you handle intellectual property and patent applications? 

 
Contingencies & Communications: 

• What will be your mechanism for routine communications among members of the 
research team (to ensure that all appropriate members of the team are kept fully 
informed of relevant issues)? 

• How will you decide about redirecting the research agenda as discoveries are made? 
• How will you negotiate the development of new collaborations and spin-off projects, if 

any? 
• Should one of the principals of the research team move to another institution or 

leave the project, how will you handle data, specimens, lab books, and 
authorship and credit? 

Conflicts of Interest: 
• How will you identify potential conflicts of interest among collaborators? 
• Could a collaborator or any close family members or associates benefit 

financially from the research? 
• Is a collaborator receiving money from someone who could benefit 

financially from the research? 
 
Whenever collaborations with scientists outside of NIH involve the exchange of biological 
materials or research data, they are routinely formalized by written agreements developed by 
the Technology Transfer Office of your Institute. 
 
Material Transfer Agreements (MTAs) are used for the simple transfer of proprietary research 
material with or without collaboration5. For example, 
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the agreement. 
 
The Office of Technology Transfer developed a set of FAQs to help investigators determine 
which instrument is most appropriate.32  

 
Foreign Influences  
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Research Misconduct 
 
A positive research climate allows and encourages open debate about how data should be interpreted. 
Often there is more than one way to view the results of any given experiment and science is propelled 
forward by the discussion. To maintain a positive climate at NIH, differences of opinion should be 
expressed with civility and respect. Expressing disagreement or a differing interpretation of data is not 
equivalent to making an allegation of research misconduct.  
 
Research misconduct becomes an issue when the integrity or veracity of the actual data can be 
questioned. The scientific community and general public rightly expect intellectual honesty in the 
formulation, conduct, reporting, and reviewing of scientific research. Investigators must act with 
integrity when editing, analyzing, and presenting data. Deceptive manipulation of data, be it 
misreporting of data, inappropriate exclusion of data outliers, or inappropriate enhancement of 
images, are examples of research misconduct. The manipulated data need not be published or 
presented at a conference to constitute research misconduct. 
 
Ҟ Research misconduct is defined as fabrication, falsification, or plagiarism (FFP) in proposing, 
performing, or reviewing research, or in reporting research results. Fabrication is making up data or 
results and recording or reporting them. Falsification is manipulating research data, materials, 
equipment, or processes, or changing or omitting data or results such that the research is not 
accurately represented in the research record. Plagiarism is the appropriation of another person’s 
ideas, processes, results, or words without giving appropriate credit (including not citing one’s own 
published work when warranted, which is self-plagiarism). Research misconduct does not include 
honest error or differences of opinion. The research record is the record of data or results, both 
physical and electronic, that embody the facts resulting from scientific inquiry; including but not 
limited to emails, research proposals, laboratory records, progress reports, abstracts, theses, 
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point to review experimental data frequently. Presentation of figures in group meetings should be 
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Ҟ The NIH Personal Relationship Policy Statement addresses problems that arise when there is a power 
differential between persons within a personal relationship. As stated in the NIH Policy Statement: 
Personal Relationships in the Workplace:51 
 

Personal relationships (including romantic and/or sexual) between individuals in inherently 
unequal positions, where one party has real or perceived authority over the other in their 
professional roles, may be inappropriate in the workplace and are strongly discouraged. If such a 
relationship exists or develops, it must be disclosed. This applies to all individuals in the NIH 
community, including employees, contractors, students, trainees, and fellows and includes anyone 
who holds a position of authority or perceived authority over another individual from a scientific 
or administrative perspective. 

 
Persons who are involved in such relationships are required to disclose the relationship to their IC. The 
agency can then 1) reassign the work of one party to eliminate the supervisor/supervisee relationship, 
2) have the supervisor recuse themselves from all official matters that affect the subordinate, 3) inquire 
as to whether inappropriate actions have occurred, or 4) take other appropriate action to eliminate the 
potential risk of the relationship. 
 
