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Agenda

Background & Goals
Functions development with R implementation
Application 1: rtf to rtf comparison (regardless language system)

Application 2: populations counts from all tables in deliverables

Application 3: counts (at timepoints) among related tables

Conclusions



Backgrounds & Goals

« Background

v" Looking for comparison tool to compare R rtf outputs against SAS rtf outputs

v" Lacking a method to track and monitor the overall quality of deliverable: values checking

e Goals

v Utilizing R/Python packages to extract high level contents of rtf regardless language system

v Functions customized to tackle various outputs with any layout

v Functions defined to convert column headers into column names from different table layouts

v Functions developed to extract population counts or counts at timepoints among related outputs

v Functions extendable for specific checks with user input



Functions development with R/Python implementation

R/Python: customized extract contents into
striprtf function 1 dataframe with

column header kept

Main function

R: compare_df

html or xlsx
report in friendly
format

customized
function 2

=
=]
o
=
@
o
E
(=]
L)
=
)
[=]
=
k=]
L)

customized one report: all population
function 3 counts in a deliverable

Application 2

one report: all counts at
time points among
related tables outputs

customized
function 4

Application 3

more customized
checks among
TFL outputs




Application 1: rtf to rtf comparison

« Case 1: single file comparison between SAS generated outputs
« Case 2: single file comparison between SAS output and R output

« Case 3. folder to folder comparison



Production Side (SAS) vs QC (SAS)

TSFLABO1: Number of Subjects with Post-Baseline Markedly Abnormal Hematology Laboratory

Values; Safety Analysis Set

TSFLABO1: Number of Subjects with Post-Baseline Markedly Abnormal Hematology Laboratory

Values; Safety Analysis Set

Placebo Active Placebo Active

Analysis Set: Safety 28 56 Analysis Set: Safety 28 56
Total number of subjects with marked abnormality 7 (25%) Befleied i) i h ey P el ligm——— 9 (32.1%) 8(14.3%)
Hematocrit (decreased) Hematocrit (decreased)

N 27 55 N 27 55

Subjects with any abnormal value 0 0 Subjects with any abnormal value 0 0

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0
Hematocrit (elevated) Hematocrit (elevated)

N 27 55 N 27 55

Subjects with any abnormal value 0 0 Subjects with any abnormal value 0 0

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0
Hemoglobin (decreased) Hemoglobin (decreased)

N 27 55 N 27 55

Subjects with any abnormal value 0 0 Subjects with any abnormal value 0 0

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0
Hemoglobin (elevated) Hemoglobin (elevated)

N 27 27 55

Subjects with any abnormal value 2(74%)  e———e S st 0t ie 0 A i e— 3(11.1%) 5(9.1%)

Subjects with > 1 abnormal value 0 0 0
Leukocytes (decreased) Leukocytes (decreased)

N 27 N 27 55

Subjects with any abnormal value 5(18.5%)  c—Ee L ———— 6(22.2%) 2(3.6%)

Subjects with > 1 abnormal value 2 (7.4%) Subjects with > 1 abnormal value 2(7.4%) 0
Leukocytes (elevated) Leukocytes (elevated)

N 27 55 N 27 55

Subjects with any abnormal value 0 0 Subjects with any abnormal value 0 0

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0
Platelets (decreased) Platelets (decreased)

N 27 55 N 27 55

Subjects with any abnormal value 0 1(1.8%) Subjects with any abnormal value 0 1(1.8%)

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0
Platelets (elevated) Platelets (elevated)

N 27 55 N 27 55

Subjects with any abnormal value 0 0 Subjects with any abnormal value 0 0

Subjects with > 1 abnormal value 0 0 Subjects with > 1 abnormal value 0 0

Note: N under each parameter refers to the count of non-missing post-baseline measurements within the parameter.

Note: N und&ach parameter refers to the count of non-missing post-baseline measurements within the parameter.

