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FFP Falsification, Fabrication, Plagiarism
QRP Questionable Research Practices
RCR Responsible Conduct of Research
ERP Exceptional Research Practices

Frequency

FFP QRP RCR
‘ Research Performance Level

Questionable research practices far more common than outright misconduct
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Definitions, Current Knowledge, and Future Directions.
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Try Again.
Make a New Hypothesis {
3. Make a Hypothesis

Double Check.
Test the Hypothesis Again
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Despite Warnings, Biomedical Scholars
Cite Hundreds of Retracted Papers

By Jennifer Howard | APRIL 10,2011 & PREMIUM CONTENT FOR SUBSCRIBERS. SUBSCRIBE TODAY

Authors, you really oughrt to take a look at the journal articles you cite. Not only is it the
responsible thing to do, it will save you the embarrassment of discovering after the fact that

you have given a nod to a retracted or discredited paper.
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“For the last time, Jenkins...
GET YOURSELF A NOTEBOOK!!”
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The scientists who publish
a paper every five days

To highlight uncertain norms in authorship, John P. A. loannidis, Richard Klavans
and Kevin W. Bovack identified the most prolific scientists of recent vears.

— (B , Wol.561, pp.167-169, 20184E9H13H
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THINK

Are you submitting your
research to a trusted journal?

Publishing your research results is key to
advancing your discipline — and your
career — but with so many journals in
your field, how can you be sure that
you’re choosing a reputable,

trustworthy journal? Tips to confirm a journal’s
credentials and decide fif it will help you
reach the right audience with your research,

and make an impact on your career.

Take control of your career at thinkchecksubmit.org
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FEDERAL TRADE COMMISSION

PROTECTING AMERICA’S CONSUMERS e R

ABOUT THE FTC NEWS & EVENTS ENFORCEMENT POLICY TIPS & ADVICE I WOULD LIKE TO...

Home » News & Events » Press Releases » FTC Charges Academic Journal Publisher OMICS Group Deceived Researchers

: EVENTS
Deceived Researchers

Complaint Alleges Company Made False Claims, Failed To Disclose Steep

Publishing Fees
Related Cases
SHARE THIS PAGE o 0 @
OMICS G

CALENDAR

FTC Charges Academic Journal Publisher OMICS Group @

Group Inc
August 26, 2016 For Consumers

TAGS: Bureau of Ce ner Protection | Consumer Protection | Advertsing and Marketing | Academics and scientists: Beware

of predatory jourmnal publishers

Advertising and Marketing Basics | Education

The Federal Trade Commissicn has charged the publisher of hundreds of purported online academic journals with .
g 2 purp Media Resources
decening academics and researchers about the nature of its publications and hiding publication fees ranging from

hundrads to thousands of dollars Our Media Resources library
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against Defendants That Made False Claims and Hid
Publishing Fees
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China’s Publication Bazaar

.org on November 28, 2013
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The Washington Post

Major publisher retracts 43 scientific papers
amid wider fake peer-review scandal

By Fred Barbash March 27, 2015

A major publisher of scholarly medical and science articles has r
“fabricated” peer reviews amid signs of a broader
publications.

cted 43 papers because of
ake peer review racket affecting many more

The publisher is BioMed Central, based in the United Kingdom, which puts out 277 peer-reviewed
journals. A partial list of the retracted articles suggests most of them were written by scholars at
universities in China, includir

China Medical University, Sichuan University, Shandon,
Jiaotong University Medical School. But Jigisha Patel, associate editorial director for r
at BioMed Central, said it's not “a China problem. We get a lot of robust reses

as a broader problem of how scientists are judged.”