It should be noted that relationships between senior staff and trainees are not appropriate. If you are 
involved in a personal relationship and are unsure whether you need to disclose, you can get help by 
contacting your IC’s Executive Officer, by contacting the NIH Office of the Ombudsman,41 or by reviewing:   

�x Ҟ NIH Policy Statement: Personal Relationships in the Workplace51 
�ƒ Toolkit for NIH staff, including trainees/fellows and contractors45,47,48 
�ƒ  Toolkit for Managers and Supervisors46 �x  

  

 
51 NIH Policy Statement: Personal Relationships in the Workplace. Retrieved from https://hr.nih.gov/working-
nih/civil/nih-policy-statement-personal-relationships-workplace  





https://www.nih.gov/sites/default/files/about-nih/nih-director/testimonies/nih-policies-procedures-promoting-scientific-integrity-2012.pdf
https://www.nih.gov/sites/default/files/about-nih/nih-director/testimonies/nih-policies-procedures-promoting-scientific-integrity-2012.pdf
https://osp.od.nih.gov/


23 
 

A check mark (Ҟ) indicates that the section summarizes a specific policy 
 

Conflicts of Interest 
 
A conflict of interest (COI) is a situation in which a person has a financial, professional, personal, or other 
interest that may compromise judgment related to the performance of his or her ethical, legal, or 
professional duties. COIs are an important ethical concern because they can interfere with the 

https://ethics.od.nih.gov/default.htm
https://policymanual.nih.gov/2400-01
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be unable to give a best effort to all of them. Signs of over commitment include when advisors cannot 
find sufficient time to meet with their fellows or to review and critique first drafts of manuscripts 
within a few days or a week, or when PIs are unable to personally supervise the running of their 
clinical trials. Failure to personally oversee clinical research that uses FDA-regulated products is one of 
the most common findings cited in audit reports and FDA warning letters. 
 

Human Subjects 

Ҟ 

https://irbo.nih.gov/confluence/display/IRBO/HRPP+Policies+and+Procedures
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Social Responsibility, Media Inquiries, and Dual-Use Research  
 
According to the NIH mission statement, one of the goals of NIH is “to exemplify and promote the 
highest level of scientific integrity, public accountability, and social responsibility in the conduct of 
science.”59  
 
Scientific research conducted by NIH intramural investigators often provides information and knowledge 
that can be used to inform the subsequent diagnosis, treatment, or prevention of diseases and advance 
human health and well-being. However, research may sometimes have unintended adverse social 
impacts. For example, publishing a study on sexually transmitted diseases and drug abuse in an 
identifiable community may lead to discrimination and bias against members of that community. 
Research that provides data on the risks of a vaccine might discourage members of the public from 
having their children vaccinated. Publicly sharing the sequence of a universal virulence factor might 
enable others to make a deadly bioweapon from an otherwise harmless organism.   
 
NIH intramural investigators therefore have a responsibility to anticipate the possible social and 
environmental consequences of their research and to take steps to minimize their potential for harm. 
Scientists who are studying identifiable communities or populations, for example, should be aware of 
the potential impact of their research on those communities and, when appropriate, work with 
community leaders to ensure that their research addresses important community needs. In some cases, 
it may be necessary to delay publication of research to allow for additional review and comment by NIH 
committees, journal editorial boards, or communities impacted by the research. When research may be 

https://www.nih.gov/about-nih/what-we-do/mission-goals
https://www.hhs.gov/sites/default/files/media_policy.pdf
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Dual Use 