TSFLABO1.SAS

QC_TSFLABO1.SAS




Case 1: single file comparison between SAS generated outputs

Application 1:

. - library(compareDF), library(striprtf)
rtfto rtf comparison

- Function: extract_table rmna

6 comparison_tsflab01as.html X +

cC O @ File | C:/Users/wxu52/OneDrive%20-%20JNJ/Documents/PHUSE2023/PPT_Tested_2/sample_rtfs/comparison_tsflabO1as.html

rowname chng_type 1_ 2_ 3_

+ 2 (7.4%)
- 3 (11.1%)
+ 7 (25%)
- 9 (32.1%)
+ 5 (18.5%)
- 6 (22.2%)
+ TSFLABO1.SAS

- QC_TSFLAB@1.SAS




Application 1:
rtfto rtf comparison

CcC 0O ® File

Case 1: single file comparison between SAS generated outputs

- Beyond Compare 4

C:/Users/wxu52/AppData/Local/Temp/20/BC47352.tmp/Report.html

Text Compare
Produced: 20-Feb-23 10:37:34 AM

Mode: Differences
Left file: C:\Users\wxu52\OneDrive - JNJ\Desktop\Temp\tsflab01.rtf
Right file: C:\Users\wxu52\OneDrive - JNJ\Desktop\Temp\qc_tsflab01.rtf

TSFLAB@1: Number of Subjects with Post-Baseline Markedly Abnormal
Hematology Laboratory Values; Safety Analysis SetPlacebo Active Analysis
Set: Safety2856Total number of subjects with marked abnormality?7 (25%)8
(14.3%)Hematocrit (decreased)N2755Subjects with any abnormal value@@Subjects
with > 1 abnormal value@@Hematocrit (elevated)N2755Subjects with any
abnormal value@@Subjects with > 1 abnormal value@@Hemoglobin
(decreased)N2755Subjects with any abnormal value@@Subjects with > 1 abnormal
value@@Hemoglobin (elevated)N2755Subjects with any abnormal value2 (7.4%)5
(9.1%)Subjects with > 1 abnormal value@@lLeukocytes (decreased)N2755Subjects
with any abnormal value5 (18.5%)2 (3.6%)Subjects with > 1 abnormal value2
(7.4%)6Leukocytes (elevated)N2755Subjects with any abnormal value@@Subjects
with > 1 abnormal value@@Platelets (decreased)N2755Subjects with any
abnormal value®l (1.8%)Subjects with > 1 abnormal value@@Platelets
(elevated)N2755Subjects with any abnormal value@@Subjects with > 1 abnormal
value@®

Note: N under each parameter refers to the count of non-missing post-
baseline measurements within the parameter.TSFLAB@1.SAS

<>

TSFLABO1: Number of Subjects with Post-Baseline Markedly Abnormal
Hematology Laboratory Values; Safety Analysis SetPlacebo Active Analysis Set:
Safety2856Total number of subjects with marked abnormality9 (32.1%)8
(14.3%)Hematocrit (decreased)N2755Subjects with any abnormal value@@Subjects
with > 1 abnormal value@@Hematocrit (elevated)N2755Subjects with any abnormal
value@BSubjects with > 1 abnormal value@®@Hemoglobin (decreased)N2755Subjects
with any abnormal value@@Subjects with > 1 abnormal value@@Hemoglobin
(elevated)N2755Subjects with any abnormal value3 (11.1%)5 (9.1%)Subjects with
> 1 abnormal value@@lLeukocytes (decreased)N2755Subjects with any abnormal
valueb (22.2%)2 (3.6%)Subjects with > 1 abnormal value2 (7.4%)@Leukocytes
(elevated)N2755Subjects with any abnormal value@@Subjects with > 1 abnormal
value@@Platelets (decreased)N2755Subjects with any abnormal value®l
(1.8%)Subjects with > 1 abnormal value@@Platelets (elevated)N2755Subjects
with any abnormal value@@Subjects with > 1 abnormal value@®