Universil
ch inte;
ch of China. We see this

Meanwhile, the Committee on Publication Ethics, a multidisciplinary group that includes more than
9,000 journal editors, issued a statement su stin,

o a much broader potential problem. The committee, it
said, “has become aware of systematic, inappropriate attempts to manipulate the peer review processes of
several journals across different publishers.” Those journals are now reviewing manusecripts to determine
how many may need to be retracted, it said

Peer review is the vetting process designed to guarantee the inte

arity of scholarly articles by having
experts read them and approve or disapprove them for publication. With researchers increasingly

desperate for recognition, citations and professional advancement, the whole peer-review system has

come under scrutiny in recent years for a host of flaws and irregularities, ranging from lackadaisical
reviewing to cronyism to outright fraud

Last yes

r, in one of the most publicized scandals, the Journal of Vibration and Control, in the field of
acoustics, retracted 60 articles at one time due to what it called a “peer review and citation ring’
the reviews, mostly from scholars in Taiwan, were submitted by people using fake names.

in which

Ivan Oransky and Adam Marcus, the co-editors of Retraction Watch, a blog that tracks research integrity
and first reported the BioMed Central reti

ctions, have counted a total of 170 retractions in the past few

years across several journals because of fake peer reviews.

“The problem of fake peer reviewers is affecting the whole of academic journal publishing and we are
among the ranks of publishers hit by this type of fraud,” Patel of BioMed’s ethics group wrote in
November. “The spectrum of ‘fakery" has ranged from authors su

ggesting their friends who agree in
advance to provide a positive review, to elaborate peer review circles where a group of authors agree to
peer review each others’ manuscripts, to impersonating real people, and to generating completely
fictitious chz

cters. From what we have discovered amongst our journals, it appears to have r

ched a
higher level of sophistication. The pattern we have found, where there is no apparent connection between
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NEWS - 10SEPTEMBER 2019

Elsevier investigates hundreds of peer reviewers
for manipulating citations

The publisher is scrutinizing researchers who might be inappropriately using the review

process to promote their own work.

Daimeet Singh Chawla
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https://www.nature.com/articles/d41586-019-02639-9
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y ‘ Original Paper

areh B Countryls): china E] From Dete: To:
Type to search NbMedlD:.i mm/dfﬂ»/YTw
Reason(s) for Retraction: (isconduct - Official Investigation/Finding E DOl: ‘
Subjectls): o[a] e [ Retraction or Other Notices

e E] From Date: To:

PubMedID:
Publisher: Q Do:L mm/dd/mY
Afflations): Nature of Notic: v Paywalled: v
Notes:
URL:

Clear Search

Retraction or Other Notices
Title/Subject(s)Journal — Publisher/Affiliation(s)/Retraction Watch Post URL(s
29 Item(s) Found
AGB1 promotes ductalar reaction and tumorigenesis i autophagy-deficient

Reason(s)

a2
~Investigation by
Company Institution
~Mizconduct - Official
Investigation Finding
~Mzconduct by Auther

(BLS) Biochemustry, (BLS) Brology - Cancer, (BLS) Biology - Celtuler. (HSC)

Medicine - Gastroeaterology:

I'he Journal of Clinical Investigation (JCI) —
Amarican Society for Clinical Investigation

Department of Pathology and Laboratory Medicine, Indiana University School of
Medicine, Indianapolic, Indsans, USA

Department of Biology, Purdue University School of Science, Indianapolis, Indiana,
USA

Department of Biology, Inatitute of Molecular Health Sciences, Swiss Federal
Tnstitute of Technolo TH) Zunch, Zunch, Switzerland

Department of Chemical Biology, Emest Manie School of Pharmacy, Rutgers
Universsty, New Bronawick, New Jersey, USA

Department of Anatormy and Histology, Fukushima Medical University, School of
Medscme, Fukushuma, Jepan

Anthor(z) Original Paper Retraction or Other Notices |  Article Type(s)
Date/PubMedII/DOI Date/PubMedID/DOI | Nature of Notice

«Concerns Tssues About Bilon Khamby

05012019
31042162
10.1172CT129233

Research Article
Expression of
contert

20338368
10.1172/7CI01814

Nazmul Hoda
Siagyna Chen
daniel J Agtoine
Yoog Lt

Guol: Da
T——' ‘cke A Kohler
(Wi Xine Zong

Satosh: Wagun

TiD Ou
thg oge

Xaao Ming Yin

http://retractiondatabase.org/RetractionSearch.aspx
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WHAT DRIVES PEOPLE TO COMMIT

RESEARCH MISCONDUCT?