Ҟ The United States Government policy defines dual use research of concern as: “research that, based 
on current understanding, can be reasonably anticipated to provide knowledge, information, products, 
or technologies that could be directly misapplied to pose a significant threat with broad potential 
consequences to public health and safety, agricultural crops and other plants, animals, the environment, 
materiel, or national security.”61 The NIH Intramural Research Program requires that each publication be 
evaluated for dual use; and, if questions are raised, a central committee works with the author to ensure 
that information contained within the manuscript does not support nefarious use.62 Annual Dual Use 
Research of Concern (DURC) reviews must be completed in the NIH PI Dashboard (requires authorization 
for access).63 These reviews must be certified by the PI of record on the recombinant materials or 
pathogen registration document. �x

http://www.phe.gov/s3/dualuse/Documents/durc-policy.pdf
https://oir.nih.gov/sourcebook/ethical-conduct/special-research-considerations/dual-use-research
https://oir.nih.gov/sourcebook/ethical-conduct/special-research-considerations/dual-use-research
https://oms.ors.nih.gov/
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Animal Care and Use 
 
The use of laboratory animals is an essential component of biomedical research, and humane and 
effective use of animals is a necessary and important element of such research activities. Animal 
research, for the purposes of these Guidelines and Policies, is defined as in vivo research performed 
on laboratory animals in order to develop knowledge that contributes to the improvement of health 
and well-being of humans as well as other animals.  
 
The NIH Office of Animal Care and Use (OACU) provides oversight of animal research in the NIH 
Intramural Research Program (IRP) and provides a full range of resources related to policy, training, 
guidelines, and regulations.64 The animal care and use program of each NIH Institute and Center is 
directed by an institute-appointed Animal Program Director who is a senior veterinarian possessing 
extensive research in animal medicine and care expertise. An Animal Care and Use Committee (ACUC) 
is appointed by the Institute Scientific Director to provide oversight of an institute’s animal care and 

https://oacu.oir.nih.gov/
https://oacu.oir.nih.gov/nih-policies
https://grants.nih.gov/grants/olaw/references/PHSPolicyLabAnimals.pdf


