EBCTCG Data Collection and
Processing



EBCTCG process

e |dentify and prioritise key clinical question

e |[dentify all relevant trials

e Form a writing committee

e Develop and agree a statistical analysis plan

® Request data

e Process and clean data

e Perform analyses

e Agree results with trialists

e Present results at scientific meetings

e \Write paper, in conjunction with writing committee
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EBCTCG process

e |dentify all relevant trials

e Request data

e Process and clean data

e Perform analyses
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Identifying trials

-

Steering
committee/
collaborators

Literature
searches

Hand
searches of
journals/
abstracts

Searches of
trial
registries

Personal
contact
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Requesting data — 1985 style
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Requesting data — 2025 style

e Data now provided electronically
* Mainly in Excel spreadsheets or SAS datasets
e Sent either by secure email or file transfer processes

 All datafiles stored securely at EBCTCG before conversion to main
database format

* Occasionally get data from a portal — means we do not get
IPD but the results of analyses on IPD — see Wednesday



Requesting data — 2025 style

* Qur capacity to process data in any format reduces burden
on trialists and makes it much easier to get all the available

evidence

* Some data (e.g. adverse events) may be recorded
incidentally or in formats specific to a trial

* Important to interpret raw data correctly



Processing and cleaning incoming data

Recelve data

Query with

trialists Process data

Perform Check against
Internal checks publication
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Publication checking

* Check our figures match those reported

* May reveal differences in baseline/endpoint definitions

* Does the published data have some information we do not?
* Can information from the publication be used to fill in gaps?



Liata warmings:

PID  Age at Last Followup Status

Logical checks R
* Many logical checks run automatically e e sttt i i

* Baseline characteristics balanced by arm?

Patient identifier Site of first distant recurrence Diate of first distant recurrence

B8 Omly viscersl (req. 7) A

* Events in the right order? w o ewemy
* Values within plausible (possible) ranges?

* Breast cancer deaths without recurrence? I =

Contralateral n Proportion
1 1388 2%
2 184 10%

FID' RandomDate MonCompDate
1053 1985-11-24  1885-11-21
1100 1995-12-21 18851115
1242 1905-02-15  1908-0304
1533 1985-05-23  1894-05-21

PID MonCompDate DistDate LastSeeDate DeathDate HeartDate
233 2004-08-15 A 200401-12  2004-01-12 NA
325 190856-03-15 2006-07-17 2004-08-12  2004-08-12 MA
887 MA 2000-04-23 2000-05-07  2008-0G-07 2008-08-15



Total accrual by arm

Recruitment checks

Randomised 1:1

200

100

Randomised 2:1

50+

40+

30+

total

201

101
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Date
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2010-07 2011-01
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Total accrual by arm

Recruitment checks

Totals look balanced - but:
« One arm opens early
» Discrepancies by age

Date

Younger

Older
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Strange data patterns

Age

35
36
37
38
39
40
41
42
43
44

No. of patients

35
25
18
59

12

54

39 is a very good age. | know many

women in London who of their own

choice have remained 39 for several
years.

Lady Bracknell in Oscar Wilde’s play
“The Importance of Being Earnest”



Checking follow-up

Pattern of follow-up identical between arms

1.00 -
o
7
3 0.751
S
c
© 0.501
c
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=
S 0.25-
o p-value=0.8242 (log-rank test)
o
0.00+
0 5 10 15
Time
Number at risk
543 511 396 0
=542 511 394 0
0 5 10 15
Time
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Proportion alive

Flagged data - deaths updated but not date last seen if alive
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Checking follow-up

Early dropouts in one arm

Follow Up Rate (%)

Strata

Follow-up
100 ,_!
I — -
75
50
25
Log-rank
p=0.29
D T T L
0 25 5 7.5
Years Since Randomisation
Number at risk
Chemoq 2547 2268 1775 611
Mo Chemo4 2536 2324 1824 604
0 25 5 75

Years Since Randomisation
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Internal discussion

* Meet to discuss any difficulties which arose
during processing

* Discuss completeness and whether we can
resolve any ambiguity internally

* Further revision prior to sending queries

* Consider how decisions made during
processing will affect analysis
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Querying with trialists

* Additional data or follow-up

* Clarification

* Get to the bottom of possible mistakes or discrepancies
* Prioritising important questions



