
Responsible ConduCt  
of ReseaRCh

Prepared by
The Office of the Vice Chancellor
for Research and Economic Development
Spring 2005

 
The University of North Carolina at Chapel Hill 



Note
this page left blank for double-sided brochure printing



Responsible ConduCt 
of ReseaRCh

Prepared by 

The Office of the Vice Chancellor  

for Research and Economic Development

Spring 2005

Contributors
Tom Clegg, Marila Cordeiro-Stone, Gena Everhart, Fletcher Fairey, Jack Griffith, 

Tracy Heenan, Robert Lowman, David Parker, Jim Peterson, Jackie Quay, Peter Reinhardt, 

Marc Sedam, Adrian Shelton, Linda Spremulli, and Richard Talbert

Editorial and Design
Cherry Crayton, Andy Johns, Jason Smith, Angela Spivey, and Neil Caudle 

Office of Information and Communications

Cover Photo Credits
(Top) Will Owens, Will Owens, Steve Exum

(Bottom) Steve Exum, Dan Sears, Steve Exum

 
The University of North Carolina at Chapel Hill 



Note
this page left blank for double-sided brochure printing



Letter from the Vice Chancellor                  ii

Guidelines

Investigator Responsibilities       1

Mentor/Trainee Responsibilities      1

Research Misconduct       2

Conflict of Interest and Commitment     2

Financial Compliance                                                                      3

Collaborative Research                                                                          4

Data Management, Sharing, and Ownership                                 5

Publication Practices and Authorship                                                5

Peer Review                                                                                            6

Intellectual Property                                                                        7

Human Subjects in Research      9

Requirements of HIPAA       10

Guidelines for the Use of Vertebrate Animals in Research            12

Safe Use of Hazardous Materials in Research              12

Recombinant DNA and Human Gene Transfer Experiments           16

Case Studies for Discussion                     18

Resources for Further Study                 22

Campus Contacts        23

 t
a

b
l
e
 o

f C
o

n
t

e
n

t
s



Spring 2005

Dear Carolina researchers:

Your work creating and discovering new knowledge plays a crucial role in our 

society.  In turn, integrity plays an indispensable role in research.  Researchers 

must hold themselves to high standards of conduct and intellectual honesty.  

Doing so protects the public’s vested interest in research results and preserves 

the University’s ability to continue doing research.

Senior investigators share a responsibility to pass on these values to the next 

generation of scholars. Through formal training sessions, casual talks, and, 

above all, by example in conducting their own research, faculty can establish a 

culture of integrity.  Upholding research integrity involves numerous personal 

and professional issues.  I hope this brochure will provide a starting point 

for ongoing conversations about the many facets of responsible conduct of 

research.

Sincerely,

Tony Waldrop
Vice Chancellor for Research and Economic Development

The UniversiTy of norTh Carolina aT Chapel hill
Office of the Vice Chancellor for Research and Economic Development

ii  Responsible Conduct of Research  
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investigator Responsibilities 

Any individual who designs and develops a plan 
for discovering new knowledge is an investiga-

tor. In the realm of the experimental sciences, such a 
plan must follow the scientific method for gathering 
information, testing hypotheses, recording the find-
ings with accuracy, interpreting the results, and re-
porting them to the scientific community. These ac-
tivities are rarely conducted by a single person, but 
rather by a group of individuals working together 
toward the same goal. Usually one member of the 
group is identified as the project leader, or principal 
investigator (PI). According to the National Institutes 
of Health (NIH), the major source of federal funds 
for biomedical research, the PI is “a qualified person 
designated by the applicant institution to direct the 
project or program.” Therefore PIs are responsible 
for the proper scientific or scholarly conduct of the 
project as well as for ensuring compliance with the 
financial and administrative aspects of the award.

PIs take on the responsibility of ensuring that 
those working under them are doing good science. 
The faculty committee on research, in its recommen-
dations for supervision of research personnel, states 
that “the project leader should supervise the design 
of experiments and the process of acquiring, record-
ing, examining, interpreting, and sorting data. (A 
project leader who limits his or her role to the edit-
ing of manuscripts does not provide adequate su-
pervision.)”

To that end, principal investigators should hold 
regular meetings of research personnel such as 
graduate students, postdoctoral fellows, and tech-
nicians. Such meetings, both formal and informal, 
offer chances to discuss interpretation of raw data 
and to correct errors in perception or presentation 
of results. One investigator calls such opportunities 
“teaching moments.” This crucial interaction helps 
both the PI and research personnel build confidence 
in their work long before producing the final prod-
uct.

In a practical sense, PIs who receive outside fund-
ing for research projects are responsible for sustain-
ing the sources of revenue that pay the salaries of 
the personnel working on those projects. Because 
the competition for renewal of research awards is 
intense, PIs regularly face the prospect of severe cuts 

in their research budgets. PIs have no choice but to 
be honest with students, postdoctoral fellows, and 
staff about possible lapses in funding. This informa-
tion should provide group members with the choice 
of looking for work elsewhere (usually with the help 
of the PI), or accepting the risks associated with the 
decision to stay with the project.

Mentor/trainee Responsibilities

A good mentor helps the new researcher excel and 
actively serves as a strong advocate of the train-

ee or junior researcher within the department, in 
dealings with the school or University, and in con-
tacts with outside institutions. The mentor-trainee 
relationship evolves with time, taking on different 
characteristics as the trainee develops into an inde-
pendent investigator.

Trainees must learn the basic methods of scien-
tific investigation, such as exploring and evaluating 
the literature in their field, keeping good records, 
and examining, analyzing, and interpreting data 
frequently. Thus the mentor should be accessible to 
the advisee, making time to ask and answer ques-
tions, read papers and proposals, and help evaluate 
progress.

Regular meetings and ongoing conversations 
are crucial. Even a few minutes of undivided atten-
tion and listening can help trainees feel support and 
encouragement. It is rare that trainees can receive 
all the support they need from one person, so good 
mentors introduce trainees to other scientists and 
help foster networks.

Ideally, mentors involve trainees in research ac-
tivities that contribute to developing their own po-
tential. Mentors should give trainees constructive 
and realistic feedback on their performance as well 
as advice about career development and profession-
al opportunities.

As the trainee matures, a good mentor knows 
when to step back and allow more independence. 
The trainee should take on an increasingly indepen-
dent role in selecting, conceptualizing, and execut-
ing research projects. A successful trainee eventu-
ally becomes intellectually independent from the 
mentor while sustaining a relationship of mutual 
respect and cooperation. 
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Research Misconduct

Misconduct in research violates the trust that so-
ciety places in the scientist and in the Univer-

sity. Misconduct also wastes time and resources in 
misdirected efforts based on erroneous information.

Values essential in research conform to those that 
ideally govern behavior and activities in general so-
ciety. These include honesty, performing your craft 
with skill and thoroughness, respect and fairness 
in dealing with others, and responsibility to people 
and institutions. 

Each member of the University community has a 
personal responsibility to implement the Universi-
ty’s “Policy and Procedures on Ethics in Research” 
when taking part in scholarly works and to help 
colleagues avoid any activity that might violate the 
policy. 

Research misconduct does not include honest er-
ror or differences of opinion. The University defines 
research misconduct as (1) fabrication, falsification, 
plagiarism, or other practices that seriously deviate 
from those that are commonly accepted within the 
scientific community for proposing, conducting, or 
reporting research; (2) material failure to comply 
with federal requirements for ensuring the welfare 
of laboratory animals; and (3) failure to meet other 
material legal requirements governing research.

Further definitions:

Fabrication—making up data or results and re-
cording or reporting them.

Falsification—manipulating research materials, 
equipment, or processes, or changing or omit-
ting data or results such that the research is not 
accurately represented in the research record.

Plagiarism—appropriating another person’s 
ideas, processes, results, or words without giv-
ing appropriate credit.

In deciding specific cases of alleged misconduct, 
the federal government considers behavior to be 
misconduct if the researcher departs significantly 
from accepted practices of the relevant research 
community, the researcher commits the misconduct 

intentionally, knowingly, or recklessly; and the al-
legation is proven by a preponderance of evidence. 
A few examples of research practices deemed to be 
misconduct include claiming another person’s data 
as one’s own, falsifying results, and prematurely de-
stroying data.