https://grants.nih.gov/grants/guide/notice-files/NOw .otD-1otice-fi://oacu.oie/Lu6i://oa oLd9-doie/Lu6i://oa oLd9-doie/Lu6i://oa oLd9-doie/Lu6i5u6i://oa oLd9-doi4/Lu6i://oa oLd9-doie/Lu6i5u6i://oa oLd9-doi5/Lu6i://oa oLd9-doie/Lu6i5u6i://oa oLd[73351 0 R61342 0 R61343 0 R64443 0 R64543 0 R64643 0 R63429 0 R 8043 0 R63429 0 null null 162429 0 R 8351 0 R62429 0 null null null null null R62468 0 R 8342 0 R62468 0 R 8342 0 R62468 0 R 8442 0 R62468 0 null null null R62068 0 R 8543 0 R62068 0 null null null null R61347 0 null R61429 0 R 8643 0 R61429 0 null 69543 0 73351 0]>><</K>><Obj R61470 0 k/TypOBJR>>13]/Lang(EN-US)/P63429 0u6i51464 0 R/RefeParcote>><</12>><Obj R61437 0 k/TypOBJR>>13]/Lang(EN-US)/P61424 0 6i51464 0 R/RefeParcote>><</20>><Obj R61537 0 k/TypOBJR>>13]/Lang(EN-US)/P61824 0 6i51464 0 R/RefeParcote>><</22>><Obj R61337 0 k/TypOBJR>>13]/Lang(EN-US)/P61824 0 6i51464 0 R/RefeParcote>><</24>><Obj R61137 0 k/TypOBJR>>13]/Lang(EN-US)/P61824 0 6i51464 0 R/RefeParcote>><</30>><Obj R61429 0 k/TypOBJR>>13]/Lang(EN-US)/P61024 0 6i51464 0 R/RefeParcote>><</39>><Obj R61829 0 k/TypOBJR>>>><Obj R61629 0 k/TypOBJR>>13]/Lang(EN-US)/P61424 0 6i51464 0 R/e/LiLd[160467 0 R60867 0 R60943 0 R61068 0 71427 0 R 3617 0 R 3342 0 R61347 0 null R60329 0 R 8867 0 R60329 0 null 69668 0 71427 0]>><</10>><Obj R60537 0 k/TypOBJR>>13]/Lang(EN-US)/P60463 0 R/P6764 0 R/e/LiLd[159329 0 R59429 0 R59529 0 R59668 0 71329 0 R59729 0 R59829 0 R59943 0 71943 0 R60043 0 R60617 0 R 0247 0 null R58643 0 R 1499 0 R58643 0 null R58429 0 R 9199 0 R58429 0 null 69768 0 71329 0 69829 0 71943 0]>><</14>><Obj R59129 0 k/TypOBJR>>>><Obj R 6587 0 k/TypOBJR>>13]/Lang(EN-US)/P58643 0 R/P7064 0 R/e/LiLd>><</18>><Obj R 6787 0 k/TypOBJR>>13]/Lang(EN-US)/P58443 0 R/P7064 0 R/e/LiLd[157643 0 R57729 0 R57829 0 R57943 0 71529 0 R58043 0 71199 0 R58199 0 R58299 0 R58329 0 R51465 0 null R57129 0 R 9329 0 R57129 0 null R56429 0 R 9429 0 R56929 0 null 69943 0 71529 0 70043 0 71199 0]>><</13>><Obj R 1474 0 k/TypOBJR>>13]/Lang(EN-US)/P57461 0 R/P7364 0 R/e/LiLd>><</17>><Obj R 1274 0 k/TypOBJR>>13]/Lang(EN-US)/P56961 0 R/P7364 0 R/e/LiLd[R51465 0 R51643 0 R51467 0 70429 0 R56829 0 null R56247 0 null R56068 0 R 9643 0 R51068 0 null 70617 0 70429 0 70247 0 70429 0]>><</9>><Obj R56374 0 k/TypOBJR>>13]/Lang(EN-US)/P56024 0 6i57664 0 R/e/LiLd[R51351 0 R51452 0 61468 0 R55329 0 R55429 0 R55465 0 R55643 0 R55729 0 R51458 0 61429 0 R55947 0 null R54643 0 R 1468 0 R54643 0 null R54429 0 R 9968 0 R54429 0 null 31421 0 61468 0  7328 0 61429 0]>><</13>><Obj R 4587 0 k/TypOBJR>>13]/Lang(EN-US)/P54643 0 R/P7964 0 R/e/LiLd>><</17>><Obj R 4787 0 k/TypOBJR>>13]/Lang(EN-US)/P54443 0 R/P7964 0 R/e/LiLd[R51342 0 65429 0 R54347 0 null R53299 0 R50617 0 R53299 0 null R53329 0 R50299 0 R53347 0 null R53499 0 R50329 0 R53499 0 null 31342 0 65429 0 32429 0 65429 0 32529 0 65429 0]>><</5>><Obj R 4470 0 k/TypOBJR>>13]/Lang(EN-US)/P53299 0u6i5u264 0 R/e/LiLd>><</9>><Obj R53829 0 k/TypOBJR>>>><Obj R53670 0 k/TypOBJR>>13]/Lang(EN-US)/P53399 0u6i5u264 0 R/e/LiLd>><</13>><Obj R 3474 0 k/TypOBJR>>13]/Lang(EN-US)/P53099 0u6i5u264 0 R/e/LiLd[R51468 0 R51943 0 R52068 0 R51421 0 64729 0 R52299 0 R51329 0 R52429 0 64329 0 R52465 0 R52643 0 R52729 0 R52468 0 R52947 0 null R51499 0 R50465 0 R51047 0 null R51617 0 R50643 0 R51129 0 null R50867 0 R50467 0 R50867 0 null 31621 0 64729 0 32729 0 64729 0 32829 0 64329 0]>><</16>><Obj R 1629 0 k/TypOBJR>>13]/Lang(EN-US)/P51047 0u6i5u564 0 R/e/LiLd
https://oacu.oir.nih.gov/training-resources
https://oacutraining.od.nih.gov/public_menu.aspx


https://policymanual.nih.gov/1189
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://oir.nih.gov/sites/default/files/uploads/sourcebook/documents/ethical_conduct/guidelines-biospecimen.pdf
https://oir.nih.gov/sites/default/files/uploads/sourcebook/documents/ethical_conduct/guidelines-biospecimen.pdf
https://report.nih.gov/biennialreport10-11/appendices/NIH_Appendix_A.html
https://report.nih.gov/biennialreport10-11/appendices/NIH_Appendix_A.html
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Bloodborne Pathogens Standard and best practices to protect the integrity of biospecimens and 
protect the workers; 
 
