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Richard Van Noorden. Nature 478, 26-28 (2011)
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http://grants2.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html

REQUIRED EDUCATION IN THE PROTECTION OF HUMAN RESEARCH PARTICIPANTS

Release Date: June 5, 2000 (Revised August 25, 2000) NOTICE: OD-00-039 National Institutes of Health Policy:
Beginning on October 1, 2000, the NIH will require education on the protection of human research participants

for all investigators submitting NIH applications for grants or proposals for contracts or receiving new or non-

competina awards for research involvina human subiects. Backaround To bolster the Federal commitment to the
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One of the new Initiatives addresses education and training. 1his NIH agagiacasan
to the Secretary’s directive. Implementation Before funds are awarded for c(
proposals involving human subjects, investigators must provide a descriptio
of human subjects for each individual identified as “key personnel” in the prd
all individuals responsible for the design and conduct of the study. The des
cover letter that accompanies the description of Other Support, IRB approva
with Just- in-Time procedures. The use of a cover letter is also acceptable fq
2000, investigators submitting non-competing renewal applications for grant
development contracts that involves human subjects research must also inc|
their annual progress reports. This NIH policy will eventually be superceded
Integrity’s institutional assurance on the responsible conduct of research, w
Requirement The Office of Research Integrity (ORI), Department of Health and Y
policy to implement an extension of the training requirement on the responsible conduct of research (RCR) to all
persons supported by PHS research. The protection of human subjects in research will be included in the RCR
institutional assurance. A draft of this policy will be posted for comment on the ORI website in June, 2000.
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nts out that a number of curricula are readily available to investigators and institutions. For
example, all NIH intramural investigators and research administrators who oversee clinical projects are required to
complete an on-line tutorial on the protection of human research subjects. This training can be accessed on the web
site of the NIH Office of Human Subjects Research at http://ohsr.od.nih.gov/. While this training module was
developed for NIH staff, it can be used by other institutions seeking to meet training requirements in this area. To
facilitate education and the development of curricula, thINIH launched a website on bioethics in 1999. (See
http://www.nih.gov/sigs/bioethics/) This site is replete with resources (>4500 references) on a broad range of relevant
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Creating CITI-Japan Program
for Web-based Training,

Where Ethicists , Law and Science Experts Meet

lekuni Ichikawa, M.D., Ph.D.

Professor of Bioethics, Tokai University, Japan
Professor of Pediatrics & Medicine, Vanderbilt University, USA
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Policy

NIH requires that all trainees, fellows, participants, and scholars receiving support through any NIH training, career development award (individual or institutional), research
education grant, and dissertation research grant must receive instruction in responsible conduct of research. This policy will take effect with all new and renewal applications
submitted on or after January 25, 2010, and for all continuation (Type 5) applications with deadlines on or after January 1, 2011. This Notice applies to the following programs:
D43, D71, FO5, F30,F31, F32, F33, F34, F37, F38, K01, K02, KO5, KO7, KO8, K12, K18, K22, K23, K24, K25, K26, K30, K99/R00, KL1, KL2, R25, R36, T15, T32, T34, T35, T36, T37,
T90/R90, TL1, TUZ, and U2R. This policy also applies to any other NIH-funded programs supporting research training, career development, or research education that require
instruction in responsible conduct of research as stated in the relevant funding opporunity announcements.

Instructional Comnanents
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While courses related to professional ethics, ethical issues in clinical research, or research involving vertebrate animals may form a part of instruction in responsible conduct of
research, they generally are not sufficient to cover all of the above topics. Additional detail regarding subject matter is available under Resources.

w

Faculty Participation: Training faculty and sponsors/mentors are highly encouraged to contribute both to formal and informal instruction in responsible conduct of research.
Infarmal instruction occurs in the course of laboratory interactions and in other informal situations throughout the year. Training faculty may contribute to formal instruction in
responsible conduct of research as discussion leaders, speakers, lecturers, andfor course directors. Rotation of training faculty as course directors, instructors, andlor
discussion leaders may be a useful way to achieve the ideal of full faculty participagn in formal responsible conduct of research courses over a period of time.

4. Duration of Instruction: Instruction should involve substantive contact hours between the traineesfellows/scholars/participants and the paricipating faculty. Acceptable
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These manifold pressures have created a perfect

storm: a hypercompetitive and time-stressed research environment. Under these conditions, some
fraction of investigators may increasingly rationalize experimental “sloppiness” and guestionable
practices, or commit cutright misconduct in order to attain success. Plotting retractions of published
papers as a function of MIH success rate suggests we have reached such a threshold: when only around
20 percent of grants are funded, the numbers of retractions skyrockets. (See figure.) The notion that the
competitive research environment is contributing to the trends in retractions and misconduct is not
novel, but it is important to fully appreciate the impact of the current environment, as it suggests that
RCR training by itself cannot be effective.