These gquotes come from people who admitted to ressearch misconduct in closed Office of Research
Integrity cases. Research misconduct is never justified, but if is importani io recognize potential drivers
of misconduct fo better understand how it might be prevented.

POOR SUPERVISION INADEQUATE TRAINING

66 | WAS SCARED . €6 AFTER TWO YEARS OF A
TO GO TO [MY Pl]. HE USED TO POSTDOCTORAL FELLOWSHIP. ..
SCREAM & YELL | STILL DON'T KNOW
AT ME WHEN THINGS DID NOT % ? HOW TO PROPERLY PUBLISH
WESTERN BLOT DATA., 99

WORK AS PLANNED. 99

@€ | FELT IT WAS NECESSARY TO GET A ,-;J
PAPER IN A HIGH-PROFILE JOURNAL
IN ORDER TO GET A
\,\\_\’\‘_ FACULTY POSITION. 2 \,\.
: WEAT, NEARE, TFET,
MARREELSE, PALERER

https://ori.hhs.gov/sites/default/files/2018-04/12_Potential Drivers.pdf
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Erin Slattengren, Melissa Anderson. Applying Insights from
the Field of Behavioral Economics to the Institutional Management
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PHS Administrative Action Report - 05/19/2019

No PHS | Certification Retraction | Correction
LastName | Firsthame | 'Weore OEDOTRENt agvisory | orwork | SUPSSION | T or of Memo
untit until Articie(s) | Article(s)
Baughman Brandi NIA 0511802020 | ose2020 | osen00 These agmin. actions are superseded by tr;::mn ?ctons ending on 03/18/2020, which include
Baughman Brandl M 03/18/2020 | 03/13/2020 /A NIA
For supervision and certficabion - if within § years of the effective date of the VSA, respondent becomes
Nassar NiA 0711172022 | 07112022 | OM11°2022 empioyea In 3 posmion in which he raceives or applies for PHE support. he agread to supervision and
certification for 5 years, beginning with the star date of his empioyment
Mahandranauth | Anand | 10v18/2020 | 10/18/2020 N/A NIA
: " a = " 1f respondent recenvas or applies for PHS funds in the next 5 years, his rasearch must be supenisad and
e - MO | DISA0ET | 05050030 | 0505202 certiieq for 3 period of 10 years from te star date of hés empioyment where he recewves PHS support
Azza N/A 09/11/2020 | 09/11/2020 | 09/11/2020 Correction or retraction of one paper
m‘nm'w; ' N/A 04/252021 | 04252021 | 04/25:2021 Correction or retraction of one published paper.
Matthew NJA 111572020 | 1MM52020 | 19152020
Edwarg L N/A 03/17/2020 | 0317/2020 | 03/17/2020
Rajendra 11202024 | 111272021 N/A NIA
Paul H For life NIA N/A NIA
U X 0711272023 | 07/1212023 N/A NIA
Zhiyu 07/02/2021 | 0710272021 A NIA
Supervision for ten years beginning on date of empioyment in 3 postion In which respondent recelves
Ricky A 05/05/2021 | 05052021 | 05/05/2026 PHS funds. If respondant has not oblained employment in research pesition in which he receives PHS
funds within five years, supervision no ‘onger applies.
Supenision - If after 2 years respondant ¢oas not become empioyed In a posiion n which he recenes or
At NIA NIA NIA 0612872010 applies for PHS fund, suparvision is no longer in effect. I within 2 years, responcent becomes empioyed In

a position in which he receives or appliss for PHS funds, supervision is in effect for 1 year from date of his
employment.
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Recommendations for the Conduct, Reporting, Editing, and

Publication of Scholarly Work in Medical Journals
Updated December 2017

L

ICMJE ¢
B SL LS 1) A

Abour the Recommendartions

A. Purposc of the Recommendarions

B. Who Should Use the Recommendatnions?
. History of the Recommendations

Roles and Responsibilities of Aurhors, Conrriburors,

Reviewers, Editors, Publishers, and Owners
A. Defining the Role of Authors and Conwibutors
1. Why Authorship Marmers
2. Who Is an Author?
3. Non-Author Contnibutors
B. Author Responsibilities—Conflicts of Interess
1. Participants
a. Authors
b. Peer Reviewess
c. Editors and Journal Staff
2. Reporting Conflicas of [nrerest
C. Responsibilities in the Submission and Peer-Review
Process
1. Authors
a. Predatory or Peendo-Journals
. Journals
a. Confidenniality