• Packed and shipped conforming to all applicable regulations and standards, including the 
U.S. Department of Transportation and International Air Transport Association standards; and 
stored with an individual computer-generated label or electronic tracking device with a 
unique identifier, which enables the investigator to link to a basic set of information on 
specimen acquisition or the protocol and informed consent (or waiver) under which the 
specimen was collected, as well as the NIH Clinical Center Clinical Research Information 
System patient identification number, as appropriate, and which is able to withstand all 
potential storage conditions. �x  
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Health & Safety 
 
Ҟ The promotion of health and safety policies, practices, and procedures is the responsibility of each 
member of the NIH community. Each person in the laboratory has a vital role to play by ensuring that 
research is conducted in a manner that keeps personnel in the laboratory safe, protects that 
community from research-associated hazards, and maintains the public trust of scientific research.74 
 
Employees are expected to perform their work in a safe manner and to ensure that they do not place 
themselves, coworkers, study participants, visitors, or support personnel at risk of injury or illness due 
to unsafe conditions.  
 
All employees are responsible for attending required safety training, wearing appropriate personal 
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and illnesses. All injuries and illnesses must be reported to the OMS.77 
 

• The Division of the Fire Marshal (DFM) proactively addresses the fire protection and life 
safety needs of the NIH community by mitigating risk through collaborative services such as 
design reviews, pre-occupancy inspections, fire safety consultative services, and a wide-range 
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done using proper equipment that minimizes variables and compensates for the unexpected. Safe 
science is good science. �x  
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Fetal Tissue Research 
 
Human fetal tissue (HFT) has intrinsic cellular properties that make it invaluable for innovative, 
translational research, but its use also has profound ethical implications. NIH intramural investigators 
and contractors should be mindful that research involving HFT requires significant additional 
oversight, and must be conducted in accordance with applicable federal, state, and local laws, 
regulations, and policies.82  
 
Ҟ Researchers may acquire, use and store HFT for intramural research projects. Acquisition, from 
either a commercial source or from an academic institution, clinic, or hospital, requires prior 
approval.82 Researchers are also required to report annually on their acquisition, use or storage of 
HFT.72 Use of HFT is reported annually on the publicly facing Research, Condition, and Disease 
Categories (RCDC) by intramural project number.83 Intramural researchers with HFT projects are at 
times required to answer data calls on various aspects of their use of HFT. Research on 
transplantation of HFT for therapeutic purposes is permitted but requires additional intramural 
regulatory oversight because of the statutory provision(s) addressing such research. Please contact 
the Office of Intramural Research if you are considering research in which HFT or cells would be 
transplanted as part of clinical research. 
 
Ҟ All experiments using HFT must be reviewed and approved either by the Office of Human Subject 
Research Protections, via a determination of “Not Human Subjects Research” for de-identified tissue, 
or when tissues have associated identifiable information via a protocol approved by the IRB.71,84 In 
association with human subjects review, the investigator will execute an Attestation document that 
must be filed with the IC (with a copy retained in the investigator’s records). A copy of the Attestation 
must accompany all requests for purchase of HFT 



35 
 

A check mark (Ҟ) indicates that the section summarizes a specific policy 
 

research. Researchers may acquire existing, approved hESCs from a commercial source or through 
an MTA, following intramural guidelines and processes. 85  �x  
  

 
85 Human Embryonic Stem Cell (hESCs) Use in the Intramural Research Program. Retrieved from 
https://oir.nih.gov/sourcebook/ethicipA, folk.  
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they conduct this type of research.89 Additionally, investigators, who conduct non-exempt human 
subjects research, must also complete CITI Good Clinical Practice (US FDA Focus) training.   