Note: N under each parameter refers to the count of non-missing post-baseline
measurements within the parameter.QC TSFLAB@1.SAS




Production Side (R) vs QC (SAS)

sas_tefqmgl0: Quantitative Myasthenia Gravis (QMG) Total Score: Means and Mean Ch:
Phase; Seropositive Efficacy (OL) Analysis Set

Visit Values Base
Mean
a N  Mean _ SD SE | Med | Min Max (SD)
| Analysis set: Seropositive
R_TEFQMG10: Quantitative Myasthenia Gravis (QMG) Total Score: Means and Mean Chan » Efficacy (OL) Analysis 34
Phase; Seropositive Efficacy (OL) Analysis Set | Placebo/Active 17
Visit Valu Base | Active/Active 17
SE | Me Mean (SD) | Active (OL) 0
Analysis set: i ]
Seropositive(OL) Krlalysis Placebo/Active
Placebo/Active Baseline 17 1512 5760 1397 1500 50 @ 250
Active /Active OL Week 4 14.83
Active (OL) 12 858 4833 1395 7.00 30 | 170 (6.143)
OL Week 8 13.72
Placebo/Active [ 9 8.00 5268 | 1.756 | 8.00 0.0 18.0 (5.274)
Baseline 17 1512 5760 | 1397 | 1500 | 50 | 250 OL Week 12 12.42
OL Week 4 12 858 4833 1395 700 @ 3.0 | 170 @ 14.83(6.143) 6 933 5750 2348 700 | 40 | 180 (6.020)
OL Week 8 9 800 @ 5268 1756 @ 800 | 0.0 | 180  13.72(5.274) OL Week 16 10.83
OL Week 12 6 933 5750 2348 7.00 4.0 180  12.42(6.020) 3 833 5508 3180 800 | 3.0 . 140 (4010
OL Week 16 3 833 5508 | 3180  8.00 3.0 | 14.0 | 10.83 (4.010) ~ OL Week 20 15.00
OL Week 20 1 16.00 - - 1600 160 16.0 15.00 (-) == B e o e S——— 40 B 3.2 B 1 s 0
OL Week 24 2 1050 | 3536 2500 | 1050 8.0  13.0  12.75(3.182) 12.75
OL Week 36 1 13.00 - - 13.00 13.0 | 13.0 15.00 () o A 10.50  3.536 | 2,500 | 10.50 | 8.0 13.0 (.’15.51 3(2))
Active/Active 13.00 - T U T —t—) (-)
Baseline 17 1529 4851 | 1177 1500 8.0 | 280 _ _
OL Week 4 13 1015 3363 0933 900 40 | 160  16.19(4.994) Active/Active
OL Week 8 8 963 4173 1475 @ 9.00 = 50 | 18.0  15.56(6.225) Baseline 17 1529 4851 1177 1500 @ 80 = 280
OL Week 12 3700 | 4359 2517 | 900 | 20 | 100  12.83(4.805) OL Week 4 16.19
OL Week 16 2400 | 4243 | 3.000 | 4.00 1.0 | 7.0 | 10.25(2.475) 13 1015 3363 | 0933 | 9.00 @ 40 160 (4.994)
OL Week 24 1 000 - - 000 00 00 8.50 (-) OL Week 8 15.56
OL Early Termination 1 15.00 - - 1500 150 | 150 1200 (). 963 4173 | 1475 @ 9.00 | 50 | 180 (?22?;)
Key: OL = open label .. — 7.00 @ 4359 @ 2517 | 9.00 2.0 10.0  (4.805)
Note: Negative change in score indicates improvement. OL Week 1 10.25
Note: Baseline for randomized participants is always the double-blind phase baseline. Baseline for participants ’ w00 | 4243 | 3.00 = 1.0 7.0 | (2475)
hase Day 1 visit. OL Week 24 T — -N 8.50
1 000 - ™. 000 00 00 " ()
OL Early Termination ' 12.00
1 15.00 - - 1500 150 | TSUWR ()