-

b. Timeliness

. Peer Review
Integrity

3. Peer Reviewers

B

v

i. Registration
ii. Dara Sharing
Manuscrips Preparation and Submisszon
A, Preparing a Manuscript for Submission 1o a Med-
ical Journal
1. General Prnciples
Reporung Guidelines
Manuscript Sections
a. Tirle Page
b. Abstrace
<. Introduction
d. ?\kd)ud_».
i. Sdecvon and Descriprion of Parnapants
1. Technical Informartion
i, Stagsstics
Resules

N

e
f. Dhscussson
g References
i. General Considerations
ii. Style and Formar
h. Tables
i. Hlustracons (Figures)
j. Units of Measurement
k. Abbreviarions and Symbaols
B. Sending the Manuscripe to the Journal

EYEAFHERHGE—ERY > (FR
R R b

N

B RFH:

EXF ARV )




FAMRLRSREMNEFTRIBS R ROEFNT
BRESMHSHER2

017F 12 HEH

FER

MFES 57 %4 R 2 (Intemational Committee of Medical Joumal Editors, ICMJE) F 1978 # ik &
(s EFY a8 —24) (Unforn Requrements for Manuscripts Submutted to Biomedical
Joumals), ZGMEid ST, 2013 5 8 AMHiTHELA (FARLEAHRELEFHHGRY K
FFHE), A “ICME RELR", 2013 F 12 4, 2014 % 12 A, 2015 % 12 /], 2016 % 12
A#42017 % 12 4, ICMIE# “ICMIE R Z8.8" LT ELEH, KLR 2017 5 12 f £Hidh¢
Likh, & (BESEFEM (RL)) (Jounal of Integrative Medicine) HIEH B A%, iz, 48
if, ICMJE & % £ # “ICMIE & A 475", B & T 2018 4 5 N £l b 2Lk $OiF R A — & 5 & & ICMJE
RS KFHRMMAGAE, REANHAEAL ICME FHfile, “ICMEE fif8a” EX0RXL
fi 4 (Recommendations for the Conduct, Reporting, Editing, and Publication of Scholarly Work m Medical
Joumals) ¥, www.icnye.org.

http://www.icmje.org/recommendations/translations/chinese2017.pdf
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The European
Code of Conduct for
Research Integrity

REVISED EDIMON
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sponsible Conduct of Research)  (20074E$#1 58
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NIH Rigor and Reproducibility Training Modules

These modules, developed by NIH, focus on integral aspects of rigor and reproducibility in the research endeavor, such as bias,
blinding and exclusion criteria. The modules are not meant to be comprehensive, but rather are intended as a foundation to build on
and a way to stimulate conversations, which may be facilitated by the accompanying discussion materials. Currently, the modules are

being integrated into NIH training activities.

' Introduction to the Modules [PDF, 110KB]

Module 1: Lack of Transparency
Lack of Transparency Discussion Material [PDF, 97.2KB]

Module 2: Blinding and Randomization
Blinding and Randomization Discussion Material [PDF, 104KB]

Module 3: Biological and Technical Replicates
Biological and Technical Replicates Discussion Material [PDF, 98.7KB]

Module 4: Sample Size, Outliers, and Exclusion Criteria

Sample Size, Outliers, and Exclusion Criteria Discussion Material [PDF, 107KB]

https://www.nigms.nih.gov/training/pages/clearinghouse-for-
training-modules-to-enhance-data-reproducibility.aspx
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F2E TR, 8h%AIHH FTAIR B0 N TE H
IR, BFERE TR RIFRAE. PR
K% m%%%*kﬁ DA R AER & 72 45 SR B
FIiREL. AR K, E—HEEEMAHITF,
WRIBF TR T EMERERE KR, BLFmE
cRHAS T LRI KR -

A, HTREFEFERATLEEASAZ NS
BHALHIIRSE, B TREHEERR S TE R
R T RIVARENE, ERTIER KRR
Bt R GER S0 57 REAT X

— REWARD: REduce research Waste And Reward Diligence
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—— John P.A.loannidis. Why Most Published
Research Findings Are False
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Have your say on the
direction of EU research
and innovation

@
The European Commission invites anyone with an interest in future EU H o rl z o n
re

search and innovation priorities to participate in a public

consultation process via an online survey. The consultation is open E u ro p e

until 8 September 2019.

