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Currents in Contemporary Ethics

T. Howard Stone

Federal Training
Requirements for
Responsible Research:
Not Going Far Enough
In what is clearly an important devel-
opment related to research integrity and
the protection of human research sub-
jects, the U.S. government has instituted
two new training requirements as a con-
dition of receiving federal financial sup-
port. First, the National Institutes of
Health (NIH) is requiring, as a condi-
tion of funding, that key research per-
sonnel involved in human subject re-
search complete education “in the pro-
tection of human subjects.”1 Evidence
that key personnel have completed this
training must be provided in NIH grant
applications or contract proposals.

The NIH education policy will
eventually be superseded by a more
broadly applicable instructional policy
for the “responsible conduct of re-
search,”2 which will be promulgated by
the Department of Health and Human
Service’s Office of Research Integrity
and the Public Health Service (PHS).
The instructional policy will apply to

integrity or human subject protection.4

A follow-up report that was recently
published found that extremely little has
been done to correct these and other
deficiencies.5

The new training requirements,
coming well over two years since the
findings of deficiencies, are a belated
attempt to address a deceptively simple
problem: educating researchers and
those responsible for research oversight
about research integrity and protecting
human subjects. As is common with
many of the federal regulations pertain-
ing to research, however, both the in-
terim NIH education policy and the
PHS draft policy appear too ambiguous
and ambivalent to solve this problem.
A review of the two policies indicates
that much more should be done to im-
prove the substantive training require-
ments and enhance this important de-
velopment in our nation’s research en-
terprise.

The NIH Policy

On June 5, 2000, the NIH published
Notice No. OD-00-039, a policy titled,
Required Education in the Protection of
Human Research Participants.6 The new
policy requires that investigators who
submit applications for NIH funding
must complete an educational program
on human subject protection as a con-
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all persons engaged in any research or
research training with PHS support.
Presently, the only version of the policy
is in draft form. The final version of the
policy was, according to schedule, an-
nounced in November 2000, following
a period of public comment on the draft
version. However, the newly installed
Bush administration suspended the fi-
nal version in February, responding to
criticisms that the public comment pe-
riod wasn’t widely known and the final
version of the policy didn’t respond to
the few comments that were made. A
review and public comment period is
now underway, with a final version of
the policy anticipated shortly.3

Heightened concern over research
integrity and human subject protection
— as well as the related public policy
response of requiring PHS-supported
researchers to undergo responsible re-
search training — is a welcome devel-
opment that is long overdue. In 1998,
several well-publicized reports and con-
gressional testimony were released in-
dicating, in part, that researchers and
those who were responsible for research
review and oversight were inadequately
trained on matters pertaining to research
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dition of NIH support. The policy took
effect October 1, 2000, but is specifi-
cally intended as an interim measure
that will be superseded by a final PHS
policy on responsible research conduct.7

As currently worded, the NIH edu-
cation policy requires that funding ap-
plicants provide a “description of edu-
cation completed” for key research per-
sonnel in their initial and renewal ap-
plications or contract proposals.8 The
description of the education program is
to be included in a cover letter that ac-
companies the other documentation re-
quired for NIH’s post-initial review and
pre-award funding procedures. The de-
scription will evidence the applicants’
compliance with the education policy.
Key research personnel include all “in-
dividuals responsible for the design and
conduct of the study.”9 Research per-
sonnel who have lesser responsibilities
(e.g., data management staff, research
assistants) are in all likelihood not sub-
ject to the educational requirements.

In response to many inquiries about
what would constitute satisfactory docu-
mentation that key personnel had com-
pleted the required training, NIH has
indicated that the letter must include
the names of the key personnel respon-
sible for the design and conduct of the
proposed study.10 Additionally, for each
named individual, the title of the edu-
cation program and a one-sentence de-
scription of it must be provided.11 Fi-
nally, the letter must be signed by the
principal investigator and co-signed by
an official of the institution.12 To sim-
plify matters, at least one NIH agency
— the National Institute of Allergy and
Infectious Disease — has gone so far as
to provide a “sample” or template for
the documentation letter.13

The PHS Draft Policy

On July 17, 2000, the Public Health
Service and the Office of Research In-
tegrity published Draft Policy on In-
struction in the Responsible Conduct of
Research.14 The draft policy is intended
by the Department of Health and Hu-
man Services to help ensure that PHS-

supported researchers undergo basic
instruction in responsible research con-
duct and related federal regulations.
Unlike the NIH educational policy, this
policy is intended to apply more broadly
to “all staff ” engaged in research train-
ing with PHS funds or working on PHS-
supported research projects. For ex-
ample, the term “all staff ” includes not
only investigators, but institutional of-
ficials who approve PHS grants as well
as students, technicians, consultants,
research assistants, and others who work
on PHS-supported projects, whether or
not these staff receive the support them-
selves.15 The policy even recommends
that secretarial and other support staff
receive instruction relevant to their par-
ticular responsibilities and roles.16