The “Policy and Procedures on Ethics in Re-
search” requires anyone having reason to believe 
that a member of the faculty or staff has engaged 
in scientific misconduct to consult with his or her 
department chair to determine whether the chair 
should report the allegation to the dean. Federal 
policy requires the University to investigate thor-
oughly all scientific misconduct allegations reported 
to the dean. 

Conflict of interest and  
Commitment

UNC-Chapel Hill’s “Policy on Conflicts of Inter-
est and Commitment” requires researchers to 

disclose their financial relationships, time commit-
ments, and other interests that may compete with 
University responsibilities in performing a research 
project. In today’s complex world, many research-
ers engage in outside activities related to their Uni-
versity research. It is not unethical to simply have 
conflicting interests. But it is crucial that researchers 
recognize and report competing interests accurately 
and in sufficient detail so that the University can 
evaluate the need for monitoring or management to 
fulfill its responsibilities for stewardship of the pub-
lic trust. 

For example, a spouse’s job could constitute a 
competing financial interest for the researcher if the 
spouse works for an outside company in the same 
research area as the University researcher. While 
University researchers must report these situations, 
that may be all the monitoring that is required. 

Other cases may require more extensive manage-
ment. For example, when faculty members propose 
to conduct research sponsored by a company in 
which they have a significant financial interest, the 
research project may be allowed, but typically would 
be monitored by a committee set up for that pur-
pose. Monitoring will almost always be necessary 
when researchers have a significant financial inter-
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est in a company and proposes involving students 
in University research funded by that company. The 
monitoring assures that treatment of students is ap-
propriate and that the outside company’s interests 
do not inappropriately influence analysis and pub-
lication of research results. No agreement with an 
external organization or interest may be permitted 
to interfere with the dissemination or oral defense of 
students’ research theses and dissertations.

In some situations, it may not be permissible for 
a researcher to perform the role of principal inves-
tigator on a particular project. If researchers have 
a significant financial interest directly related to a 
human-subjects research project at the University, 
for example, the University considers the real or ap-
parent risk to research subjects to be too great and 
deems the conflict unmanageable. Alternatively, 
researchers can divest themselves of the significant 
financial interest, thereby resolving the conflict.

You can find the University’s “Policy on Conflict of 
Interest and Commitment” online at:

http://coi.unc.edu/

If you have questions about this policy, contact the Of-
fice of University Counsel at 919/962-1219.

financial Compliance

The term financial compliance refers to a complex 
set of rules and guidelines covering what ex-

penses can be paid for by sponsored research funds 
as well as how those costs must be measured and 
accounted for. Approximately three-quarters of the 
University’s sponsored research funding comes 
from federal sources and must meet the federal 
government’s rigorous financial standards. There 
are other regulatory and/or contractual obligations 
for handling resources received from non-federal 
sponsors.

The Office of Sponsored Research (OSR) applies 
federal regulations and guidelines to federally spon-
sored research conducted at UNC-Chapel Hill. The 
principal investigator has ultimate financial respon-
sibility for sponsored research accounting; however, 
OSR strives to oversee financial compliance as much 
as possible, freeing investigators to focus on their 

scientific or creative work. OSR reviews budgets at 
the proposal stage, accepts awards on behalf of the 
University, and reviews budgets and funding ex-
penditures in more detail after an award is made.

By working closely with departmental managers 
and grants managers, OSR staff can often relieve re-
searchers of much of the administrative detail of fi-
nancial compliance. But the principal investigator is 
ultimately financially responsible for the project and 
should become familiar with general guidelines.

Preparing Proposal Budgets
Financial compliance begins with preparing 

sound budgets for sponsored research proposals. 
The principal investigator must ensure that there is 
a direct relationship between the costs proposed and 
the objectives of the project. Salaries and fringe ben-
efits constitute a major part of these proposals; about 
45 percent of the University’s grant and contract ex-
penditures in fiscal year 2004. In determining per-
centages of effort for personnel, principal investiga-
tors should be careful to ensure that the percentages 
are reasonable given other commitments. Faculty 
and staff members working on a sponsored project 
is required to certify their efforts on that project. 

Other common allowable direct costs include 
equipment used specifically for the project, labo-
ratory supplies, and salaries of lab personnel. The 
costs for administrative or clerical salaries should be 
proposed only if those positions are used specifically 
and/or exclusively for a particular research project.

Unallowable Direct Costs
Alcohol and most food purchases can not be paid 

for by sponsored research funds. Certain expenses 
such as telephones, postage, and clerical and ad-
ministrative salaries are considered by the federal 
government to be covered by the institution’s facili-
ties and administrative costs (see below) and gener-
ally cannot be charged directly to a sponsored proj-
ect. General-purpose computers are not typically 
charged directly to grants, nor are office supplies.

When funds are awarded, the award notice will 
outline any specific financial terms and conditions 
governing that project. The principal investigator 
and grant manager should review the notice care-
fully, making sure that they understand these terms 
and conditions. PIs and grant managers are encour-

http://coi.unc.edu/
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aged to seek OSR’s help as needed. 

Facilities and Administrative Costs
Each grant or contract proposal should include a 

request for a percentage of the direct costs to be al-
located for facilities and administrative costs (F&A), 
also called indirect costs. F&A costs are billable ex-
penses that are not related to any particular project. 
They include expenses such as utilities, building and 
lab maintenance, libraries, University research sup-
port staff, and depreciation of buildings and equip-
ment. While F&A costs may seem remote when one 
is not personally responsible for the infrastructure, 
they are material components of the full costs of 
conducting University research. 

The University negotiates with the U.S. Depart-
ment of Health and Human Services to determine 
an indirect cost rate that is applied to all federally 
sponsored research. The majority of private founda-
tions and industries that award funds to UNC-Cha-
pel Hill pay this rate as well. 

Accounting Standards
Each department must have a clearly defined sys-

tem of checks and balances for the financial manage-
ment of sponsored research. The program accounts 
for such research should be easily and uniquely 
identifiable.

Each year, the University is required to complete 
an A-133 audit for compliance with federal account-
ing standards. OSR keeps official University records 
about each sponsored project and works to provide 
any information federal auditors need. If a question 
arises that OSR cannot answer, OSR will work with 
the departmental grants manager, business manager, 
or occasionally the principal investigator to obtain 
necessary information. 

Though financial rules can seem cumbersome, 
they exist to ensure accountability and good stew-
ardship and to prevent betrayal of the public trust. 
The combination of financial reporting and other 
reporting requirements, such as progress, technical, 
invention, and patent reports assures sponsors that 
sponsored research funds are spent as the sponsors 
intended.

For more information about financial compliance, contact 
the Office of Sponsored Research at 919/966-3411.

Office of Sponsored Research web site: 
http://research.unc.edu/osr/

Contact the Office of Clinical Trials at 919/966-3411.
Office of Clinical Trials web site: 
http://research.unc.edu/oct/

Collaborative Research

Collaborations play an integral part in research and 
discovery. Some collaborations last for the duration 
of one research project, while others lead to merg-
ing of groups to study research problems from a 
multidisciplinary perspective. A common type of 
collaboration begins with a researcher who creates 
a project and then calls in others to make specific 
contributions. Such contributors should adhere 
to project guidelines, submit work on time, and 
inform project leaders as early as possible if work 
will be late. In turn, project leaders should give 
contributors regular progress reports.

As collaborations grow larger, they become more 
difficult to manage. Resolute, well-organized lead-
ers who are responsive to team members’ concerns 
can make management go more smoothly. Collabo-
ration leaders should be clearly identified. 

Successful managers pay attention to the strengths 
of individual team members and divide duties ac-
cordingly. Project leaders also take responsibility for 
making—or arbitrating—decisions about allocation 
of resources (including funds and personnel) and for 
deciding what credits should be given and to whom. 
Disputes among collaborators can become serious 
when financial benefits such as royalties must be al-
located, so these decisions should be discussed as 
early and as explicitly as possible.

Communicating often and early can prevent dis-
putes about a variety of issues. In a true collabora-
tion, all research results from the project must be 
available to all team members. Collaborations ben-
efit when researchers continue to share data, results, 
and problems as often as possible throughout the 
project whether in person, by telephone, or by email. 
However, confidentiality agreements related to pre-
liminary research results should be understood and 
obeyed by all.