THE NEXT EU RESEARCH & INNOVATION
PROGRAMME (2021 -2027)

R AR RS (HRB) AAVEE A

2R RERFES XA ST H KPP A
(AR BETHRIR B IR B

Se X BEHLIE TR 1500 A TEHE Z 8T T
B, S EREAREREIERNENTEIRZ —

—— Dr Maura Hiney, HRB
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CREATING A PLAIN-LANGUAGE SUMMARY

We in the Sharing Science program
understand that scientists are technical
writers who are used to talking in a
language that we and our peers
understand, and within the scientific
environment, such a method of
comrespondence (usually) works out well

However, the scientific climate 1s shifting
such that tailoning your message solely to
your peers 1S unlikely to get your work the
notice and reach that it deserves. More
and more journals, including all of AGU’s
journals, are providing the option to
create plain-language
abstracts/summaries

b}

wow! -
s FASCINATING!

e se The Pubiil

WHAT {Ou TH k. You SO0 wike

WaH wAH

A H WAH

-

WHAT JOu ACTURLLY SOuND Like-

https://sharingscience.agu.org/creating-plain-language-summary/
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(CRTRHEMIESILES: iR
B NAl#)Y  (San Francisco Declaration on
Research Assessment: Putting science into the
assessment of research) (2012)

(RTRHEFRRISEIE S Y  (Leiden
Manifesto for Research Metrics) (2015)

(EABEFRZEBRRT R R SR E
PR REFSEERAIAEBEY  (Statement on good
practice in the evaluation of researchers and research
programmes by three national Academies) (2017)
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http://www.wcri2019.org/uploads/files/2019_new/Hong_Kong_Manifesto_0902.pdf




RS : http://www.ircip.cn

International Research Collaboration EI n- \ ﬂ ﬁH' ,3 fE 1%- E W]
Information Platform

B5a home Research Collaboration Research Integrity 217120 = HieE HECE Contact Us BERM

) General Info. ) B B ) EESH P ==
News » RS AR201 SRR OB A TERMEH > REHEAR EMRRICER
UNESCO RUH{CE
Research Institutions » HESHRSE SRR TR SRS T s MR ATE TroispEs,
iliti i BFCEREER
Facilities & Laboratories » ZERREEE TSP RIIARZSE > Rl AL SRR
Fellowship & Sponsorship » ENPRARTARBE/MEXHE T AT “El*—'rm ENRE
Collaboration Projects » 20135 2 EN P EENP BN EHASIESATH I —
, v thRIBR 420185 S IR SRR S RIS
[EEARE : > ESEER
Search » EENBEARERREEES (RTREENSE)
BE=E More ==
@ Links <) Rz
MOST 6" WORLD CONFERENCE ON
) RESEARCH INTEGRITY
“:cf_c HONGKONG HABERHUFMEAS
s = 2019%6H2-58 , &F
cAz 6" WCRI 2019 27SIUNEZ0W
CASS
NSFC
CATTC
ChinaTech

ChinaNews
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v . slyidi@vip.126.com
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China International Center for Chronic
Disease Prevention]
. FLAGSHIP PROJECT: CHINA
. RURAL HEALTH INITIATIVE

mEEEOBAREHA (5
SERARBETARAN | Do L,

v IHE GEORGE INSTITUTE

::: The University of Svdney

@ LHETH

S~

Qinghai

| THE UNIVERSITY i
L\?}é()p QUEENSLAND _ e 5}/{3)0?

