E%E} uiig ZE
HREREBIHE T OIS LADERKIL

)l = &

CITl Japan_7OY = U ~EIffiE
NPORXEZHE IV —I P A(ELLHE
BINKIBEHHEBER
Vanderbit REEZENIRZF « ARZHIR

1






Richard Van Noorden. Nature 478, 26-28 (2011)

20004 LI IZAE U= E o 2 18

20004 LLF&
NDIRZTY

28% 11% 17%



P 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. 1 his NIH agaguneemen
to the Secretary’s directive. Implementation Before funds are awarded for cq
proposals involving human subjects, investigators must provide a descriptio
of human subjects for each individual identified as “key personnel” in the prg
all individuals responsible for the design and conduct of the study. The des
cover letter that accompanies the description of Other Support, IRB approve
with Just- in-Time procedures. The use of a cover letter is also acceptable fg
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 This NIH policy will eventually be superceded )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 R
Requirement The Office of Research Integrity (ORI), Department of Health and [vices, IS aeveloping a
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, théNIH 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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Responsible Conduct of Research
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Policy

HIH 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 &) applications with deadlines on or after January 1, 2011. This Notice applies to the following programs:
D43, 071, FO5, F30,F31, F32, F33, F34, F37, F38, K01, K02, K05, KOT, 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 MIH-funded programs supporting research training, career development, or research education that require
instructicn in responsible conduct of research as stated in the relevant funding cpportunity annocuncements.

Instructinnal Comnonents
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While courses related to professicnal 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 availakle under Resources.

[

Faculty Participation: Training faculty and sponsors/mentors are highly encouraged to contribute both to formal and informal instruction in responsible conduct of research.
Informal 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, andior course directors. Rotation of training faculty as course directars, instructoers, andior
discussion leaders may be a useful way to achieve the ideal of full faculty participagn informal responsikle conduct of research courses over a period of time.

4 Duration of Instruction; Instruction should involve substantive contact hours between the traineesfellows/scholars/paricipants and the paricipating faculty. Acceptable
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