Other issues that should be openly and freely 

http://research.unc.edu/osr/
http://research.unc.edu/oct/
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discussed from the beginning of a collaboration in-
clude

• goals and expected outcomes of the 
project;

• expected duration of the project;

• responsibilities and contributions of 
each researcher;

• legal obligations of researchers, especial-
ly regarding intellectual property and 
regulatory compliance, and acknowl-
edgement that failure to comply with 
regulations by anyone associated with 
the project may create consequences for 
all researchers involved in the study;

• allocation of credit, including author-
ship and financial rewards such as 
royalties;

• redirecting the research agenda as dis-
coveries are made; 

• possibilities for developing any new col-
laborations and spin-off projects;

• guidelines for hiring and supervising 
personnel, including who will do the 
actual supervision and hiring; and

• responsibilities for making public pre-
sentations and handling media inqui-
ries.

data Management, sharing, 
and ownership

The University owns data collected by students 
and faculty as part of externally sponsored proj-

ects, but faculty investigators maintain possession 
of data they collect and act as custodians of that 
data. Students or postdoctoral fellows who collect 
data while at UNC-Chapel Hill leave those data in 

the custodianship of their mentor or major profes-
sor, but they may take copies with them. 

While data remain the property of the University, 
authors may copyright manuscripts derived from 
data in accordance with federal law. 

In multi-site studies, each participating site usual-
ly owns its data unless contractual terms and condi-
tions specify otherwise. For example, in many clini-
cal drug trials, the University is required to transfer 
data ownership to the sponsor while retaining the 
right to publish.

In rare cases, the University hires employees spe-
cifically to produce written materials. These materi-
als are designated “works made for hire,” and their 
copyright vests in the University, not the individual 
who produced the work.

The University is beginning to reexamine its data- 
ownership and data-management policies and may 
address additional issues as part of that review.

publication practices and 
authorship

Publication is the endpoint and goal of most 
research projects, but it is also the beginning of 

public evaluation of the work. Authorship is the 
primary way that researchers receive credit for 
advances, and it provides the means for the scien-
tific or scholarly community to assess a researcher’s 
contribution to developing new knowledge. Au-
thorship carries great benefit but also responsibil-
ity.

In essence, an author’s obligation is to give an ac-
curate account of the research performed and to ob-
jectively discuss its significance. An author should 
perform a literature search to find original publica-
tions that describe closely related work. The author 
should cite those publications that have influenced 
the nature of the reported work as well as those that 
are essential for understanding the work.

The publication should include enough detail 
and references so that an informed reader can assess 
the work’s validity and, most importantly, replicate 
the work. When asked, authors should make an ef-
fort to provide to other researchers with samples of 
materials unavailable elsewhere, using appropriate 
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material transfer agreements to restrict the use of 
the materials and protect the interests of the authors. 
Materials transferred might include such things as 
clones, microorganism strains, and antibodies.

Criticism of the work of another scientist may 
sometimes be justified in a publication, but personal 
criticism is never appropriate. 

Authors should reveal to journal editors potential 
conflicts of interest, such as consulting or financial 
interests in companies and collaborations or other 
relationships with potential reviewers that might af-
fect the publication of the results in a manuscript. 
The source of funding for the research, whether gov-
ernment agency, private corporation, or foundation, 
should be indicated in the submitted material. 

Authorship refers to the listing of names of re-
search participants in oral and written communica-
tions about the results. As collaborative research be-
comes the norm, the question of how to give credit in 
publications arises more often. In some fields, such 
as genome sequencing or physics, there can be hun-
dreds of authors on a single paper. The conventions 
of giving credit to authors vary among disciplines. 
In many fields, the authors who make a greater con-
tribution are listed first. In some disciplines, the se-
nior researcher is always listed first, while in others 
the leader’s name is always listed last.

Sometimes such practices differ among individu-
al research groups. Some groups may routinely put 
the research leader’s name on every paper, while in 
other groups the supervisor’s name rarely appears 
on papers. Researchers can avoid problems by ex-
plicitly discussing and resolving such issues as early 
in the research process as possible. 

Each author should be willing to support the gen-
eral conclusions of the study. The submitting author 
should ensure that all contributions are recognized 
and that each author has reviewed and authorized 
the submission of the manuscript and its revisions. 
Some journals now require approval signatures 
from each author before publication.

The Faculty Committee on Research recommends 
that researchers follow these authorship guidelines: 

• An author submitting a paper should 
never include the name of a coauthor 
without that person’s consent. The sub-
mitting author should furnish each co-

author a copy of the manuscript before 
it is submitted. Coauthorship should be 
offered to (and limited to) anyone who 
has clearly made a significant contribu-
tion to the work. 

• Anyone accepting coauthorship of a 
paper should realize that this action 
implies a responsibility as well as a 
privilege. Every author should read the 
manuscript and evaluate all the data 
carefully. If a potential coauthor has 
serious reservations concerning a pub-
lication, the individual should decline 
coauthorship.

• The senior author or authors of a paper 
should be prepared to identify the con-
tributions of each coauthor.

• Simultaneous submission of essen-
tially identical manuscripts to different 
journals is improper. Submission of the 
same data or figure in different manu-
scripts is not appropriate. Copyright 
permission should be obtained and cited 
for the use of any material taken directly 
from another publication, even a publi-
cation of one of the authors. 

• As a general principle, research should 
be published in the peer-reviewed sci-
entific literature before reports of such 
research are released to the public press.

peer Review 

Decisions about publishing research results can-
not be made without fair and objective evalu-

ations by recognized experts. Though the peer-re-
view process can be difficult and time-consuming, 
researchers are encouraged to participate in it. Those 
conducting peer reviews are making an important 
contribution to science and scholarly activity.
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Qualification to Review
A reviewer should be an expert in the subject un-

der review. If a researcher feels unqualified to evalu-
ate a particular manuscript, he or she should decline 
to review it.

If a reviewer has a personal or professional rela-
tionship with an author or coauthor (including being 
in direct competition or collaboration with that per-
son), the connection may bias the reviewer’s judg-
ment. When in doubt, reviewers should disclose to 
editors any conflicts of interest so that the editors 
can decide whether the reviewer is qualified. 

Guidelines for Conducting the Review

• All material under review is privileged, 
confidential information. Such material 
should not be shown to or discussed 
with others unless the reviewer is seek-
ing specific advice. A reviewer should 
not copy, maintain, nor use a manu-
script under review.

• The job of a reviewer is to objectively 
judge the quality of the manuscript, 
the work itself, the interpretations, 
and its exposition. Reviewers should 
explain and support their judgments 
adequately. Statements that a finding or 
argument has been previously reported 
should be backed with the relevant cita-
tion.

• Reviewers should point out an author’s 
failure to cite relevant work and call 
attention to substantial similarities 
between the paper under consideration 
and published papers or manuscripts 
submitted to another journal. 

• Reviews should be submitted in a timely 
manner.

intellectual property

The University’s policies and procedures govern 
ownership of and other rights related to intellec-

tual property created by faculty, staff, and students. 
Generally speaking, the policies and procedures 
cover trademarks, copyrights, and patentable inven-
tions.

Trademarks
The University, like virtually all other institutions 

and businesses in the United States, has developed 
policies controlling the use of certain words and 
logos that symbolize its purpose, values, and tra-
ditions. The marks belonging to the University in-
clude, but are not limited to, the words “University 
of North Carolina,” “UNC,” and “Tar Heels;” and 
logos of The Old Well, University Seal, Interlocking 
“NC,” and Strutting Ram.

The University’s name or trademarks may not 
be used without permission to imply University en-
dorsement or sponsorship of non-University activi-
ties. For questions about the appropriate use of the 
University’s name or trademarks, contact the Office 
of University Counsel at 919/962-1219.

Copyright
A copyright is an intangible right granted to the 

author or originator of certain literary or artistic pro-
ductions, typically including abstracts and articles, 
where the author or originator is invested for a lim-
ited period of time with the sole, exclusive privilege 
of multiplying copies and publishing and selling 
them. Copyright protection automatically exists 
from the time the work is rendered in tangible form, 
although the work may be, and there are some ad-
vantages to having it, formally registered with the 
U.S. Copyright Office.

The University’s policy on copyright addresses 
many important copyright issues facing faculty, 
staff, and students, including the question of who 
holds copyright in certain works. Ownership de-
pends on the kind of work being copyrighted and 
the circumstances under which it was created. But 
as a general matter, in accord with academic tradi-
tion, pedagogical and scholarly works created by 
faculty and students are owned by the creator. Ex-
ceptions to this general policy are fully described in 
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the University’s copyright policy, available online 
at: http://www.unc.edu/campus/policies/copy-
right.html 

For assistance with copyright questions, contact 
the Office of University Counsel at 919/962-1219.