Case 2: single file comparison between SAS output and R output

Application 1:

. - library(compareDF), library(striprtf)
rtfto rtf comparison

- Function: extract_table rmna

C 10 O File | C/Users/wxu52/OneDrive%20-%20JNJ/Documents/PHUSE2023/PPT_Tested_3/sample_rtfs/comparison_tefqmg10as.html

rowname chng_type 1 2_N 3_Mean 4_SD 5_SE 6_Med 7_Min 8_Max 9_Mean (SD)

- Analysis set: Seropositive(OL) Analysis

- Analysis set: Seropositive Efficacy (OL) Analysis

+ 15.00 ( -)
- 15.00 (-)
+ 15.00 ( -)
- 15.00 (-)
. 8.50 ( -)
§ 8.50 (-)

+ 12.00 ( -)
- 12.00 (-)

10



Application 1:
rtf to rtf comparison

> ThisPC > Documents > PHUSE2023 > PPT > folder2folder >

Fas
Name

tefcp02.rtf
tefcpO2a.rtf
tefcp02b.rtf
tefcp03.rtf
tefcpO4.rtf

Status

©
©
©
©
©

Date modified

16-May-18 3:59 PM
16-May-18 3:59 PM
16-May-18 3:59 PM
16-May-18 3:59 PM
16-May-18 4:00 PM

Type

Rich Text Format
Rich Text Format
Rich Text Format
Rich Text Format
Rich Text Format

> This PC » Documents » PHUSE2023 » PPT » folder2folder »

Fay
Name

tefcp02.rtf
tefcp02aurtf
tefcp02b.rtf
tefcp03.rtf
tefcp04.rtf

Status

©OOOO

Date modified

06-Jun-18 9:11 AM
06-Jun-18 9:11 AM
06-Jun-18 9:12 AM
06-Jun-18 9:12 AM
06-Jun-18 9:12 AM

Type

Rich Text Format
Rich Text Format
Rich Text Format
Rich Text Format
Rich Text Format

Size

Size

57 KB
53 KB
57 KB
34 KB
22 KB

57 KB
53 KB
57 KB
34 KB
22 KB

- library(compareDF)

- Function: extract_table _rmna

Case 3: folder to folder comparison

» This PC » Documents » PHUSE2023 » PPT » folder2folder

Fay
Name

base

comp

Status

Date modified

18-Feb-23 10:32 AM
18-Feb-23 10:32 AM

Type

File folder
File folder

Size

_G comparison_tefcp02.html
comparison_tefcp02.xlsx
G comparison_tefcp02a.html
comparison_tefcp02a.xsx
G comparison_tefcp02b.html
comparison_tefcp02b.xlsx
@ comparison_tefcp03.html
comparison_tefcp03.xlsx
G comparison_tefcp04.html
comparison_tefcp04.xlsx

18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM
18-Feb-23 10:32 AM

Chrome HTML Document
Microsoft Excel Worksheet
Chrome HTML Document
Microsoft Excel Worksheet
Chrome HTML Document
Microsoft Excel Worksheet
Chrome HTML Document
Microsoft Excel Worksheet
Chrome HTML Document
Microsoft Excel Worksheet

96 KB
13 KB
85 KB
12 KB
93 KB
12 KB
52 KB
10 KB
32 KB
9 KB

13- TEMP.csv

QO OOOBOOOOOOOIG®

18-Feb-23 10:30 AM

Microsoft Excel Comma S...

