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Peer Review Form for Research Integrity Investigation Reports

Yes In Cannot
Check one: weose NOpart  Assess

General Scope

Does the report include an executive summary?
Is the report clear and understandable?

Are the allegation(s) clearly presented?

Is the charge to the committee clearly described?

Is the scope of the investigation sufficient to address the scientific
integrity issues?

Investigative Committee
Is the committee appropriately constituted to carry out its charge?

Are there any external members on the committee?

Does the report state whether potential conflicts of interest for committee
members were reviewed?

Did the report indicate that standards of due process and confidentiality were
followed?

Did the respondent have an opportunity to identify conflicts?

Do you have any concern that the investigative committee lacked access to
necessary expertise or resources for a thorough investigation?

Evidence

Did the report indicate if evidence was properly sequestered and protected
from tampering?

Is there a description of the evidence considered in the investigation?
Was the respondent offered an opportunity to respond?

Did the committee consider and address whether important evidence was
unavailable to them?

If seemingly pertinent evidence was not reviewed, is that explained?
Is there a need for further evidence or additional analysis?

Is there a list of individuals who were interviewed?
Were there others who should have been interviewed?

Are there additional questions that should have been asked or evidence
examined in the report to reach a supportable conclusion?

Conclusion

Does the report clearly state its findings?

Does the report clearly state its conclusions?

Downloaded From: on 03/12/2018
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Yes In Cannot
Check one: wepge  NO ot Assess

#)

Does the evidence fully support the conclusions of the report?
Does the investigation articulate and apply relevant institutional policies?

Are the recommendations clear and supported by the report?

Does the report describe and address requirements of external sponsors
regulations and how the requirements are met?

Reviewer feedback
In addition to checklist items listed above, authors benefit from receiving qualitative feedback

from reviewers. Please comment as appropriate on the quality of the report in following areas:.

1. Is the charge clearly stated?

2. Was the investigation well designed and executed?

3. Are the conclusions of the report justified by the contents of the report?

4. Other comments:

Please provide your overall assessment of this investigation report, taking into account all the

elements included in the previous sections. Please check one:
Report acceptable as is Major revisions and/or additional

investigative actions needed

Minor revisions needed

" Report is not acceptable

Downloaded From: on 03/12/2018
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Checklist for Investigating Allegations of Research Misconduct
Association for the Promotion of Research Integrity (APRIN), Japan

Allegation

Was a preliminary investigation conducted by a committee in
response to the allegation?

If no formal investigation was conducted (i.e., if an
investigation committee was not formed), was the complainant
informed of the reason for this?

Fairness and
Competence
of the
Committee

Did the members of the investigation committee have adequate
knowledge and experience?

Were half or more of the investigation committee members
recruited from outside the institution where misconduct is
alleged to have occurred?

Were possible conflicts of interest examined and, if necessary,
dealt with for each individual committee member?

Were possible conflicts of interest of the committee as a whole
and/or the research institution(s) itself (themselves) examined
and, if necessary, dealt with?

Protection of
the Rights of
Persons
Involved

Were both the complainant and the respondent given the
opportunities to express their opinions about the members of
the investigation committee?

Was the respondent given sufficient opportunity to rebut or
defend against the allegations, and was the rebuttal or defense
dealt with fairly?

Were the rights of individuals involved, including those of the
complainant and the respondent, protected?

Investigation
Process

10

Was the reason for establishing the investigation committee
explained to cognizant public office(s), such as that in the
Ministry of Education, Culture, Sports, Science and
Technology?

11

Did the committee make best efforts to preserve all evidence
intact, starting from the preliminary investigation stage?

12

Did the investigation cover all points necessary and appropriate
for determining the occurrence or absence of research
misconduct?

13

Did the committee carry out its investigation of the allegations
thoroughly, including examination of relevant publications and
reports?

14

Were the materials considered as evidence appropriate?

15

Did the committee make best efforts to obtain all materials
necessary to reach a conclusion?




16

Did the committee make best efforts to interview all people
involved in and critical for the investigation?

17

Did the committee investigate the possible involvement of other
researcher(s), author or co-author(s) in the alleged misconduct?

18

Is the record of the investigation of the persons concerned being
preserved properly?

19

Are the conclusions supported by the findings from the
investigation?

20

When the conclusion of the investigation was “no misconduct,”
was the original allegation re-evaluated to determine whether or
not it was appropriate, and was the complainant informed of the
conclusions?

21

Was the complainant or the respondent given the opportunity to
appeal against the conclusions of the investigation committee?