Patentable Inventions
A patent is a property right granted by the laws 

of the United States to an inventor “to exclude oth-
ers from making, using, offering for sale, or selling 
the invention throughout the United States or im-
porting the invention into the United States” for a 
limited time in exchange for public disclosure of the 
invention when the patent is granted.

Invention Ownership
The University of North Carolina at Chapel Hill 

owns all patentable inventions of University per-
sonnel (i.e., faculty, staff, and students) if those in-
ventions are conceived or first actually reduced to 
practice as a part of or as a result of University re-
search, activities within the scope of the inventor’s 
employment by the University, or with the use of 
University resources. In other words, the University 
owns patentable inventions made by its employees 
and personnel, including students. The University’s 
“Patent and Copyright Procedures,” which imple-
ments the University of North Carolina’s system-
wide “Patent and Copyright Policies,” describes in 
greater detail the rights and responsibilities of the 
University and University personnel with regard 
to inventions. Both of these documents are posted 
under “Research” on the campus policy web site at 
http://www.unc.edu/campus/policies.html.

Invention Disclosure
University personnel who, either alone or in as-

sociation with other University or non-University 
personnel, make an invention in which the Univer-
sity has or may have an interest must disclose the 
invention to the University’s Office of Technology 
Development (OTD) by completing a Report of In-
vention form provided by OTD. OTD will promptly 
acknowledge its receipt of completed disclosure 
forms and will work with the inventor(s) to manage 
the invention in the best interest of the University, 
the inventor(s), and the public. All inventions are 
assumed to be owned by the University until such 

time that the University has acknowledged that it 
has no rights to such invention. If an inventor be-
lieves that the invention was made outside the gen-
eral scope of his or her University duties and without 
benefit of any University resources and therefore is 
not properly owned by the University, the inventor 
must request OTD to determine the respective rights 
of the University and the inventor in the invention. 
Such request must include the circumstances under 
which the invention was made and the inventor’s 
official duties at the time of conceiving and making 
the invention. OTD will provide a written determi-
nation to the inventor(s) of whether the University 
has an ownership interest or not in the invention.

Timely Invention Reporting
A Report of Invention form should be submitted 

as soon as the inventor can completely describe the 
details of the discovery along with some preliminary 
data showing proof of concept. To obtain maximum 
intellectual property protection, a disclosure should 
be made prior to revealing the invention or data or 
other information related to the invention to anyone 
outside of the University.

Discussing Your Invention with Others
If researchers reveal their invention, data, or 

other information related to the invention to any-
one outside of the University prior to submitting a 
Report of Invention and filing a provisional patent 
application, they risk losing the ability to exploit 
the invention. The University may lose the ability to 
file patents if prior disclosure has been made, even 
if that disclosure is in the form of a pre-publication 
abstract or conference presentation. In particular, 
disclosure prior to filing a patent application means 
that the right to protect the intellectual property is 
lost in every country other than the United States, 
and most inventions are considerably devalued if 
the inventors do not have the opportunity to patent 
them throughout the world. The University still has 
the right to file a U.S. Patent Application up to one 
year after the public disclosure date. After one year 
from the date of public disclosure, if no patent ap-
plication has been filed, the invention is considered 
part of the public domain and is no longer patent-
able. Researchers should still disclose their inven-
tion to OTD before discussing it with anyone else 

http://www.unc.edu/campus/policies/copyright.html
http://www.unc.edu/campus/policies/copyright.html
http://www.unc.edu/campus/policies.html
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outside the University, even if they are not sure if 
the invention is patentable.

Confidentiality Agreements
When researchers wish to discuss their technol-

ogy with colleagues at other universities or compa-
nies, OTD will prepare and execute a Confidentiality 
Agreement (CDA) with that company or University. 
A confidentiality agreement accomplishes many 
things—it protects the University’s right to file pat-
ent applications, and it makes it easier to prevent 
other University patents or patent applications from 
being misappropriated by someone to whom the re-
searcher disclosed the idea. Only an individual with 
University contract signatory authority may sign 
CDAs. Neither department chairs nor faculty mem-
bers are authorized to sign these agreements.

Material Transfer Agreements
Similarly, if an invention includes tangible mate-

rial such as a cell line, protein, computer chip design, 
or software that the researcher wants to make avail-
able to a colleague or a company for review, OTD 
can execute a Material Transfer Agreement (MTA) 
that protects the researcher’s rights and describes 
the circumstances under which the material is being 
provided. Only an individual with University con-
tract signatory authority may sign MTAs. Neither 
department chairs nor faculty members are autho-
rized to sign these agreements. All MTA processing 
is now handled electronically. 

For more information about Material Transfer Agree-
ments, please visit the eMTA web site at:

 http://cfx3.research.unc.edu/eotd/

For more information about the commercialization of 
University inventions, contact the Office of Technology 
Development at 919/966-3929. or visit their web site: 

http://research.unc.edu/otd/

If you have questions about intellectual proper-
ty rights, contact the Office of University Counsel at 
919/962-1219.

human subjects in Research

It is a privilege and not a right to conduct research 
with human subjects. Whether the research is be-

havioral, biomedical, or other, responsible conduct 
of human subjects research requires commitment 
and expertise in the protection of subject rights and 
welfare in addition to the expertise of an investiga-
tor’s scholarly discipline.

All human subjects research of the University of 
North Carolina at Chapel Hill requires IRB review 
and approval. UNC-Chapel Hill has an agreement 
with the federal government (“Assurance”) pledg-
ing that all UNC-Chapel Hill human subjects re-
search, without regard for sponsorship or federal 
involvement, will be performed in accord with the 
ethical principles of the Belmont Report as well as 
the requirements of federal regulations governing 
human subjects research, 45 CFR 46 (Department of 
Health and Human Services) and 21 CFR 50 and 56 
(Food and Drug Administration), which prescribe 
the Institutional Review Board (“IRB”) procedures.

At the University of North Carolina at Chapel 
Hill, there are multiple Institutional Review Boards, 
each constituted to provide expertise in reviewing 
one or more types of human subjects research, in-
cluding behavioral, public health, dental, biomedi-
cal, and nursing. IRB review of a research project 
includes evaluation of many factors including risks, 
benefits, informed consent, subject selection and re-
cruitment, privacy and confidentiality, any safety 
monitoring plans, and any regulatory requirements 
for special subject populations. Administration of 
all UNC-Chapel Hill IRBs is consolidated in the Uni-
versity’s Office of Human Research Ethics.

The principal investigator is responsible for en-
suring that 

• the research study is accurately and complete-
ly submitted for IRB review;

• IRB approval is obtained prior to initiation of 
research or before making any changes or ad-
ditions to the research;

• the IRB is informed of all changes in informa-
tion previously presented to the IRB;

http://cfx3.research.unc.edu/eotd/
http://research.unc.edu/otd/
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• progress reports are submitted to the IRB as 
required; and

• all unanticipated problems or serious adverse 
events involving risk to human subjects are 
reported to the IRB.

The PI is also responsible for ensuring that all 
members of the research team comply with the find-
ings, determinations, and requirements of the IRB, 
including satisfactory performance of the informed 
consent process.

The research team includes everyone engaged in 
the design, conduct, or analysis of the study, which 
means not only the Principal Investigator and co-in-
vestigators but also research assistants, study coor-
dinators, clinical research coordinators, clinical re-
search associates, etc. Every member of the research 
team is responsible for protecting human subjects 
in accordance with the guidelines specified above, 
and for complying with all IRB findings, determina-
tions, and requirements. All research team members 
must complete human subjects research training as 
required by the University’s Policy on Education 
and Certification of Investigators Involved in Hu-
man Subjects Research at: http://research.unc.edu/
ohre/education_policy.php

UNC-Chapel Hill’s specific policies, procedures, 
forms, and other resources for human subjects research-
ers are available online at the Office of Human Research 
Ethics (OHRE) web site: http://research.unc.edu/ohre/ 

Contact the OHRE office by phone at 919/966-3113.

Requirements of the health  
insurance portability and  
accountability act (hipaa)

HIPAA is the Health Insurance Portability and 
Accountability Act of 1996. HIPAA regulations 

were formulated to cover the health care industry 
(health care providers, insurers, and clearinghous-
es). HIPAA’s Privacy regulations are focused on 
privacy and security protections for individually 
identifiable information (this includes both medical 
and nonmedical information such as addresses) that 

has been obtained in the course of health care treat-
ment, payment, or operations. This individually 
identifiable information is called “protected health 
information” (PHI). HIPAA’s information privacy 
requirements are additional to ethical and regula-
tory protections for human research subjects and do 
not supersede them.

