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INDIVIDUAL PARTICIPANT DATA (IPD)

Patient Number Treatment Survival Time (Days)
1 E 44 Dead 67 m Y
2 E 54 Dead 64 m Il
3 E 67 Alive 55 f Il
4 C 43 Dead 79 f v
5 C 70 Alive 62 m v
6 E 88 Dead 60 f 1%
7 C 99 Alive 57 m Il
8 C 45 Dead 66 m 1
9 E 90 Alive 59 f 11l
10 C 23 Dead 53 m [\




BENEFITS OF SHARING DATA

®  encourages scientific enquiry and debate

®  promotes innovation and potential new data uses

® |eads to new collaborations between data users and data creators

®  maximises transparency and accountability

m  enables scrutiny of research findings

®  encourages the improvement and validation of research methods

®  reduces the cost of duplicating data collection

® increases the impact and visibility of research

®  promotes the research that created the data and its outcomes

®  can provide a direct credit to the researcher as a research output in its own right

m  provides important resources for education and training

MANAGING AND SHARING DATA
UK Data archive



BENEFITS OF DATA SHARING — CASE STUDY

®  |PD collected from randomised controlled trials of anti-epileptic drugs (AEDs) as monotherapy
= Data obtained for 6418 patients from 20 trials comparing 8 AEDs

m  Updated to 12745 patients from 36 trials comparing 10 AEDs



|. IMPROVE VALIDITY AND RELIABILITY OF META-ANALYSIS

m Overcome poor reporting and selective reporting
biases

® Standardise outcome definition across studies
= More appropriate analysis
® Incorporate additional follow-up data

m Re-instate excluded patients



|. IMPROVE VALIDITY AND RELIABILITY OF META-ANALYSIS
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2. TREATMENT EFFECT MODIFICATION

m Explore participant level covariates’ influence on
treatment effect

® Increased power to identify patients that may
benefit most



HR (95% CI) HR (95% Cl)




3.ADDRESS NEW CLINICAL QUESTIONS

Bonnett LJ, Tudur-Smith C,Williamson PR, Marson AG

Seizure recurrence after antiepileptic drug withdrawal
and the implications for driving: further results from
the MRC Antiepileptic Drug Withdrawal Study and

a systematic review



3.ADDRESS NEW CLINICAL QUESTIONS

28 possible pair-wise
comparisons

20 trials
6418 patients
8 AEDS







4. INFORM DESIGN OF NEW TRIAL

Lancet 2007;369:1000-1015

Lancet 2007:369:1016-1026



5. DEVELOP AND APPLY NEW METHODOLOGY

m Better approach to analysis

® Improve future methods



ENCOURAGING DATA SHARING

INSTITUTE OF MEDICINE

OF THE MNATIONAL ACADEMIES

Advising the Nation. Improving Health. M

thebmj




ACCESSING IPD FROM CLINICAL TRIALS

| 3 sponsors
>2 100 studies



SHARING IPD FROM PUBLICLY FUNDED TRIALS

= 60% of trials registered on clinicaltrials.gov are non-industry sponsored

®  Some examples of proactive sharing



More needs to be done to share data,
particularly from publicly funded trials




CTU SURVEY

UK Clinical Research Collaboration
network of 45 CTUs

23 (51%) CTUs responded to the survey



CTU SURVEY

®  30% had made a request for IPD in the last 12 months
®  65% had received a request for IPD in the last 12 months

= Most common reason was for meta-analysis

m 8 (35%) CTUs indicated that consent is generally sought for data to be used outside
the original scope of trials

m A standard phrase was not being used across the CTUs



FUTURE DATA SHARING

m /0% would transfer their clinical trial data to a central
facility (with restrictions/conditions)

= Approval process preference

» Open access 0
» Learned intermediary 25%
> Internal Review process 75%

m Concerns: Misuse of data, resources, loss of |IP



GUIDANCE

Review of data
sharing policy

/ documents
Draft Guidance

l

Expert panel

!

Consultation
with CTU
network

\L INSTITUTE OF MEDICINE

OF THE NATIONAL ACADEMIES

Advising the Nation. Improving Health.

Final Guidance




GUIDANCE

Endorsed by Cancer Research UK, MRC
Methpdology Research Programme Advisory
Group, Wellcome Trust and the Executive
Group of the UK CRC Registered CTUs
Network.The National Institute for Health
Research (NIHR) has confirmed it is

suEportive of the application of this guidance.
http://www.network-hubs.org.uk/files/7114/3682/383 | /Datasharingguidance20| 5.pdf




EXAMPLES OF GOOD PRACTICES

= A CTU data sharing policy (scope of trials, data request process, data release process)
® Data use agreement important

® |dentify roles and responsibilities for data sharing

® |nclude plans for data sharing in the protocol and data management plan

® [nclude a data sharing statement in the consent form and patient information leaflet

| understand that the information collected about me will be used to support
other research in the future, and may be shared anonymously with other researchers (HRA consent form template)

® Prepare ‘data pack’ ready for sharing (De-identified datasets, protocol with amendments,
blank CRFs, dataset specifications (or annotated CRFs) including data variable amendments

Tudur Smith C, Hopkins C, et al. BMC Med. 2015 Dec 17;13:298.



DE-IDENTIFICATION

®  Process of turning data into a form which does not identify individuals and where identification is not likely to
take place



DE-IDENTIFICATION METHODS

= Remove direct identifiers from a dataset

0 eg Remove respondents' names or replace with a code. Remove addresses, postcode information, institution and telephone numbers.

= Aggregate or reduce the precision of a variable

0 eg Record the year of birth rather than the day, month and year; record postcode sectors (first 3 or 4 digits) rather than full postcodes

= Restrict the upper or lower ranges of a continuous variable to hide outliers if the values for certain
individuals are unusual or atypical within the wider group researched.

o0 egAnnual salary could be 'top-coded' to avoid identifying highly paid individuals

Taken from the UK Data Archive
http://www.data-archive.ac.uk/create-manage/consent-ethics/anonymisation?index=|1



BEST PRACTICES FOR ANONYMISATION OF QUALITATIVE DATA

0 do not collect disclosive data unless this is necessary, e.g. do not ask for full names if they cannot be used in the data
0 plan anonymisation at the time of transcription or initial write up

0 use pseudonyms or replacements that are consistent within the research team and throughout the project, e.g. use the
same pseudonyms in publications or follow-up research

o identify replacements in text clearly, e.g. with [brackets]
0 retain unedited versions of data for use within the research team and for preservation

O create an anonymisation log of all replacements, aggregations or removals made - store such a log separately from the
anonymised data files

Taken from the UK Data Archive
http://www.data-archive.ac.uk/create-manage/consent-ethics/anonymisation?index=2



EXAMPLE ANONYMISATION LOG

Interview and page number
Intl

Original

Age 27
Spain
Manchester

20th June
Amy (real name)

Francis
Station Road primary school
Head Buyer, Produce, Sainsburys

Taken from the UK Data Archive
http://www.data-archive.ac.uk/create-manage/consent-ethics/anonymisation?index=2

Changed to

Age range 20-30

European country

Northern metropolitan city or English
provincial city

June

Moira (pseudonym)

my friend

a primary school

Senior Executive with leading
supermarket chain



FINAL REMARKS

®  Sharing data from clinical research studies can be very valuable

= But this must be done responsibly, protecting participants confidentiality whilst maximising the utility of data
0 Consent for sharing should be obtained from participants
0 Suitable de-identification methods
0 Data use agreement

®  Planning data sharing during the design stage can save time

" When designing new studies and identifying new research questions consider whether existing data could be used
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