Investigation |22 | Does the report include a summary and an explanation of the

Report reasons for the conclusion?

23 | Does the report clearly describe the substance of the allegation?

24 | Does the report describe the reason why the allegation was
considered to merit a formal misconduct investigation?

25 | If there is any evidence and/or interviews that was considered
necessary but could not be obtained, does the report describe
their nature, together with the reasons they were unavailable?

26 | Does the report logically explain the process that led to the
evidence-based conclusion?

27 | After submitting the report to the funding agency, if there was a
finding of misconduct by the investigation committee, was it
disclosed to the public?

Actions 28 | Was the connection between the alleged research misconduct
and external funding examined, and was a recommendation
made in a timely fashion to suspend use of the fund(s)?

29 | Were the errors in research publications made public and/or
was the journal that published the research notified?

30 | Was the respondent advised to withdraw the article(s) in which
research misconduct was found?

Conformity 31 | Was the investigation conducted in conformity with the rules

with Rules and regulations of the institution?

32

Was the investigation conducted in conformity with the rules
and regulations of the government and/or funding agency?
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REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC

(Text with EEA relevance)

CHAPTER XIX
FINAL PROVISIONS
Article 96
Repeal
1. Directive 2001/20/EC is repealed as from the date referred to in the second paragraph of Article 99.

2. References to Directive 2001/20/EC shall be construed as references to this Regulation and shall be read in accord-

ance with the correlation table laid down in Annex VII.

Article 97
Review

Five vears after the date referred to in the second paragraph of Article 99, and every five years thereafter, the Commis-
sion shall present a report to the European Parliament and to the Council on the application of this Regulation. That
report shall include an assessment of the impact that the Regulation has had on scientific and technological progress.
comprehensive information on the different types of clinical trials authorised pursuant to this Regulation, and the
measures required in order to maintain the competitiveness of European clinical research. The Commission shall. if
appropriate, present a legislative proposal based on that report in order to update the provisions set out in this Regu-
lation.

FERITZ Ic 0t 2 G E 2B L T, I —a v o EEES 15
BT 2L5hcehnwidIC5EBICHETALDET S,




BEL9

BRI B 2B RO KBRICH T T

M

4 722 H BREZED S Y iwetEE S #Efiat  (APRIN))

¢

5H15H %1 EREED S Y iRaEBES (HAEESHES)

5 H 29 H JE4%@4E L ol

I:l

5H29H %21 HKWIEEDS Y TiaTEBEs (HAEZASES)

¢

6 H 19 H % 3 [0 BRI EDO H Y HRsIERES (HAREZSHES)

{l TAWMROHERE (HASRIER)

(1200  (114)

THSH [EEW| &R E ~E I I

[ERPRITFEE ] 1B 3 5 A8 B

ML - OF BB TSR (LD




	５上記英文APRINチェックリストに対するネット上の代表的コメント - ★修正版-★ウェブ掲載用.pdf
	スライド番号 1

	【差替後】市川資料0～19一式（PDF結合版）.pdf
	０研究倫理教育と不正調査：望まれる国際化（市川家國）
	１研究不正審査チェックリスト作成に当たっての日米間（APRIN－CPRE）の意見交換
	２”Chicago会議”の結果、JAMA誌に発表された論文に掲載されたリスト
	JVP180008supp_src(1)

	３APRIN研究不正標準化会議作成の論文（不正調査の要点項目チェックリストを含む）-★修正版
	４上記APRIN不正調査の要点項目チェックリストの英文発表
	５上記英文APRINチェックリストに対するネット上の代表的コメント - ★修正版
	６APRIN新領域教材リスト
	７医学トップジャーナルNEJMが過去に撤回した論文と理由のリスト、警鐘
	８過去の研究不正を防止する政府規制とそれに基づく教材の持つ限界-★修正版
	９医生命医科学系国際誌が要求する研究作法に関する教材の作成方法
	１０医生命医科学系国際誌が要求する研究作法に関する教材リスト
	１１日本医学会連合に加盟する学会
	１２共通指針・共通教材に関する129学会アンケート調査結果
	１３学修が義務付けられていない大多数の研究者を対象とする教材の作成・配信体制、作成手順
	１４臨床研究法第一条
	１５臨床研究法の主旨
	１６臨床研究法に寄せられる懸念の大要、類似例
	１７「臨床研究法のあり方検討委員会」名簿、日米の違い
	スライド番号 1

	１８EUROにおける臨床研究規制に関する方針（国際競争力に腐心）
	１９臨床研究法に関する研究者意見の反映に向けて