The application of HIPAA Privacy regulations 
to research occurs at the interface of research with 
health care (i.e. when researchers access and use 
PHI from health care providers, insurers, or clear-
inghouses). If a research study either uses or creates 
protected health information, HIPAA requirements 
also apply to those research uses of protected health 
information, in addition to relevant privacy and con-
fidentiality protections that are required by federal 
regulation for human research subject protection.

The application of the HIPAA access and use 
rules are based on the purpose for accessing and us-
ing the PHI. The rules for the clinician’s access to and 
use of the PHI for treatment purposes are different 
than the rules for that same clinician’s access to and 
use of the same PHI for research. When both health 
care and research are going on simultaneously in a 
study, it is important to comply with all appropriate 
regulations for each of these separate purposes.

Generally, research access and use of PHI re-
quires a HIPAA Authorization signed by the indi-
vidual whose PHI will be used; however, there are 
exceptions. These include

• the individually identifiable health informa-
tion is not generated in the course of health-
care services by a health care provider, health 
plan, or health care clearinghouse and will not 
become part of a record applied to treatment, 
payment or healthcare operations; 

• the IRB has approved a waiver of authoriza-
tion; 

• the PHI has been “deidentified” by being 
stripped of all eighteen identifiers specified 
by HIPAA before the data are provided to the 
researcher; 

• the PHI data are converted to a “limited data 
set” as defined by HIPAA before the data are 

http://research.unc.edu/ohre/education_policy.php
http://research.unc.edu/ohre/education_policy.php
http://research.unc.edu/ohre/
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provided to the researcher, and the use of the 
“limited data set” is governed by a data use 
agreement that includes the HIPAA-specific 
required provisions; 

• the research is limited to decedents (Note 
that while decedents are not included in the 
Common Rule definition of “human subjects,” 
the disclosure of their PHI by a covered entity 
is subject to HIPAA requirements as further 
described in the UNC-Chapel Hill HIPAA and 
Research Policy.); 

• the research is limited to a “review prepara-
tory to research” (Note that UNC-Chapel Hill 
policy is that use of the “review preparatory 
to research” HIPAA option is (a) limited to 
preparation of a research protocol or assess-
ment of feasibility of performing a specific 
research protocol; and (b) does not include 
recording any protected health information; 
and (c) may not be used to prescreen patients 
as part of the recruitment process. Once there 
is intent to recruit pursuant to a formulated 
protocol, then the research activity is suffi-
ciently well prepared to require IRB approval. 
See the UNC-Chapel Hill HIPAA and Re-
search Policy.); 

• the individually identifiable health informa-
tion is not PHI because it was not generated 
in the course of healthcare services by a 
health care provider, health plan, or health 
care clearinghouse and does not flow from 
the researcher into a medical record or other 
record applied to the individual’s healthcare 
treatment, payment, or healthcare operations. 
[Examples: (a) personal health information 
provided directly by the research subject to 
the researcher and put into a research record 
but not flowing from the researcher into any 
medical record of that individual; (b) physical 
or physiological measurements of an indi-
vidual made by a researcher in a nonclini-
cal setting and put by the researcher into a 
research database but not flowing from the 
researcher into a medical record.]

HIPAA requires that a healthcare provider, in-
surer, or clearinghouse permit access to PHI for re-
search purposes only in accord with HIPAA’s docu-
mentation requirements for the transaction. This 
same obligation applies to the UNC Health Care 
System in permitting access to PHI by UNC-Chapel 
Hill researchers for research purposes, even if the 
UNC-Chapel Hill researcher is also a UNC Health 
Care System clinician accessing the UNC Health 
Care System PHI for treatment purposes at the same 
time.

For more specific information and forms for research 
access and use of PHI see:

The University’s HIPAA web site: 
http://www.unc.edu/hipaa/

The School of Medicine’s HIPAA web site: 
http://www.med.unc.edu/hipaa/welcome.htm

The UNC Health Care System’s HIPAA web site: 
http://www.unch.unc.edu/HIPAA/default.htm

The Office of Human Research Ethics (OHRE) HIPAA 
forms and links:

http://research.unc.edu/ohre/forms.php

For help with specific questions about HIPAA compli-
ance in research, contact the University’s Research Com-
pliance Officer or the University’s Privacy Officer at the 
Office of University Counsel 919/962-1219, or email hip-
painfo@unc.edu.

http://www.unc.edu/hipaa/
http://www.med.unc.edu/hipaa/welcome.htm
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Guidelines for the use of  
Vertebrate animals in Research

The laws and regulations that govern the use of 
animals for research reflect society’s increased 

concerns for humane care. Every investigator is ob-
ligated to understand these regulations, as well as 
generally accepted ethical principles, and to incor-
porate them into their research efforts. Although 
there are many federal, state, and local regulations 
governing the use of animals, there are two main 
sets of regulations with which the investigator 
should be familiar. These are the “Animal Welfare 
Act” enforced by the United States Department of 
Agriculture (USDA) and the Public Health Service 
(PHS) “Policy on Humane Care and Use of Labora-
tory Animals” administered by the Office of Labora-
tory Animal Welfare. Many of the USDA regulations 
are similar to those of the PHS policy.

Both of these policies require each research insti-
tution to establish an Institutional Animal Care and 
Use Committee (IACUC) with defined responsibili-
ties. These include the review of all proposed activi-
ties related to the care and use of animals, semi-an-
nual review of the institution’s program for animal 
care, and semi-annual review of all animal facilities 
and animal research areas.

Federal policy directs the IACUC to evaluate re-
search proposals by investigators to ensure that the 
number of experimental animals is appropriate, non-
animal alternatives are used if possible, any pain or 
distress is minimized, use of animals has been justi-
fied, activities do not unnecessarily duplicate previ-
ous efforts, personnel are appropriately qualified, 
and animal activities are in accord with the USDA 
regulations and PHS policy. 

Many of the standards in the USDA regulations 
and PHS policy are very precise, especially those 
concerning the care and housing of animals. The 
standards include requirements for temperature, 
humidity, lighting, cage space, cage cleaning, room 
air exchanges, equipment, and, for some species, 
programs that enrich the animals’ living environ-
ment.

As with most aspects of scientific research, com-
plying with these standards requires the honesty 
and integrity of researchers. The “Guide for the Care 

and Use of Laboratory Animals” is the accepted stan-
dard for use of research animals and is endorsed by 
USDA and PHS.

UNC-Chapel Hill also participates in a voluntary 
accreditation program conducted by the Associa-
tion for Assessment and Accreditation of Laborato-
ry Animal Care International (AAALAC). AAALAC 
requires institutions to meet standards more rigor-
ous than those required by the federal government 
and conducts a site visit at participating universities 
every three years. AAALAC accreditation is a pri-
ority for the University and can be important in at-
tracting and keeping federal funding. Investigators 
should be aware that UNC-Chapel Hill holds itself 
to AAALAC’s high standards.

Questions about the use of vertebrate animals should be 
directed to the Office of Animal Care at 919/966-5569. 

Additional information is available online at the IA-
CUC web site: http://research.unc.edu/iacuc/

safe use of hazardous Materials 
in Research

Safe research with hazardous materials requires 
knowledge of risks to the researcher, campus 

community, and environment. Researchers learn to 
handle hazardous materials safely during their sci-
entific training and experience, as well as through 
information and training provided by their super-
visors and the University’s Department of Environ-
ment, Health, and Safety (EHS).

Through campus committees, the University has 
established environment, health, and safety policies 
and procedures to minimize risk and comply with 
state and federal laws. These can be found in the EHS 
laboratory, radiation, and biological safety manuals, 
as well as the EHS web site (http://ehs.unc.edu/). 
All researchers are welcome to participate in Uni-
versity environment, health, and safety committees. 
Although many of these policies and procedures are 
directed at laboratories, any research involving haz-
ardous materials must comply. PIs must ensure that 
their research complies with these policies and pro-
cedures and that their personnel receive appropriate 

http://ehs.unc.edu/
http://research.unc.edu/iacuc/
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safety information and training. 