 

The NIH HRPP requires that each protocol approved by an NIH IRB have a single PI who is responsible 
for its design and conduct.90 PIs also have special responsibilities to provide leadership and oversight 
over the conduct of their research protocol(s) and the research team. Upon IRB approval, the PI may 
delegate specific aspects of the conduct of the research to other members of the research team in 
writing, but the PI retains overall responsibility.  

 
Collection, Storage, and Sharing of Data 

Ҟ 
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Registration and Results Reporting of Clinical Trials 

Ҟ The Clinical Center Office of Protocol Services registers all IRB-approved NIH human clinical trials92 at 
ClinicalTrials.gov when NIH is identified as the responsible party. Clinical trials must also comply with the 
Food and Drug Administration Amendments Act (FDAAA)93 and NIH policy requirements for reporting of 
results.94 The PI must ensure that trial results and informed consent documents are submitted within 
the required time frames. The PI may consult the IC Clinical Director for additional information. �x  

  

 
92 42 CFR 11; Clinical Trials Registration and Results Information Submission. Retrieved from 
https://www.federalregister.gov/documents/2016/09/21/2016-22129/clinical-trials-registration-and-results-
information-submission 
93 FDA Amendments Act (FDAAA) Section 801: “Basic Results” Provisions. Retrieved from 
https://www.govinfo.gov/content/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf#page=82 
94 42 CFR 11 402(j); Clinical Trials Registration and Results Information Submission. Retrieved from 
https://www.govinfo.gov/content/pkg/CFR-2017-title42-vol1/xml/CFR-2017-title42-vol1-part11.xml   
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Research Material Management and Research with High-Consequence Pathogens: Institutional 
Biosafety 
 
Ҟ The NIH Institutional Biosafety Committee (IBC) oversees intramural use of microbiological agents, 
their vectors, and associated recombinant and synthetic molecular technology. These are powerful 
research tools but can pose significant risk to the research personnel who use them as well as to the 
environment during their use, storage, and disposal;  therefore, resear
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enroll in the SAP and receive approval prior to the possession, use, and transfer of select agents/toxins. 
If unescorted access is required to areas containing select agents or areas associated with the 
biocontainment of select agents, individuals must contact the SAP. Additional information can be found 
at the Federal Select Agent Program on the Center for Disease Control website99 and the DOHS Select 
Agent Program website.100 

Biological Surety Program 
 
Ҟ The NIH Biological Surety Program (BSP) was established to ensure that work pertaining to high risk 
infectious disease research is performed in the safest and most responsible manner possible by a 
trained, responsible, and reliable workforce. The Biological Surety Program applies to all intramural 
NIH personnel, Federal and non-federal, and visitors assigned to work in BSP spaces. BSP spaces are 
defined as all NIH ABSL-4, BSL-4, ABSL-3, and BSL-3 facilities, including areas of critical infrastructure, 
and information systems that support these laboratories.101  
 
Quarantine Permit Service Office (QSPO) 
 
Ҟ Individuals wishing to import any biological material (infectious or non-infectious) from outside the 
United States to the NIH must contact the QPSO.102 Upon review of submitted forms, QPSO 
determines whether the intended importation requires the issuance of a CDC import permit and label 
or an NIH Letter for Non-Infectious Importation. QPSO provides the required documentation to the 
applicant. Individuals wishing to export any biological material (infectious or non-infectious) from the 
NIH to a destination outside of the United States must submit a "Declaration for Exportation of 
Biological Materials" (NIH 2388) to QPSO and secure the necessary approvals prior to shipment.103 �x  
 

  