@y
Vil )

Imperial College FLAEN %

Sguth China gea LO n (i on Nargaia Metical Univer sy
e
¢, The George Institute B 18/10/2019 5
V for Global Health China rivate & Confidentia
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HSP Training Model

A Central Component of Our Duke Subcontract

Institutional Strengthening

hN

PUHSC IRB
"4
DUKE Health
System IRB Local Partners
1 |
— TGIl, China . J

Research-based Training

‘9/ The George Institute

for Global Health China
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BAA No. NHLBI-HV-09-12 The George Institute China

Protection of Human Subjects OMB 0990-0263

ONMB No. 0990-0263
Approved for use through 11/30/2008

Protection of Human Subjects
Assurance Identification/IRB Certification/Declaration of Exemption
{Common Rule)

NHLEI Global Health Initiative

SITE SIGNATURE LOG
COE #: PRIMNCIPAL INVESTIGATOR MNAME:
PRINTED AUTHORIZED START | STOP
NAME SIGNATURE INITIALS Tanme* oate | DATE

DO/MM | DOYMM
ey | fYvyy

DD/MM | DD/MM
MY | vy

(*) AUTHORIZED TASES: list task nmumnber in table

IRE submission (initial and anomal renewals)

Commmnication with IRE

Submassion of IRB approval letter to Westat (inutial and annmal renewals)
Submussion of revized informed conszents to Westat

Subject recuitment/ screening

Obtaining informed consent

(7) Registering//enrolling patients

The George Institute
for Global Health China

IRB Certification

Site Number -

D3COE-RAQ1, Phase

03COE-China-COE 1

03COE-RAQ1, Phase

03COE-China-COE 2

03COE-China-COE  03COE-RADZ

+ Protocol Versic -

Mot Applicable

Not Applicable
Mot Applicable

Document Typi ~
Approval for New
Amendments/Version
s/LOAs
Approval for New
Amendments/Version
s/LOAs
Original Approval

Study Personal- HSP monthly Report

Expiration

IRB Approval

Approval Date - Expiration Dati -
04/09/2012 2510412013
04/09/2012 2510412013
24/1112011 231112012

03COE-China-COE
03COE-China-COE
03COE-China-COE
03COE-China-COE
03COE-China-COE
03COE-China-COE
03COE-China-COE
03COE-China-COE
03DCPO01 - Duke

" Site Number

Personnel Name -
Jesse Hao (Zhixin Hao)

Li Cong

Lijing Yan
Nicole Li
Wang Yanging
Yangfeng Wu
Yinxuejun June
Zhang Jing
Bimal Shah

HSP - GCP -

20/08/2014
18/06/2014
23/09/2014
24/09/2014
30/06/2013

19/09/2014  25/08/2015

23/09/2014

30/06/2013
10/04/2014



v Human Subject Protection Training- CIT]

CITI: Collaborative Institutional Training Initiative https://about. citiprogram. org/en/homepage/

+1 888.529.5929 Englisl

/]
== Subscriptions ~ Courses ~ CE/CMEs Tools Support ~ Q { Register |

<X PROGRAM

Research Ethics and Compliance Training

Laboratory @ Webinars @ BRANY SBER @ Biomedical PI @
Chemical Safety Review our newest webinar on IRB SerViceS

} earmibe fndamentalsafet CRISPR gene editing and browse
y . : investigation that complies with
research has its own set of unique

practices for working with topics including GDPR, FERPA,
hazardous chemicals in the révised Common Rule, and needs, and we understand them. federal regulations and GCP
research with AIAN communities. standards.

laboratory. Find out more about the SBER
expertise, experience, and unique
connected model of our accredited
IRB.

Examine the important role of the

: ; : biomedical investigator in a clinical
Social, behavioral, and educational g

< 5 A
View Course View Webinars Learn More

Human Subjects Research (HSR)