Laboratories Must Have a Safety Plan
State and federal laws require that each labora-

tory has a Chemical Hygiene Plan. At the University 
this consists of a Laboratory Safety Manual and a 
Laboratory Safety Plan. Safety manuals cover gen-
eral policies and procedures for laboratories, while 
each principal investigator prepares a Laboratory 
Safety Plan to address the hazards and precautions 
specific to his or her laboratory. The Laboratory 
Safety Plan identifies hazards and describes proce-
dures for emergencies, special hazards, and han-
dling hazardous materials. The plan includes labo-
ratory locations, personnel, procedures, engineering 
controls, personal protective equipment, and safe 
work practices. Instructions for the preparation of a 
Laboratory Safety Plan are found in Chapter 2 of the 
Laboratory Safety Manual. PIs must update location 
and personnel information when changes occur. 
EHS queries PIs for location and personnel updates 
semiannually. PIs must update the remaining sec-
tions of the Plan annually.

Requirements for New Laboratory Personnel
Orientation training is mandatory for all new lab-

oratory personnel. They must attend EHS orientation 
training as soon as possible after joining the lab or 
take the online class offered at the EHS web site. EHS 
offers training in laboratory safety, radiation safety, 
blood-borne pathogens, formaldehyde use, and 
shipping of hazardous materials. Before beginning 
work in a laboratory, all personnel should take time 
to identify the nearest fire alarm, fire extinguisher, 
safety shower, eye wash station, and spill kit. For 
all new laboratory personnel, a Worker Registration 
Form must be completed and sent to EHS. 

Personal Protective Equipment
Exposure to hazardous materials may be con-

trolled by various means. Engineering controls such 
as chemical laboratory hoods, biological safety cabi-
nets, and ventilation are used widely on campus. 
Work-practice controls are described in University 
environment, health, and safety policies and proce-
dures and in the Laboratory Safety Plan. Personal 
protective equipment (PPE) is also an important way 
to minimize exposure by preventing absorption, in-

halation, and physical contact. PPE includes gloves, 
safety glasses, and lab coats. Appropriate PPE is de-
scribed in the Laboratory Safety Plan. Proper selec-
tion and use of PPE is critical to protection; labora-
tory personnel should contact EHS for advice. The PI 
is responsible for providing all laboratory personnel 
with appropriate PPE, which should be designed 
for the task and should fit the employee well. Some 
guidelines:

University policy requires eye protection for all 
experimental procedures. Safety glasses with side 
shields offer minimal protection; splash goggles and 
face shields are much better, especially for proce-
dures involving liquids. EHS encourages laboratory 
personnel to wear eye protection at all times when 
in a laboratory.

Gloves offer a degree of protection from hazard-
ous materials and hot or cold materials. The type 
of hazardous material determines the type of glove 
that should be worn. Laboratory personnel should 
consult the Laboratory Safety Manual and the man-
ufacturer for proper selection and use of gloves. Dis-
posable gloves are single use, and they should be 
thrown away after each use. 

Latex gloves are common, but the University dis-
courages their use because of the possibility of aller-
gic reactions to the natural proteins found in them. 
Many alternatives to latex are available. When using 
latex gloves, the University Latex Allergy Policy ad-
vises laboratory personnel to wear the powder-free 
type and to wash hands frequently. 

Sandals and open-toed shoes may not be worn in 
University laboratories.

Lab coats should never be taken home and 
cleaned. Departments should use cleaning services 
for lab coats. Use of respirators (including N95 or 
“dust/mist” masks) requires evaluation of the work 
site by EHS and annual medical evaluation, training, 
and fit testing.

Other Requirements for Research Involving Haz-
ardous Materials

Laws and University safety policies impose addi-
tional requirements for the use of radioactive mate-
rials, biohazardous agents, blood-borne pathogens, 
controlled substances, carcinogens, reproductive 
toxins, and substances with a high degree of acute 
toxicity.
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• Flammable, pyrophoric, corrosive, and 
reactive chemicals should be minimized 
and must be safely stored when not in 
use. Laboratory personnel should con-
tact EHS to dispose of excess chemicals.

• OSHA law includes additional require-
ments for carcinogens, reproductive tox-
ins, and substances with a high degree 
of acute toxicity. Researchers who use 
such chemicals must consider special 
containment devices, decontamination 
procedures, and restriction of use to 
designated areas.

• PIs must review radioactive material 
ordering, receipt, storage, use, and dis-
posal responsibilities with each member 
of the laboratory. 

• PIs who use or possess a select agent 
(one with significant potential for use by 
terrorists) must notify EHS and follow 
additional security requirements.

• PIs whose research involves blood and 
other potentially infectious materials 
must prepare an Exposure Control Plan. 
Potentially exposed employees must re-
ceive additional training and be offered 
vaccines at no charge.

• The University Employee Occupational 
Health Clinic (UEOHC) provides vac-
cinations and other occupational health 
services to University employees. Em-
ployees with nonemergency hazardous 
material exposures and injuries should 
contact the UEOHC.

• Faculty, staff, and students who are 
pregnant, think they may be pregnant, 
or are planning a family, and may 
potentially be exposed to chemical 
reproductive toxins, radioactive mate-
rial, or other ionizing radiation, may 
voluntarily contact EHS for counseling, 
evaluation, and exposure monitoring.

• The U.S. Department of Transportation 
and the Federal Aviation Administra-
tion require training for employees 
preparing hazardous materials for ship-
ment. EHS offers this training. Regulat-
ed hazardous materials include radio-
active material, infectious substances, 
fixed tissue, biologicals in alcohol solu-
tions, dry ice, formalin, unknowns, and 
other chemicals.

• Hazardous materials must have appro-
priate security to prevent accidental ex-
posure, unauthorized access, and theft. 
Radioactive materials, select agents, 
controlled substances, and drug precur-
sors require additional security controls. 
These substances must be kept in locked 
storage. Laboratories must be locked 
when not occupied. Laboratory person-
nel should keep an inventory of these 
materials so unauthorized removal can 
be detected. The Department of Public 
Safety must be notified of theft or the 
presence of unfamiliar or unauthorized 
personnel.

• Waste management and disposal pro-
cedures for chemical, biological, and 
radioactive laboratory waste are provid-
ed in EHS’s orientation training, safety 
manuals, and web site. Laboratory per-
sonnel should contact EHS for removal 
of chemical and radioactive waste from 
the laboratory at no charge to them. 
Federal, state, and local laws severely 
restrict disposal in the normal trash or 
sewer. PI support is critical for waste 
procedure compliance. EHS should be 
contacted with further questions.

Environment, Health, and Safety Surveys
As required by state and federal law, EHS inspects 

and surveys all campus laboratories annually, and 
sometimes more frequently. These surveys are com-
prehensive and address record keeping, fire safety, 
egress, engineering controls, personal protective 
equipment, work practices, and where appropriate, 
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chemical, biological, and radiation safety. EHS sur-
vey findings are sent to the PI and are available to all 
laboratory personnel. Previous EHS survey findings 
are a good measure of laboratory risks. EHS should 
be contacted with questions about survey findings 
or environment, health, and safety policies and pro-
cedures.

Summary of Documents on File in Your Laboratory
The following documents must be available to 

all laboratory personnel at all times. They must be 
reviewed with all new staff before working in the 
laboratory and annually thereafter. These reviews 
must be documented.

1. Laboratory Safety Plan.

2. Laboratory Safety Manual. This man-
ual contains University environment, 
health, and safety policies and proce-
dures (including storage and disposal 
procedures), as well as guidance on the 
selection and use of engineering con-
trols and personal protective equipment. 
It also lists emergency phone numbers 
and regulated carcinogens.

3. Worker Registration Forms. All new 
laboratory personnel must complete a 
“Lab/Radiation Worker Registration 
Form” even if they have previously 
worked for a different PI. Laboratory 
personnel must provide a copy of the 
form to EHS.

4. Training Documentation. Documenta-
tion of each laboratory employee’s ori-
entation training, other applicable EHS 
training, and the Laboratory Safety Plan 
and Manual annual review are required.

5. Material Safety Data Sheets (MSDS) 
for those chemicals used routinely. 
Researchers should consult the MSDS 
when using a particular compound for 
the first time. Researchers should keep 
their files or binders up to date by re-
questing the latest MSDS when placing 

orders and keeping MSDS that arrive 
with incoming chemicals.