The PHS policy also includes more
substantive instructional requirements.17

For example, the training program must
include “core areas of instruction,” such
as peer review, human subjects, research
involving animals, research misconduct,
and conflict of interest.18 Brief descrip-
tions of the instructional content within
each of these core areas are provided in
the policy.19 While a particular instruc-
tional format is not mandated, several
instructional models are suggested, in-
cluding self-study, a one-credit academic
course, a workshop, or a series of lec-
tures.20 Significantly, the draft policy
does not require that a person who un-
dertakes the instruction demonstrate
competency in any core area, instead
leaving the decision to test competency
to institutions.21 The draft policy does
recommend, however, that the instruc-
tional programs include practice and
evaluative components.22

Conformity with the PHS instruc-
tional requirement can be evidenced
through a number of mechanisms, in-
cluding the certification process cur-
rently used on PHS Form 398 grant ap-
plications, under which applicant inves-
tigators and institutions certify compli-
ance with the Public Health Service’s
terms and conditions for the grant.23

Conformity with the instructional re-
quirements can also be evidenced
through annual “Reports on Possible

Research Misconduct” provided to the
Office of Research Integrity, as well as
other mechanisms as yet to be deter-
mined for research conducted through
contracts rather than PHS grants.24

Institutions that apply for or receive
PHS funds for research or research train-
ing beginning on October 1, 2000 must
certify to the agency that the institution
will establish and document the requi-
site instructional program by June 1,
2001.25 Furthermore, the institution
must certify that it will publish its de-
scription of the instructional program
or make it accessible to research staff,
as well as carry out the instruction it-
self.26 The institution must also certify
that the instruction for existing research
staff will be completed by October 1,
2002.27 Training for research staff hired
after the policy’s effective date must be
completed within one year of beginning
work on research.28 Once the PHS
policy is fully implemented,29 it will
supercede the NIH education policy, so
researchers who have satisfied the NIH
educational requirements may still be
required to undergo additional training.

Discussion

Both the NIH education policy and the
draft PHS instructional policy are a criti-
cal and long-overdue first step towards
furthering research integrity and, impor-
tantly, human subject protection. Just
this past year, a government report in-
dicated that almost no improvement
had been made since a 1998 report from
the Office of the Inspector General of
the Department of Health and Human
Services had concluded, among a num-
ber of important findings, that investi-
gators as well as members of research
review committees required much more
training in responsible research con-
duct.30 In this respect, the NIH and PHS
policies may be lauded for doing what
the reports did not: galvanizing research
institutions into developing training pro-
grams or making such programs acces-
sible to research staff. There are, how-
ever, a number of concerns about the
new policies.
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Sad comment on state of training
First, and as a general matter, it is dis-
concerting that a federal mandate is
necessary in order for institutions to
provide their researchers and research
reviewers with basic responsible re-
search training.

Such a decree implicitly suggests
that research institutions lack the wis-
dom or the wherewithal to adequately
prepare researchers and research re-
viewers for responsible research con-
duct without external guidance or pres-
sure — which is a troubling thought
given that the widespread lack of such
training and its attendant adverse con-
sequences has been so clearly established
and recognized at the highest levels of
government.31

Unquestionably, responsible re-
search institutions would not permit
an investigator to perform blood draws
on human subjects, excise tissue from
animal subjects, or perform other labo-
ratory experiments if the investigator
lacked the requisite qualifications to
do these things.

Similarly, good research practice
also requires that investigators be mini-
mally trained, for example, on matters
as diverse as informed consent for hu-
man subjects, authorship responsibili-
ties for publication, and conflicts of in-
terest. That repeated prodding is re-
quired in order for research institutions
to own up to the importance of this
training or to take constructive measures
to implement it is a regrettable devel-
opment in light of our nation’s check-
ered history pertaining to research.32

One small way for research insti-
tutions to mitigate the past neglect of
responsible research training for staff is
to exercise extreme care and diligence
in conforming to the training require-
ments and to go beyond the federal poli-
cies and require all research staff, re-
gardless of source of funding, to be
trained.