11

1KB




Application 2: population counts from all tables

« Showcase 1: Early Phase Study (28 tables)
« Showcase 2: Phase 3 Study (159 tables)



Application 2:

population countsfrom all tables

28

Showcase 1: Early Phase Study (28 tables)

- library(striprtf)

- Function: extract_pop

28

28

28

28

1 2_Placebo 3_Active

1 Analysis Set: Safety
2 Analysis Set: Safety
2 Analysis Set: Safety
2 Analysis Set: Safety

1
1 Analysis Set: Safety

1
1 Analysis Set: Safety

1
1 Analysis Set: Safety
1 Analysis Set: Safety

1
1 Analysis Set: Safety
1 All Randomized Subjectg

27

1

1 Analysis Set: All Randomized Subjects

2 _Placebo 3_Active

27

1

1 Analysis Set: All Randomized Subjects

2 _Placebo 3_Active

27

56
56
56
56
4 SD 5 Med
4 SD 5 Med
4 SD 5 Med
56
4 SD 5 Med
4 Total
56 83
4 Total
56 83
4 Total
56 83

tabid
tsfexpol.rtf
tabid
tsflab@l.rtf
tabid
tsflabe2.rtf
tabid
tsflab@3.rtf
12 Med 13 _Min 14 Max tabid
tsflabe4.rtf
12 Med 13 _Min 14 Max tabid
tsflabe5.rtf
12 Med 13 _Min 14 Max tabid
tsflabe6.rtf
tabid
tsfvitel.rtf
12 Med 13_Min 14 Max tabid
tsfvite2.rtf
tabid
tsidem@l.rtf
tabid
tsidsel.rtf
tabid
tsidse2.rtf




Application 2:

population counts from all tables

1 Analysis set: Full 62

1 Analysis set: Full 62

60 122

60 122

Showcase 2: Phase 3 Study (159 tables)
- library(striprtf)

- Function: extract_pop

tabid
tsidem@3. rtf

tabid
tsideme4d.rtf

1 Analysis set: Full 62

60 122

tabid
tsidem@5a.rtf

1_ 2_Placebo
1 Analysis set: Primary Efficacy Analysis 35

tabid
tsidemesb.rtf

1_ 2_Placebo
1 Analysis set: Full 62

tabid
tsidevela.rtf

1_ 2_Placebo
1 Analysis set: Primary Efficacy Analysis 35

tabid
tsidevelb.rtf

1 2 Placebo
1 Analysis set: Full 62

tabid
tsideve2.rtf

1 2 Placebo/
1 Analysis set: Enrolled 66

\nActive 3 Active/ \nActive 4 Active (OL)
61 17

tabid
tsidse2.rtf

1_ 2_Placebo
1 Analysis set: All Randomized 66

3_Active\n15 mg/kg q2w
61

tabid
tsidse3.rtf

1_ 2_Placebo/
1 Analysis set: Full (OL) 29

\nActive 3_Active/ \nActive 4 _Active (OL) 5_All Active
25 17 71

tabid
tsidsead.rtf

1_ 2_Placebo/
1 Analysis set: safety 62

Active 3_Active/ Active 4_Active (OL) 5_All Active
6@ 17 139

tabid
tsidses.rtf

1 2 Placebo

1 Analysis set: Safety (DB) 62

3 Active\n15 mg/kg q2w
60

tabid
tsiex@la.rtf

1_ 2_Placebo
1 Analysis set: Primary Efficacy Analysis 35

3_Active\n15 mg/kg q2w
34

tabid
tsiexelb.rtf

1_ 2_Placebo/
1 Analysis set: All Active 29

1_ 2_Placebo/
1 Analysis set: All Active 29

\nActive 3_Active/ \nActive 4_Active (OL) 5_All Active
60 17 106

\nActive 3_Active/ \nActive 4 _Active (OL) 5_All Active
6@ 17 106

tabid
tsiexelc.rtf

tabid

tsiexe2.rtf




Application 3: counts (at timepoints) among related tables

« Lab and corresponding shift tables

« Counts at timepoints among ECG tables



Application 3: counts (at timepoints)
among related tables

1

Avg duration of follow-up (weeksj

Active

Placebo
15 mg/kg q2w

Alanine Aminotransferase

(Enzyme U/L)

Active

Alkaline Phosphatase

Active

Aspartate Aminotransferase

Active

Placebo
Total

15 mg/kg q2w
Total

(Enzyme U/L)