If applicable, the following documents must be 
kept on file in the laboratory:

6. Radiation Safety Manual (a hard copy 
no longer required in lab). This manual 
explains the principles of radiation pro-
tection, survey requirements, personnel 
monitoring, and emergency procedures. 
It contains web links to important forms 
that are required by the Radiation Safety 
Manual procedures.

7. Biological Safety Manual. This manual 
describes safe handling procedures for 
pathogens. It includes procedures and 
forms for registering recombinant DNA 
experiments with the Institutional Bio-
safety Committee.

8. Exposure Control Plan. This plan con-
tains procedures for the safe handling 
of blood and other potentially infectious 
substances, as well as personnel training 
requirements and vaccination options.

EHS highly recommends that each laboratory 
obtain a copy of Prudent Practices in the Laboratory: 
Handling and Disposal of Chemicals (National Acad-
emy Press) and Safety in Academic Chemistry Labora-
tories (available free from the American Chemical 
Society).

EHS’s web site http://ehs.unc.edu includes manu-
als, training schedules, material safety data sheets, regis-
tration forms, and other safety information. The Labora-
tory Safety Plan templates are also available on the web 
site. 

Please contact EHS at 962-5507 for more information 
on the safe handling of hazardous substances.

http://ehs.unc.edu/
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Recombinant dna and human 
Gene transfer experiments

Researchers doing work involving recombinant 
DNA are responsible for complying with the 

NIH Guidelines for Research Involving Recombi-
nant DNA Molecules, no matter the source of fund-
ing. It is impossible to summarize the whole of those 
guidelines, but there are three groups of experiments 
that encompass the majority of work conducted on 
campus. Researchers performing work that does not 
fall clearly into one of these groups should consult 
the NIH Guidelines on the UNC-Chapel Hill Insti-
tutional Biosafety Committee web site: http://ehs.
unc.edu/biological/dna.shtml

Exempt Experiments
Some recombinant DNA work is exempt from 

the Guidelines (Section III-E) and does not require 
approval by the Institutional Biosafety Committee 
(IBC). These experiments should be reported on Ap-
pendix A of the Internal Processing Form used when 
applying for a grant. All such research must be con-
ducted using Biosafety Level 1 Practices (BL-1). This 
group includes (but is not limited to) experiments 
that use as host-vector systems E. coli K-12, Saccha-
romyces cerevisiae, Saccharomyces uvarum, or Bacillus 
subtilis, and their plasmids; and include rDNA mol-
ecules containing less than one-half of any eukary-
otic genome that are propagated and maintained in 
cells in tissue culture.

Experiments Requiring Prior Approval

The following experiments require prior approv-
al from the NIH, Recombinant DNA Advisory Com-
mittee (RAC), Food and Drug Administration, and/
or the IBC: gene transfer experiments in humans; 
genes for toxins lethal for vertebrates; release of ge-
netically engineered organisms to the environment; 
those using human or animal pathogens (biosafety 
level 2 and higher) as host-vector systems including 
adenovirus vectors and murine retroviruses that in-
fect human cells; cloning DNA from human or ani-
mal pathogens (biosafety level 2 and higher) into a 
nonpathogen host-vector system; cultures of more 
than 10 liters; and experiments involving whole 

plants or animals, including transgenic organisms. 
 These experiments should be described on the 

form Registration of Recombinant DNA Experi-
ments, (Schedule G of the Laboratory Safety Plan) 
and sent to EHS.

Experiments Requiring IBC Notice Simultaneous 
with Initiation

 Some recombinant DNA work requires IBC re-
view and approval, but prior approval is not re-
quired, and the work may be conducted at BL1 con-
tainment. These experiments should be described 
on the form Registration of Recombinant DNA Ex-
periments, (Schedule G of the Laboratory Safety 
Plan) and sent to EHS. Examples include these listed 
below:

1.  Recombinant DNA molecules containing 
no more than two-thirds of the genome 
of any eukaryotic virus (with some 
restrictions) propagated and maintained 
in cells in tissue culture. It must be 
demonstrated that the cells lack helper 
virus for the specific families of defec-
tive viruses being used. 

2. Many, but not all, experiments involv-
ing whole plants. Work with recombi-
nant DNA in plants or any work with 
plant pathogens must also comply with 
USDA and EPA regulations. To obtain 
electronic copies of the forms access the 
EHS web site at http://ehs.unc.edu/, 
click “Biological Safety,” then click “Re-
combinant DNA.” 

Submission of Experiments to the IBC 
To submit a proposal to the IBC, the researcher 

should complete the form Registration of Recombi-
nant DNA Experiments, (Schedule G of the Labora-
tory Safety Plan) and send it to EHS. The informa-
tion provided must be in sufficient detail to allow 
for an informed review by the committee. Docu-
ments must be typed. To obtain electronic copies of 
the forms access the UNC-Chapel Hill Institutional 
Biosafety Committee web site at: http://ehs.unc.
edu/biological/dna.shtml. You can access the NIH 
Guidelines at the same web site. 

http://ehs.unc.edu/biological/dna.shtml
http://ehs.unc.edu/biological/dna.shtml
http://ehs.unc.edu/
http://ehs.unc.edu/biological/dna.shtml
http://ehs.unc.edu/biological/dna.shtml
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The IBC meets monthly. If you anticipate submit-
ting a proposal for IBC approval, do so before the 
fifteenth of each month. The committee will then re-
view the proposal within three weeks.

Reporting Significant Problems and Serious 
Adverse Events

The IBC also reminds researchers that NIH Guide-
lines require principal investigators to report any 
significant problems, violations of the NIH Guide-
lines, or any significant research-related accidents 
and illnesses to NIH/ORDA within thirty days. 
Send reports to the Institutional Biosafety Commit-
tee, Environment Health and Safety, CB 1650 and 
to the Office of Recombinant DNA Activities, Na-
tional Institutes of Health, MSC 7010, 6000 Execu-
tive Boulevard, Suite 302, Bethesda, MD 20892-7010, 
301/496-9838. 

Principal investigators who have received au-
thorization from the FDA to initiate a human gene 
transfer protocol must report immediately in writ-
ing any serious adverse event to the local Institu-
tional Biosafety Committee, Institutional Review 
Board, Office for Protection from Research Risks (if 
applicable), NIH/ORDA, and FDA. Reports of seri-
ous adverse events may be submitted by e-mail to 
ci4e@nih.gov, fax to 301-496-9839, or by mail to the 
Office of Recombinant DNA Activities, National In-
stitutes of Health, MSC 7010, 6000 Executive Boule-
vard, Suite 302, Bethesda, MD 20892-7010. 

For more information on reporting requirements, see the 
UNC Recombinant DNA and Human Gene Transfer Ex-
periments policy on the UNC-Chapel Hill Institutional 
Biosafety Committee web site at http://ehs.unc.edu/bio-
logical/dna.shtml, or see Appendix M-VII-C of the NIH 
Guidelines. 

http://ehs.unc.edu/biological/dna.shtml
http://ehs.unc.edu/biological/dna.shtml
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Case studY: late one night

Participants:
John Palant, Grad Student
Sandra Dunn, Postdoc
Barbara Steel, Professor

(After a group meeting on a Tuesday afternoon:)

Professor Steel: Sandra, you were unusually quiet at 
group meeting today. I thought you’d planned 
to discuss the results of your last fractionation. I 
wanted to go over the data with you this morning, 
but when I checked at your bench at 11:00 you 
hadn’t come in. Is something wrong? 

Sandra: No, nothing’s wrong. I was reading the gels 
late last night and I overslept. I have a meeting 
now outside the building, but I’ll knock on your 
door when I come in tomorrow.

Professor Steel: I’ll be here, but try to catch me before 
lunch. I have appointments most of the afternoon.

(Three days later, in the hallway:)

Professor Steel: John, have you seen Sandra? She 
said she’d stop by on Wednesday to go over her 
data with me, but I haven’t seen her since group 
meeting.

John: She hasn’t been around much during the day, 
but I know she’s been working at night. You 
know, it’s strange. Monday she said she had an 
idea that might help me find the co-activator for 
my DNA binding protein. I asked her about it at 
the meeting, but she said she’d been wrong and I 
should forget about it. I’ve been so frustrated the 
last few weeks that I haven’t been coming back in 
after dinner.

Professor Steel: I know it’s been hard, but I’m sure 
you’re on the right track. You found the DNA 
binding protein; you just need to find the co-
activator to make the whole thing work. The 
changes we discussed at group meeting might do 
the trick. I’ve got a committee meeting now. Will 

you leave a note on Sandra’s desk asking her to 
call me?