 
99 Federal Select Agent Program. Retrieved from https://www.selectagents.gov/  
100 Select Agent Program. Retrieved from 
https://www.ors.od.nih.gov/sr/dohs/safety/laboratory/BioSafety/Pages/select_agents.aspx  
101 Manual Chapter 3037; NIH Biological Surety Program. Retrieved from https://policymanual.nih.gov/3037  
102 Biological Materials Shipping. Retrieved from 
https://www.ors.od.nih.gov/sr/dohs/safety/laboratory/BioSafety/Pages/shipping_biological_material.aspx  
103 Manual Chapter 1340-1; Permits for the Import, Transfer, or Export of Biological Materials. Retrieved from 
https://policymanual.nih.gov/manage/chapter/view/1340-1  
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phones, networks, and other IT resources comes with the mandatory acceptance of a set of general 
rules of behavior designed to safeguard these resources and assure for their ethical use.110  

IT Privacy 

Ҟ There are several facets to IT privacy. First, we need to protect information acquired in the course of 
our work and whose disclosure could harm others: personally identifiable information (PII), sensitive 
information (SI), and protected health information (PHI). Secondarily, we must be aware that we have 
no guarantee of privacy in our own communications such as e-mails when we use government-owned 

https://irtsectraining.nih.gov/CSA/0301010_BehaviorRules.aspx
https://policymanual.nih.gov/1745
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Whistleblowing and Whistleblower Protections 
 

As a community of scientists, we share a responsibility to disclose wrongdoing that impacts the integrity 
of NIH research, public health and safety, our government’s honesty, accountability, and efficiency. 
Federal law protects “whistleblowers” (those who make a good faith allegation of a wrongdoing) from 
retaliation. 

Reporting Concerns 

HHS employees and agents (contractors, visiting scientists) can report a violation of any law, rule, or 
regulation; mismanagement; a gross waste of federal funds; or a substantial and specific danger to 
public health or safety through the following reporting web forms: 

�x HHS Office of Inspector General hotline112 
�x U.S. Office of Special Counsel hotline113 

Allegations involving NIH programs and activities, including misuse of NIH grant or contractor funds, 
grantee or contractor conflicts of interest, and other misconduct or misuse of NIH resources by NIH 
employees or others doing business with NIH, can be reported via: 

https://oig.hhs.gov/fraud/report-fraud/index.asp
https://oig.hhs.gov/fraud/report-fraud/index.asp
https://osc.gov/Documents/Resources/Forms/OSC%20Form-14.pdf?csf=1&e=HZ1hra
https://oma.od.nih.gov/DPI/Pages/Home.aspx
https://oacu.oir.nih.gov/nih-policies/reporting-animal-welfare-concerns/anonymous-reporting-animal-welfare-concerns
https://oacu.oir.nih.gov/nih-policies/reporting-animal-welfare-concerns/anonymous-reporting-animal-welfare-concerns
https://www.ors.od.nih.gov/sr/dohs/safety/incidents_accidents/Pages/Report-of-Unsafe-Condition.aspx
https://oir.nih.gov/sourcebook/ethical-conduct/research-misconduct/anonymous-reporting-research-misconduct-concerns
https://oir.nih.gov/sourcebook/ethical-conduct/research-misconduct/anonymous-reporting-research-misconduct-concerns
https://hr.nih.gov/working-nih/civil/intake-form
https://nihefile.icomplaints.com/efile-nih-prod/login/
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Reporting Retaliation 
Ҟ The Whistleblower Protection Act prohibits retaliation. This means it is unlawful for NIH to take or 
threaten to take a personnel action against an employee because he or she made a protected disclosure 
of wrongdoing. A protected disclosure is defined as a disclosure of information that the individual 

https://www.govinfo.gov/content/pkg/STATUTE-103/pdf/STATUTE-103-Pg16.pdf
https://oig.hhs.gov/about-oig/about-us/index.asp
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Concluding Statement 
 
These Guidelines and Policies remind NIH scientists of the applicable rules, policies, and ethical 
standards to be incorporated into and maintained in the scientific culture of the Intramural Research 
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