Placebo
Total

15 mg/kg q2w
Total

(Enzyme U/L)

Placebo
Total

15 mg/kg q2w
Total

Bilirubin (umol/L)

Active

Placebo
Total

15 mg/kg q2w
Total

2 N 3 _Total

16.96
16.83

56

58

55

58

56

57

56

58

56

58

55

58

56

57

56

4 Low 5 Normal

4] 52
(<] 55
6 48
3 50
(<] 55
e 54
1 54
e 52

6_High

Lab and corresponding shift tables
- library(striprtf)

- Function: extract_removepop

Tabid

tsflabchemezd.

rtf

sTlabchnem .r

tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3zd.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3d.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3d.
tsflabchemezd.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3zd.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3d.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3d.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3zd.
tsflabchemezd.
tsflabcheme3d.
tsflabcheme3d.
tsflabcheme3zd.
tsflabchemezd.

rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf
rtf




Counts at timepointsamong ECG tables

Application 3: counts (at timepoints)
amOng rEIated tables - Function: extract_removepop

- library(striprtf)

1 2 Placebo/ \nActive 3_Active/ \nActive 4_Active (OL) 5_All Active tabid
3 QTcB Interval, Aggregate (msec) tsfecg@2z.rtf
4 Baseline tsfecge2z.rtf
5 N 29 59 17 185 tsfecge2z.rtf
1@ DB Week 12 tsfecge2z.rtf
11 N 27 32 5} 59 tsfecge2z.rtf
16 DB Week 24 tsfecge2z.rtf
17 N 28 24 2} 52 tsfecge2z.rtf
22 OL Day 1 tsfecge2z.rtf
23 N 1 2 e 3 tsfecge2z.rtf
28 OL Week 12 tsfecge2z.rtf
29 N 11 4 16 31 tsfecge2z.rtf
34 OL Week 48 tsfecg@2z.rtf
35 N 2] @ 2 2 tsfecg@2z.rtf
4@ DB Early Termination tsfecgez.rtf
41 N 2} 1 2} 1 tsfecgez.rtf
46 OL Early Termination tsfecge2z.rtf
a7 N 1 [} 2} 1 tsfecge2z.rtf
52 OL End of Treatment tsfecgezz.rtf
53 N 1 1 2] 2 tsfecgezz.rtf
58 Follow-up tsfecge2z.rtf
59 N 1 1 2] 2 tsfecge2z.rtf
64 tsfecge2z.rtf
65 QTcF Interval, Aggregate (msec) tsfecge2z.rtf
66 Baseline tsfecge2z.rtf
67 N 29 59 17 185 tsfecge2z.rtf
72 DB Week 12 tsfecge2z.rtf
73 N 27 32 2} 59 tsfecge2z.rtf
78 DB Week 24 tsfecge2z.rtf
79 N 28 24 e 52 tsfecge2z.rtf
34 OL Day 1 tsfecge2z.rtf
85 N 1 2 <] 3 tsfecge2z.rtf
9@ OL Week 12 tsfecge2z.rtf
91 N 11 4 16 31 tsfecg@2z.rtf
96 OL Week 48 tsfecg@2z.rtf
97 N 2} 2} 2 2 tsfecgez.rtf
182 DB Early Termination tsfecge2z.rtf
183 N 2] 1 2} 1 tsfecge2z.rtf
188 OL Early Termination tsfecgezz.rtf
189 N 1 [} 2] 1 tsfecgezz.rtf
114 OL End of Treatment tsfecge2z.rtf
115 N 1 1 2} 2 tsfecge2z.rtf
120 Follow-up tsfecge2z.rtf
121 N 1 1 2] 2 tsfecge2z.rtf
127 tsfecge2z.rtf




Conclusions

R/Python packages + R user-defined functions
» provide oversight of deliverable’s quality

» Improve efficiency of TFL validation process
» can be extended to other areas



The opinions in this
presentation are my own and
do not necessarily reflect the
views and policies of J&J

janssen ). | oo 1o
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