An overreliance on self-policing
A second concern about the new poli-
cies is the overreliance on self-policing

by research institutions, which may, in
turn, compromise the training require-
ments as a meaningful safeguard against
unethical or irresponsible research prac-
tices. As described above, research in-
stitutions are only required to provide
assurance of their compliance with the
new policies through form letters or
signed certifications provided to the
Public Health Service prior to the award
of a research grant or contract funds.
These assurances are conceptually simi-
lar to those now used by research insti-
tutions to evidence compliance with
other PHS requirements, such as ap-
propriate initial and continuing review
of research, adequate human and ani-
mal subject protection, and research
integrity.33

In essence, the Public Health Ser-
vice has delegated to research institu-
tions the responsibility for reviewing and
approving research undertaken by their
own investigators and promoting re-
search integrity. Institutions are also re-
sponsible for investigating and interdict-
ing improper research and research
misconduct, as well as reporting such
cases to their sponsors and to the Of-
fice of Research Integrity.

In a real sense then, institutions
subscribe to a federally devised “honor
code,” by which the institutions stipu-
late as a condition of federal funding
that human and animal subjects will be
protected against research risks and that
research misconduct will be prevented
or scourged.

While this self-policing scheme
has existed for nearly two decades, it
has been found lacking in important
respects during just the past few years.
Particular criticism of the current
scheme is leveled at the research re-
view committee process, which offi-
cial reports have concluded require
significant reforms.34

Under federal law, a research in-
stitution must convene a committee
whose members meet regularly to re-
view research protocols involving the
institution’s research staff. The com-
mittee must also perform “continu-
ing” reviews of research already ap-

proved to ensure that human subjects
are properly protected. Despite these
requirements, official reports indicate
that the committees’ ability to perform
their tasks put human subjects at risk,
while some commentators clearly sug-
gest that human subjects are not ad-
equately protected under the current
scheme.35

Related findings point out that
these committees may:

• be unable to effectively manage
the large volume of research they
are expected to review;

• be unable to conduct more
thorough reviews of research;

• have a lack of scientific expertise
to make informed judgments
about the research they review;

• have a lack of objectivity and
independence because of
conflicts of interest; and

• not be adequately trained to
conduct reviews of research.36

In its 2000 report, the Office of the
Inspector General of the U.S. Depart-
ment of Health and Human Services
indicated that almost no improvements
had been made to the research review
scheme that would address the “disturb-
ing inadequacies” discovered in its pre-
vious review in 1998.37

One of the inferences that might
be drawn from these findings is that
many research institutions are simply
incapable of effectively discharging their
self-policing responsibilities under cur-
rent federal regulations pertaining to the
protection of human subjects or research
integrity.

Another and perhaps related con-
cern is that the absence of more precise
regulatory guidance or requirements
may leave too much for research insti-
tutions to interpret, leading to widely
disparate adherence to the federal regu-
lations. Perhaps a history characterized
by an abject lack of enforcement of the
regulations or interdiction of research
abuses may be to blame. For any one of
these reasons, the new PHS policy,
which relies so heavily on self-policing
by research institutions, may be simi-
larly inadequate.
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Too narrow in application
A third concern is that the new policies
apply only to (a) persons who submit
applications for NIH grants or con-
tracts38 or (b) research staff “who con-
duct research or receive research train-
ing with PHS funds.”39 Thus, research
staff who are engaged in research or
research training with non-PHS support,
such as those supported by other fed-
eral agencies, state governments, non-
governmental agencies, or private phi-
lanthropy, are not required to undergo
responsible research training.

The policies’ limited applicability
is understandable: Neither the Public
Health Service nor the National Insti-
tutes of Health have regulatory author-
ity to institute policies for other federal
agencies.40 Nevertheless, limited appli-
cability of the new policies creates a
two-tier environment in which unfor-
tunate disparities will result. For ex-
ample, human subjects in research
funded by agencies other than NIH or
PHS may be disadvantaged because
these researchers may be less informed
or less thoroughly trained — or not in-
formed or trained at all — in human
subject protection.

Similarly, the public or private in-
vestment in non-NIH or non-PHS re-
search may be at greater risk because
these researchers may be more likely to
have their research suspended or termi-
nated due to research abuses or mis-
conduct that might have been prevented
or mitigated by appropriate training.

Nature and depth of the training
Fourth, the new policies are problem-
atic because there is little to no indica-
tion of the type of training that investi-
gators should be required to undergo.
This omission is especially unfortunate
because the weaknesses in our current
research oversight scheme and the gaps
in research knowledge are more under-
stood than they have ever been.41 The
PHS draft policy does list and briefly
describe ten “core instructional areas”
that should be included in a training
program, to the extent these areas are

relevant to an institution’s research pro-
grams.42 The policy also recommends
that research staff receive continuing
education in order to keep current on
updates and maintain “sensitivity to the
issues.”43

Left unclear, however, are several
important matters, which research in-
stitutions are free to discern however
they wish. These include, for example,
whether and under what circumstances
research staff should receive training in
each of the core instructional areas, or
whether and how training should be
tailored to a research staff ’s role or re-
sponsibility in a research project (e.g.,
whether a laboratory animal-care tech-
nician should receive training in data
acquisition or sharing, or whether re-
search staff who have no publication
role in a project should receive training
in responsible authorship).44

Ideally, a well-informed and trained
research staff requires some immersion
in each of the core instructional areas,
with particular focus on those areas most
relevant to the research staff ’s role and
responsibilities.

