
Data Sharing Statements for 
Clinical Trials by ICMJE

Sung-Tae Hong, MD
Editor

Journal of Korean Medical Science

Member, ICMJE 

의편협편집인아카데미 2017. 12. 08



• International Committee of Medical Journal Editors

• Recommendations for the Conduct, Reporting, 
Editing, and Publication of Scholarly Work in 
Medical Journals

• ICMJE Form for Disclosure of Potential Conflicts of 
Interest

• Requirement for Clinical Trial Dara Sharing 
Statements

• Following journals: 4,000

ICMJE Guidelines for Member Journals



What is ICMJE (http://www.icmje.org)
• Annals of Internal Medicine
• BMJ
• Bulletin of WHO
• Deutsches Arztelblatt
• Ethiopian Journal of Health Science
• JAMA
• JKMS
• The Lancet
• National Library of Medicine
• New England J of Medicine
• The New Zealand J of Medicine
• PLOS Medicine
• Revista Medica
• Ugeskrift for Laeger
• WAME







• Ethical obligation to share data by interventional 
clinical trials

• Data sharing of deidentified participant data becomes 
the norm 

• Conditions of publication in member journals
As of July 1, 2018 manuscripts submitted to ICMJE journals 

that report the results of clinical trials must contain a data 
sharing statement as described below.

Clinical trials that begin enrolling participants on or after 
January 1, 2019 must include a data sharing plan in the 
trial's registration.

• Registry details at  
www.icmje.org/recommendations/browse/publishing
-and-editorial-issues/clinical-trial-registration.html

Data Sharing Statements

http://www.icmje.org/recommendations/browse/publishing-and-editorial-issues/clinical-trial-registration.html


Table 1. Examples of data sharing statements that fulfill these ICMJE requirements
*

Element Example 1 Example 2 Example 3 Example 4

Will individual 

participant dat

a be available (i

ncluding data dic

tionaries)?

Yes Yes Yes No

What data in pa

rticular will be s

hared?

All of the indivi

dual participant 

data collected du

ring the trial, aft

er deidentificatio

n.

Individual partic

ipant data that u

nderlie the result

s reported in this 

article, after deid

entification (text, 

tables, figures, a

nd appendices).

Individual partic

ipant data that u

nderlie the result

s reported in this 

article, after deid

entification (text, 

tables, figures, a

nd appendices).

Not available

What other doc

uments will be a

vailable? 

Study protocol, s

tatistical analysis 

plan, informed c

onsent form, clin

ical study report, 

analytic code

Study protocol, s

tatistical analysis 

plan, analytic co

de

Study protocol Not available



Table 1. Examples of data sharing statements that fulfill these ICMJE requirements
*

Element Example 1 Example 2 Example 3 Example 4

When will data 

be available (star

t and end dates)?

Immediately foll

owing publicatio

n. No end date.

Beginning 3 mo

nths and ending 

5 years followin

g article publicat

ion.

Beginning 9 mo

nths and ending 

36 months follo

wing article publ

ication.

Not applicable

With whom? Anyone who wis

hes to access the 

data.

Researchers who 

provide a metho

dologically soun

d proposal.

Investigators wh

ose proposed use 

of the data has b

een approved by 

an independent r

eview committee 

(“learned interm

ediary”) identifie

d for this purpos

e.

Not applicable

For what types 

of analyses?

Any purpose To achieve aims 

in the approved 

proposal. 

For individual pa

rticipant data me

ta-analysis. 

Not applicable

ICMJE = International Committee of Medical Journal Editors.
*
These examples are meant to illustrate a range of, but not all, data sharing options.



Table 1. Examples of data sharing statements that fulfill these ICMJE requirements
*

Element Example 1 Example 2 Example 3 Example 4

By what mecha

nism will data b

e made available

?

Data are availabl

e indefinitely at (

link to be includ

ed).

Proposals should 

be directed to xx

x@yyy. To gain 

access, data requ

estors will need t

o sign a data acc

ess agreement.

Proposals may be s

ubmitted up to 36 

months following a

rticle publication. 

After 36 months th

e data will be avail

able in our Univers

ity's data warehous

e but without invest

igator support other 

than deposited met

adata.

Not applicabl

e 

Data are availabl

e for 5 years at a 

third-party websi

te (link to be incl

uded).

Information regardi

ng submitting prop

osals and accessing 

data may be found 

at (link to be provid

ed).
ICMJE = International Committee of Medical Journal Editors.
*
These examples are meant to illustrate a range of, but not all, data sharing options.



• Level of sharing data: What?
• With other data?

• Share with whom? 
• Share when?
• For what purpose
• How to share: where to deposit

Data Sharing Plan







• Protection of privacy
• Ownership of data 

• Authorship of secondary analysis
• Plan only at submission 
• Sponsor agreement
• Data standardization

Issues Challenged



• Educate researchers
• Educate editors

• Make a registration system for data of clinical 
trials: standardized data required by the 
ClinicalTrials.gov (https://prsinfo.clinicaltrials. 
gov/definitions.html#shareData)

• Government registry of clinical trials at KCDC 
website: https://cris/nih/go/kr/cris/index.jsp

• Consider how to share and be shared

What Should We Do for Data Sharing?

https://cris/nih/go/kr/cris/index.jsp