Mitigating the storm
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researchers needs to be dealt with. To this er . = \
force to help address these issues, but univer “ ?E’ﬁ%”%ﬂ”%i?%uz\g'ﬁ e

strategies—such as using electronic database

software—to help researchers comply with th

actively engaged in RCR training. Some in the

programs, many researchers have relinquishe

an apprenticeship model and mentors retain «

back into the lab, the University of California, San Diego, has incorpnratedI“Train the Trainer” in their
RCR approach.lf-‘u:cording to their website, this program “facilitates workshops and expands the ability of
faculty, at the departmental level, to mentor their trainees directly, using research ethics examples
relevant to their specific discipline.”

Finally, and most importantly, we need more money. An increase in the NIH budget would not only help
ease the hypercompetitive environment, it is necessary for the continued improvement in the health and
wellness of the country. This is the "century of biclogy,” and there is enormous potential for dramatic
breakthroughs and innovations in the biomedical and life sciences. Improving the NIH funding
environment is simply the right thing to do.

James Hicks is a comparative and evolutionary physiologist in the Department of Ecology and
Evolutionary Biology at UC Irvine. His research focuses on the evolution of the
cardiopulmonary system. He is also Associat2 Zice Chancellor for Research and the campus
RIO.
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(Kohlberg’s Theory)
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Macroethical Concerns
(professional, concern/for wider, universal society)

Mesbethical Concerns 2= © 72172/ 1
(concern about community)

icroethical Concern B E
(avoid punishment)

26




MMER] ORBENERLGDEKIC,
BRK D RIS REEMBIZEAT S
CEKEETRITNIFGESAL

27

27

<HHR>
KEHREFR=IX
KIEHEFTFFE T
BIRIDOHRE




L2DMDHBBHHETOY S LD >

#R "B TAIL"

—ELANILDERAZRESESD

29




REF - KB - S Al - e

e-Lea(n;n#% =& MEBERIRT 51D
BRiEEE SEF RO

g
iR
RIEBEEREEZER

HE-BE
FH-RARY

32




HHEEOMEED
>50%H A X%

L

33

20125 | XEPHPAT KEMEELRAEHESE)

EMRE-EEXRZ-LEXRF-RREHNEHNKZ-EERIERKXE- - PER R KERRE
MEEERDADITHREHMBEDEEILEBBE L RTLOEEREHH
(B&F5: CITlJapanT AT T HN)

L spnez.-BTR0254 -

20154
BARZMIRES REEQOTEREIICEIHHETOSTS LA

L vmsznizg —

34




<2DDHEWMETRI I LDOYFHE>

-
- 2EMGERSEN (EMAR+—K)
- WIEREEAO K/ -ZHEATIZL DAL
- BFNOAFEAREFTTEAR

- WELUVTEEZE /N —

- SHAEANBFEILRR

[E [ 1% (”International journals”) \

- BRAFHERKRITD
BHETOT S LDERE? —/

35




EHlo6

PO+ —S LTHARGELETIOI S L]
2014F7H298 MBXRZEMEE

(455
2ORTHEENRIT RERE

FAR R

REKF AEHE

() BIFHRMTIREEE ARFAEBRRE Y— Bl 59—k - LFET7zO0—

FIFE =P TRPENR-TRSKE

© N. Kasagi

(1) MFEBEDS=DDXE




ML OHM=ZER

B ICSU/UNESCO World Conference on Science
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1. FIFED=-ODEIZF  ELHDT=-O DR H
2. FFIDF=-HDF=E
3. KED-HDF=F
4. rRIZTBITHRFEEASDI-HDEEF

[ DECLARATION ON SCIENCE AND THE USE OF SCIENTIFIC KNOWLEDGE |
adopted by the World Conference on Science, Budapest, Hungary, 1 July 1999.

1. Science for knowledge; knowledge for progress
2. Science for peace

3. Science for development

4. Science in society and science for society
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| want to We want our
satisfy my wishes fulfilled
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Research funds bearing
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® Social Contract for Science: A EEEZ B THEEZED IR FEDIFECESHESMEE
(J. Lubchenco, Science,‘98)
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. HNRY75E R ZE TS (Intellectual honesty)

2. BZERUVTHEHIZEITSE#E (Excellence in thinking and
doing)

3. B AL BATE (Collegiality and openness)

4. B LE1F (Autonomy and responsibility)

5. B &Rl (Self-regulation)
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(G. Millerson, The Qualifying Associations: A Study in Professionalization, London: Routledge and Kegan Paul, 1964.)
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