John: Sure. I’ll let you know on Monday how things 
worked out.

(Monday morning, Professor Steel’s office, a knock at the 
door.)

Professor Steel: Come in. Oh, Sandra, it’s you, I’ve 
been trying to reach you for three days. Where’ve 
you been?

Sandra: Take a look at these. (She hands Prof. Steel 
some papers.)

Professor Steel: What are they?

Sandra: I’ve drafted two papers. One describes 
the work we planned to talk about last week. I 
realized when I read the gels last Monday that I’d 
accidentally found the answer to John’s problem. 
Suddenly, it was clear that we had an entirely new 
class of DNA binding proteins and their partner 
co-activators. I just needed one more experiment 
to confirm the results.

(Professor Steel quickly reads through the two papers.)

Professor Steel: This is terrific; I can’t believe we didn’t 
see this before. But Sandra, what about John? Why 
didn’t you tell him you’d found the answer to his 
problem? I mean, this is his thesis project. You 
could have done the last experiment together. He 
should be included in the final paper, too.

Sandra: I don’t think so. I’ve thought about it a lot. 
I put his name on the first paper because I started 
with his technique for isolating the DNA binding 
activity, but the second paper on the co-activator 
and its implications for all regulation is mine. I 
want it to stand out in the journal with just two 
authors.

Professor Steel: I can’t force you to put John’s name 
on the paper, but I think you should consider it 
again. I like to think we all work together in this 
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lab. Have you shown these papers to him yet?

Sandra: No. I thought I’d present them at group 
meeting tomorrow. What do you think?

Consider:
A. Should Professor Steel insist that John Palant be 
included in the second paper?

B.  Should Sandra have done the experiment or 
should she have told John about her idea?

© Whitehead Institute for Biomedical Research. Pre-
pared by Eve K. Nichols with assistance from Professors 
Gerald R. Fink, Lawrence E. Susskind, and Robert A. 
Weinberg.
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Case studY: tenure track

Participants: 
Dick Matthews, Assistant Professor
Peter Shelton, Chairman, Biology Department
Sheila Barnes, Graduate Student
Sandy Gladstone, Assistant Professor

(Dick Matthews and Peter Shelton are having lunch in 
the faculty dining room.)

Peter: I know the last six months have been hard 
on you, but the tenure committee has made its 
recommendation and the school council will vote 
next week. I think you can relax now.

Dick: I’m so glad it’s almost over. You know, I’ve been 
writing all my life, but when I sat down to write  
the summary of my research accomplishments 
I went completely blank. I must have written 
twenty-five drafts.

Peter: (laughing) That task affects everyone the same 
way. You have a terrific record, especially with 
that new article you have in press in Physiology 
Today. You took a problem that has plagued the 
field for 10 years and turned it around so that 
everyone can see the solution.

Dick: Thanks. It means a lot to me to hear you say 
that. I’m not sure where the idea came from myself. 
One day I was watching Rebecca, my six-year-
old, draw, and she insisted that I pick up a pencil, 
too. Earlier in the day, I’d been frustrated because 
experiments in the lab just weren’t going the way 
I’d expected. I started doodling and suddenly I 
knew what the problem was. When I went back to 
the bench the answer was clear.

Peter: Well, wherever it came from, the timing 
couldn’t have been better. I’m afraid I’ve got to go 
now; I have a student coming in at 1:00. I’ll see you 
at the seminar at four.

(Peter picks up his tray and leaves; several minutes later, 
Sheila Barnes, a new graduate student in Dick’s lab, sits 
down at the table.)

Dick: Hi, Sheila. How is your reading going?

Sheila: It’s going well. I think I’ve got a pretty good 
idea where I want to start. I’m going to sit down 
this afternoon and try to draft a research plan. 
Then maybe we can talk about it tomorrow.

Dick: That’s great. I’ll be in my office by 9:30.

Sheila: Oh, by the way, I made you a copy of the 
titles list from my literature search. I thought you 
might be interested in the article I circled from the 
Canadian Journal of Biological Chemistry. I didn’t 
think it would be of much use to me, but the title 
sounds like it might be vaguely related to the 
preprint you sent me before I left California. It’s 
certainly an odd place for that topic to appear.

Dick: Thanks, Sheila. I’ll take a look at it.

(Several hours later in Dick’s office. He puts some papers 
down on his desk, walks to the window, and then walks 
back to his desk. He picks up the papers, throws them in 
the trash, and then retrieves them and walks into the office 
of his close friend, Sandy Gladstone.)

Dick: Sandy, I have a big problem, do you have a few 
minutes to talk about it?

Sandy: Just a few, I promised Elaine I’d be home by 
6:30. What is it?

Dick: Do you ever read the Canadian Journal of 
Biological Chemistry?

Sandy: No, I’ve heard it’s a good journal, but I 
wouldn’t expect it to have much relevance to my 
work. Why?

Dick: Well, Sheila Barnes was doing a literature 
search and she came up with this article by Janet 
Simmons. You remember Janet, we met her at the 
symposium two years ago in Toronto. Sandy, the 
article lays out the ideas in my new paper. I can’t 
believe it. I don’t remember discussing the topic 
in Toronto, but it’s all here (waving the papers 
in his hand). I missed it because I never read the 
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Canadian Journal and I know no one else in the 
department does either.

Sandy: What are you going to do?

Dick: I don’t know what to do. I’m sure I developed the 
ideas independently, and if I withdraw my paper 
now it might jeopardize the tenure decision.

Sandy: I don’t think you have to worry about your 
appointment. Your record is great even without 
the paper. Personally, I think you just have to 
acknowledge Janet’s work. If you don’t, there 
might be trouble later. You certainly don’t need 
to withdraw the paper. Couldn’t you just call Jim 
Bascom at Physiology Today and tell him you 
need to add a foot-note? Look, I’ve really got to go 
home. I’ll talk to you later.

Dick: I need some time to think. Sandy, you won’t 
tell anyone about this will you?

Sandy: No, I won’t even ask you about your 
decision. 

(The next morning outside Dick’s office:)

Sheila: Dick, thanks again for your comments on my 
research plan. They really helped. Oh, I almost 
forgot, did you find that article from the Canadian 
Journal?

Dick: No, I decided it probably didn’t relate much to 
what we’re doing.

Sheila: Oh good, the last thing I need now is something 
else to read.

Consider:
A. What advice would you give to Dick Matthews, 
the tenure candidate?

B. If Sandy Gladstone learned that Dick had decided 
to ignore the article in the Canadian journal, and he 
came and asked you whether he should take any 
action, what would you tell him?

© Whitehead Institute for Biomedical Research. Pre-
pared by Eve K. Nichols with assistance from Professors 
Gerald R. Fink, Lawrence E. Susskind, and Robert A. 
Weinberg. 
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Campus Contacts

Conflict of Interest and Commitment, Research 
Misconduct, and HIPAA

Office of University Counsel
919/962-1219
http://www.unc.edu/depts/legal/

Conflict of Interest web site:
http://coi.unc.edu/ or 
https://www-s3.ais.unc.edu/coi/

Conflict of Interest questions by email:
coi@unc.edu

The University’s HIPAA web site:
http://www.unc.edu/hipaa/

The School of Medicine’s HIPAA web site:
http://www.med.unc.edu/hipaa/welcome.

htm

The UNC Health Care System’s HIPAA web site:
http://www.unch.unc.edu/HIPAA/default.

htm

University Policy of Ethics in research:
http://www.unc.edu/campus/policies/ethics.

html

HIPAA questions by email:
hipaainfo@unc.edu

Intellectual Property

Office of Technology Development
919/966-3929
http://research.unc.edu/otd/

Office of University Counsel
919/962-1219
http://www.unc.edu/depts/legal/

Financial Compliance

Office of Sponsored Research
919/966-3411
http://research.unc.edu/osr/

Clinical Trials

Office of Clinical Trials
919/966-3411
http://research.unc.edu/oct/

Human Subjects Research

All UNC-Chapel Hill Institutional Review Boards:

Office of Human Research Ethics
919/966-1344
http://research.unc.edu/ohre/ 

Animal Care and Use

Animal Care Office
919/966-5569
http://research.unc.edu/iacuc/

Laboratory Safety, Hazardous Materials, 
Biosafety, Recombinant DNA Research

Environment, Health, and Safety Office
919/962-5507
http://www.ehs.unc.edu
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