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, CONSORTASHA

Annals of Internal Medicine

AcCADEMIA AND CLINIC

CONSORT 2010 Statement: Updated Guidelines for Reporting Parallel

Group Randomized Trials

Kenneth F. Schulz, PhD, MBA; Douglas G. Altman, DSc; and David Moher, PhD for the CONSORT Group*

The CONSORT (Consolidated Standards of Reporting Trials) state-
ment is used worldwide to improve the reporting of randomized,
controlled trials. Schulz and colleagues describe the latest version,
CONSORT 2010, which updates the reporting guideline based on
new methodological evidence and accumulating experience.

Ann Intern Med. 2010;152. www.annals.org

For author affiliations, see end of text.

* For the CONSORT Group contributors to CONSORT 2010, see the Appen-
dix, available at www.annals.org.

This article was published at www.annals.org on 24 March 2010.
Jpn Pharmacol Ther (P L 35H%) vol.38 mno.11 2010
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CONSORT 2010 Statement:
updated guidelines for reporting parallel group randomized trials
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, EQUATOR NETWORK (FDAEDI1 K=1>)

o e q UdQ '|‘O r Enhancing the QUAIity and RS

Aie ik Transparency Of health Research Spanish Website

m Library Toolkits Courses & events News Blog Aboutus Contact

Essential resources for writing and publishing health research

Library for health Reporting guidelines for main
: W Guidelines for
research reporting StUdy types Reporting Health Research
The Library contains a comprehensive searchable Randomised trials CONSORT Exiensions Other e
database of reporting guidelines and also links to Observational studies STROBE Extensions Other
other resources relevant to research reporting. Systematic reviews PRISMA Extensions Other
Case reports CARE Other
Search for reporting s
J guidelines Qualitative research SRAR COREQ Other
Diagnostic [ prognostic STARD TRIPCD Other
Not sure which reporting studies
? guideline to use?
Quality improvement studies SQUIRE Other
Reporting guidelines Economic evaluations CHEERS Other L A
x under development e New book edited by the EQUATOR
Animal pre-clinical studies ARRIVE Other Guidelines for Reporting Healtk
@ Visitthe library for Study protocols SPIRIT PRISMA-P  Other Research 3 User's Manual
more resources
See all 282 reporting guidelines ® o ® o
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Annals of Internal Medicine RESEARCH AND REPORTING METHODS

Good Publication Practice for Communicating Company-Sponsored

Medical Research: GPP3

Wendy P. Battisti, PhD; Elizabeth Wager, PhD; Lise Baitzer ; Dan Bridges, PhD; Angela Caims ; Christopher |. Carswell, M5c;
Leslie Citrome, MD, MPH; James A. Gurr, PhD; LaVerne A. Mooney, DrPH; B. Jane Moore, M5; Teresa Pena, PhD;
Carol H. Sanes-Miller, MS; Keith Veitch, PhD; Karen L. Woolley, PhD; and Yvonne E. Yarker, PhD

This updated Good Publication Practice (GPP) guideling, known
as GPP3, builds on earlier versions and provides recommenda-
tions for individuals and organizations that contribute to the
publication of research results sponsored or supported by phar-
maceutical, medical device, diagnostics, and biotechnology
companies. The recommendations are designed to help individ-
uals and organizations maintain ethical and transparent publica-
tion practices and comply with legal and regulatory require-
menis, These recommendations cover publications in peer-
reviewed joumals and presentations (oral or poster) at scientific
congresses. The International Society for Medical Publication
Professionals invited more than 3000 professionals worldwide to
apply for a position on the steering committes, or as a reviewer,
for this guideline. The GFPZ authors reviewed all applications
{n = 241)and assembled an 18-membaer steering commitiee that
represented 7 countries and a diversity of publication profes-
sions and institutions. From the 174 selected raviewers, 94 sant

comments an the second draft, which steering committee mem-
bers incorporatad after discussion and consensus.

The resulting quideling includes new sections (Principles of
Good Publication Practice for Company-Sponsored Medical Re-
search, Data Sharing, Studies That Should Be Published, and Pla-
giarism), expands guidance on the International Committee of
Medical Journal Editors’ authiorship criteria and common author-
ship issuas, improves clarity on appropriate author payment and
reimbursement, and expands information on the role of medical
writers, By following good publication practices (including
GPP3), individuals and organizations will show integrity, account-
ability, and responsibility for accurate, complete, and transparent
reporting in their publications and presentations.

Ann Intein Mad, doi 10732801 50288 werwannals.arg
For author affiliztions, see end of taxt.
This articke was published online first at waww.arnals org on 11 August 2015,
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* 1. Guidance on updated ICMJE 2014 authorship criteria

e 2. Guidance on common issues regarding authorship

* 3. Guidance and improved clarity on author payment and reimbursement
e 4, Additional clarity on what constitutes ghost or guest authorship

e 5. Expanded information on the role and benefit of professional medical
writers

* 6. Guidance for appropriate data sharing

e 7. Overall simplification of language and format with a new guiding principles
section and quick reference tables addressing guidance on authorship criteria
and common authorship issues
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Substantial contributions to: the conception or design of the work;
or the acquisition, analysis, or interpretation of data for the work

Drafting the work or revising it critically for important intellectual
content

Final approval of the version to be published

Agreement to be accountable for all aspects of the work in
ensuring that questions related to the accuracy or integrity of any
part of the work are appropriately investigated and resolved
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, Target Product Profile ({51)

« RHILES C KDES :
AGRRBICMEBRBAR IO S LAEAROERNEEEH N, DR oY)/ EHRN D
FHNTWBDED, BFEOT—)LHBREEINTULD, (2007838FDAHAS > X)

* |deally, the TPP provides a statement of the overall intent of the drug development program, and
gives information about the drug at a particular time in development. Usually, the TPP is
organized according to the key sections in the drug labeling and links drug development activities
to specific concepts intended for inclusion in the drug labeling.

- IBEEM(C(E. TPPIEZRREAFR I OV S LADLFNREBRICEAT 3RiRTIREHL. BREBPOIFEDR
R COEYCETIIBEHRERMIT D, BE. TPPEEMSANUTDEECLIS I3 (D> TRME
N, EEBEBEEIEMINUTCEDDCEZBERIUFEDI > TT MMIHEUDLTULS,

 |deally, the final version of the TPP will be similar to the annotated draft labeling submitted with a

new drug application (NDA) or biologics license application (BLA).

o IBFER(C(ITPPDOERIGIRIL, FAZEAGREHGRIF(CIRIHSNDIRANERLRRTHD.
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, Clinical Development Plan (CDP)

 BEPRFIFEETE (Clinical Development Plan. CDP)
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