The NIH policy is even less infor-
mative than the PHS draft policy, rely-
ing on its proffered citations to Web-
based educational resources and indi-
cating that “a number of curricula are
readily available to investigators and
institutions” and that “NIH does not
plan to issue a list of ‘endorsed’ pro-
grams in human subject protections.”45

A related problem (about which the
NIH policy is silent) is that under the
PHS draft policy, the format of an
institution’s training program can be
“any educational activity,” such as a
course, workshop, seminar, computer
program, or self-study.46 The policy is
equally permissive regarding whether or
not the institution provide a certain
amount of training or whether or not
the research staff demonstrate some
minimal competence upon completion
of the training.47

Without further guidance, the ex-
pansive definition of “educational ac-
tivity” may lend itself to widely dispar-
ate outcomes both within and between

institutions. For example, some research
institutions might choose to offer only
self-study training in order to minimize
institutional investment in training, re-
gardless of the needs of the research staff.
Other institutions may seek the least
intensive training program in order to
minimize staff down time. In either case,
the importance of responsible research
conduct, human subject protection, and
research integrity is devalued — and
researchers may respond in kind when
attempting to master the material (or
not). Most discomfiting, the completion
of an educational activity might actu-
ally be construed as competence in re-
sponsible research, which given the
weakness of the NIH and PHS policies
simply cannot be assured.

On the other hand, the expansive
definition of “educational activity” will
allow more prudent institutions to tai-
lor training to the specific knowledge
or skill deficits of each staff member
and to offer a number of different types
of programs. Some institutions might
even offer continuing education in re-
sponsible research in order to keep their
staff informed of new developments or
issues in the field. More discerning in-
stitutions may choose to require that
researchers demonstrate some minimally
acceptable competence in any one or
more of the core instructional areas,
depending on the researcher’s role or
responsibility. Of course, the law doesn’t
require any of this.

Conclusion and
Recommendations

Given the prominence assigned to hu-
man subject protection and the gravity
of the deficiencies in the current regu-
latory scheme of research review and
integrity, the NIH educational policy and
the PHS draft instruction policy are
important contributions to this country’s
research enterprise. Nevertheless, both
policies could be significantly strength-
ened, either through changes made in
the policies or by research institutions
themselves. First, research institutions
should adopt procedures more stringent
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than either of the policies. The new
policies establish only minimal require-
ments for responsible research instruc-
tion and actually suggest that institutions
“adopt additional goals” consistent with
the policies or impose more detailed or
broader research requirements.48 For
example, institutions might require that
research staff undergo training in all core
areas of research, not just those areas
relevant to the staff ’s role or responsi-
bility. In order to make the most effec-
tive use of training, research institutions
might also carefully assess knowledge
gaps among current and future research
staff and tailor training requirements
accordingly.

Second, competency in responsible
research conduct should be demon-
strated by research staff before they are
permitted to undertake any research.
Institutions might establish differing lev-
els of competency for each of the core
instructional areas, tailored to the role
or responsibility of the research staff.
For example, it may not always be nec-
essary for a research or animal labora-
tory technician to have the same degree
of competency in human subject pro-
tection as a principal investigator who
undertakes human subject research or a
research review committee member. A
change in roles or increased responsi-
bilities can be accommodated by requir-
ing continuing or more intensive train-
ing. Institutional review boards and re-
search mentors should play a key role
in assuring that research staff receive
appropriate as well as continuing train-
ing as part of the staff ’s development
and privilege of conducting research.

Third, it is important that respon-
sible research training be required for
all researchers, not just those engaged
in research funded by the National In-
stitutes of Health or the Public Health
Service. This would include research-
ers funded by other federal agencies,
state governments, non-governmental
organizations, and private philanthropy.
The Common Rule,49 now applicable
to federal agencies, should be revised
to include responsible research training
as a condition of federal sponsorship of

research. Other mechanisms to encour-
age uniform adoption of such training
should be evaluated, such as national
accrediting agencies, professional soci-
eties, and licensing authorities. Most
importantly, research institutions should
take the initiative and require that all
research staff, not just those engaged in
research funded by NIH or PHS, un-
dergo training. The opportunity to con-
vey the highest regard for responsible
conduct to all who are engaged in our
country’s research enterprise should not
be missed.
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