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|deation — Problem

* Independent programmers validate reports.

* Visual comparison is performed with original output.
* Some safety reports are 20+ pages long.

* Chances of oversight is high during manual comparison.
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|deation — Problem

* Independent programmers validate reports.
* Visual comparison is performed with original output.

* Some safety reports are 20+ pages long.
* Chances of oversight is high during manual comparison.

Multiply this problem with 10x because we have many studies.

PhUSE EU Connec t 2019



ldeation — Solution

What can be done???
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ldeation — Solution

Is it possible to convert RTF reports to SAS dataset?
The answer is YES!

We followed two-step process.
1. Read the RTF reports and convert them to SAS dataset
2. Compare that SAS dataset with independently generated dataset.
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ldeation — Solution

xxx = (Week 24 analysis=)

Table 14.1-2.8 (Page 1 of 43)
Relevant medical history/current medical conditions, by primary system organ class and preferred term by subgroup

Safety Set
Subgroup: Cvezall
HAKKXKHKKIK Placebo
Primary system oxgan class/ N=102 N=102
Preferred term n (%) n (¥)
Blood and lymphatic system disorders
Total 2 ( 2.0) 2 ( 2.9
Anaemia 1 ( 1.0 0
Antipho=pholipid syndrome 1( 1.0) 0
Iron deficiency anaemia 0 3 ( 2.9)
Leukopenia 0 1 ( 1.0
Cardiac disorxders
Total 3 ( 2.9) 1 ( 1.0
Acrioventricular block =econd degree 1 ( 1.0) 0
Extrasystoles i1i( 1.0) 0
Right ventricular dilatation i( 1.0) 0
Axrrhythmia 0 i ( 1.0
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How it works?

Segregating rows into columns.

\par {\f0\fs18  Anaemia 1 Anaemia
1.0) 0 }
\p1ar( {}f%;fﬂ 8 Mtg:hospholbid s)yndnome Antiphospholipid syndrome
\par {\f0\fs18 Iron deficiency anaemia Iron deficiency anaemia
0 3(29) } 2.9)
\par {\f0\fs18  Leukopenia 0 Leukopenia
1( 1.0 }
\par {\f0\fs18

)

\par {\f0\fs18 Cardiac dso;defs Cardiac disorders
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How it works?

Removal of controlled characters and making it human readable.

Anaemia Anaemia 16 1( 1.0) 0
1( 1.0 0
Antiphospholipid syndrome Miphosqhz:ﬁ{)ig) syndrome ) 17 1( 1.0) 0
Iron deficiency anaemia Iron deficiency anaemia 18 0 3(29)
0 3(29
Leukopenia Leukopenia 190 1(1.0
0 1(1.0) (10

Card% disorders Cardiac disorders 21
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Benefits

* Time efficient (human eye vs. machine)
e Additional layer of check
e Saves time in repetitive checking

* Can be reused in multiple studies

Challenges

* Initial time investment for writing up QC code
e Title & footnote can not be checked
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What is next?

Imagine if there is a SAS functions which can perform all
discussed steps and even perform comparison...
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Why FCMP?

* Functions are independent from the main program unlike macros.
* Macro variables can get mixed with global vs. local variables.

* PROC FCMP written in (essentially) in SAS syntax.

 Ease of use in SQL / DATA step etc.
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xoox - (Week 24 analysis)
Table 14.1-2.8 (Page 1 of 43)
Relevant medical history/current medical conditions, by primary system organ class and preferred term by subgroup
Safesy Zet

Subgroup: Overall

Flacebo
Primary system organ class/ N=102
Preferred term n (%)
Blood and lymphavic system disorders
Total 2 ( 2.0 2 ( 2.9
Anaemia 1( 1.0 [
Antiphospholipid syndrome 1 (¢ 1.0 0
Iron deficiency anaemia 0 3 ( 2.9
Leukopenia 0 1 ( 1.0
Cardiac dizorders
Total 3 2.8 1( 1.0
Atrioventricular block second degree 1( 1.0 1]
Extrasystoles 1( 1.0 0
Right ventricular dilatation 1( 1.0 0
Arrhythmia 0 1( 1.0
1, £amilial and genetic d d
Total 70 6.9) 3 ( 2.9
Dolichocolon 1( 1.0 0
Factor XII deficiency 1( 1.0 0
Gilbert's syndrome 1( 1.0 [
Larsen syndrome 1( 1.0 0
Syringomyelia 1( 1.0 0
Thalassasmia beta 1( 1.0 0
Thalassaemia minor 1( 1.0 0
Birth mark 0 2 ( 2.0
Factor II mutation 0 10 1.0

- The above will be summarized by 30C in alphabetic order and PT within each 30C by the descending order of frequency.
- Relevant medical history/current medical conditions will be coded using MedDRR VERSION <22.0>.

/eab/ oo/ woooooooooo/ c2x 2/pge/=af/t =h 01.2a2088/main/10 303EP18:12:32 Final

PAGE 1 OF 4. 9639 WORDS ENGLISH (UNITED STATES)
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Conclusion

* Automation helps in faster output review.
 Saves lot of time and efforts (mostly for safety reporting).
* Reduce the chances of oversight during visual review process
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Potential

* Automation helps in faster output review.
 Saves lot of time and efforts.

T SAL) THE CODE FOR AND DONT
YOUR COMPUTER GET ME

PROGRAM YESTERDAY. STARTED
ABOUT Let's put it in

production to

YOUR OVER- & see magic

USE OF
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Questions

“EVERYTHING' ISI A LITTLE AMBITIOUS.
WE BARELY UNDERSTAND ANYTHING.
) vem




Thanks

Neel Patel
neel.patel@yahoo.com

Deepak Kumar
deepak306@gmail.com

Anik Chatterjee
anik.chatterjee@novartis.com
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