.V The George Institute 8

for Global Health China



https://www.baidu.com/link?url=khgfozGxSA8SvMIKtSMZersu5Fl9Gn0OyCxG7My7D7zuFElFep8wuDNd35aY4FSeUw3utQYPj_pshFcW-ICjH_&wd=&eqid=8bdb439a00070713000000065da5767e
https://www.baidu.com/link?url=khgfozGxSA8SvMIKtSMZersu5Fl9Gn0OyCxG7My7D7zuFElFep8wuDNd35aY4FSeUw3utQYPj_pshFcW-ICjH_&wd=&eqid=8bdb439a00070713000000065da5767e
https://www.baidu.com/link?url=khgfozGxSA8SvMIKtSMZersu5Fl9Gn0OyCxG7My7D7zuFElFep8wuDNd35aY4FSeUw3utQYPj_pshFcW-ICjH_&wd=&eqid=8bdb439a00070713000000065da5767e
https://www.baidu.com/link?url=khgfozGxSA8SvMIKtSMZersu5Fl9Gn0OyCxG7My7D7zuFElFep8wuDNd35aY4FSeUw3utQYPj_pshFcW-ICjH_&wd=&eqid=8bdb439a00070713000000065da5767e
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Global Ethical ahd Regulatory Requirements

G-Wiz Home > Academic Project Operations

me This site provides links to interational guidelines governing human research projects

e Team George Clinical has developed a comprehensive set of SOPs and Work Instructions for regulatory, ethical and safety reporting requirements across the Asia Pacific. The Wis generally refer
Ps 1o clinical trials of investigational products ice) but also provide fion about general ethics requirements in each country. GC SOPs and Wis must be followed where

SOP Master List applicable. [ GC SOP website]

General (GE)

Health Economics (HE)

Note that TGI has developed Wis for obtaining Human Research Ethics Committee approval for research projects in Australia [RG-WI-01). These Wis must be followed where applicabe.

For further information and advice, please contact Office of the Chief Scientist org ji institute.org.au).
Information Technology
m
Legal (LG) GLOBAL CHINA
Safety (SA)

+ NIH NIAID ClinRegs

Project Operations (PO) The NIH National Institute of Allergy and Infectious Diseases has built a website that
aggregates clinical research regulations from around the world.

Regulatory (RG) This excellent resource provides quick facts and details of the relevant regulatory

Data Management (OM) authority, ethics committees, sponsorship, clinical trial life cycle from approval to
reporting, investigational product and biological specimens.

Statistics (ST)

+ WHO Ethical Standards and Procedures for Research with Human Beings

SOP Glossary
sining AUSTRALIA/NEW ZEALAND
ssources Library - NHMRC National Statement on Ethical Conduct in Human Research 2007, updated

.V The"George Institute

for Global Health China

+ Ethics Review Guideline of Drug Clinical Trials 2010

« Provisions on Clinical Trials Conducted by Medical Institutions 2014

+ Good Clinical Practices (Drug), 2003

« Provisions for Adverse Drug Reaction Reporting and Monitoring 2011

Clinical Trial Registry China

+ Administrative Approval Process for Clinical Trials Conducted through Intemational
Cooperation 2017

INDIA
+ ICMR Ethical Guidefines for Biomedical Research on Human Participants 2017

+ Schedule Y, Drugs and Cosmetics Act 1945
* Relaxation of requirement for NOC for conduct of academic clinical trials 2016

- FHBERIHE (F

) M7

All Documents  All SOPs by Review Date  RG «»- Find a file el |

SOPs

G-Wiz Home > Academic Project Operations

v D Name Document Type

4 50P : RG-S0P-01 Submission to Institutional Review Board/Independent Ethics Committees and Regulatory Authorities (4)

=l

RG-50P-01 Submission to IRB_IEC and Regulatory Authorities V1.0 ... Standard Operating Procedure

HE)
ogy

RG-AD-01a-AU eCTN guide V1.0 05Jan2015 .. Associated Document

RG-AD-01b-AU eCTN Access Request Form V1.0 09Nov2015 .. Associated Document

pd|
os

RG-WI-01-AU Ethics approval for academic projects in Australia v2.0 13 Oct 2018.docx «eo  Work Instruction

[
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Project Tasks, Timeline and Milestones

Task 'Milestone

2014

1

2

3

4

5

5

T

9

10

il

FPREPARATION

Prepare and refine study protocols

Finalize operation manual

IRB review & approval

PILOT STUDY

Study site preparation

Standardized training (nurses)

Recruitment, baseline assessment and
randomization

Intervention

Follow-up assessment (3 months)

Database development & management

Data cleaning, analysis and report on pilot

Quality Control

REFINEMENT

Revise protocol based on pilot study resulis

IRB amendment, as needed
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