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FDA JumpStart Service

Purpose

Assess and report on whether data is
fit for purpose

*  Quality

* Tool loading ability

* Analysis ability

Load data into tools for reviewer use
and run automated analyses that are
universal or common (e.g.,
demographics, simple AE)

Provide analyses to highlight areas
that may need a focus for review

Benefits

Understand data, analyses that can
be performed, and identify potential
information requests for the sponsor

Improves the efficiency of review by
setting up tools and performing
common analyses, which provides
time to focus on more complex
analyses

Points to a possible direction for
deeper analysis

JumpStart




«  Vision: Fill the Gap on
Analysis Standards

Data Tables,
Trial Collection Observed Analysis Figures
Design Systems Datasets Datasets and
Listings

Industry
Standards m CDASH SDTM ADaM No TEFL Stds
Alignment xist

=

CFAST (Therapeutic Areas)

Clinical
Data
Flow




@@7 Focus Areas

Three Focus Areas, Five Active Projects

Script Repository

(3 projects) Script Discovery and Acquisition (SDA,
Rebeka Revis, Michael Man)

Repository Content and Delivery (RCD,
Analyses and Display Gustav Bernard, Andrew Miskell)

White Papers Repository Governance and

(ADW, Mary Nilsson) Infrastructure (RGI, Mike Carniello,
Hanming Tu)

Communication
Promotion, Education
(CPE, Jared Slain and
Wendy Dobson)
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Scripts Used in JumpStart

« Background
— Received the first few prior to CSS 2015
— More scripts prior to CSS 2016
e Location
— Standard Scripts and Analyses GitHub Repository
— Tested/SAS folder

— http://www.phusewiki.org/wiki/index.php?
titte=User Guide for Standard Script Repository

« Technical Specifications
— SAS 9.2
— SDTM

— Documentation stored with code




Seven Scripts Received So Far

Adverse Event (AE) Severity
AE Toxicity

Demographics

Disposition

Exposure

Liver Labs

MedDRA at a Glance
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Script Header

i

PR
PR
PR
PR
PR
IR
IR
PR
PR
PR
PR
PR
PR
IR
Fas
IR
PR
PR
PR
PR
PR
PR
PR
PR
PR
PR
PR
PR
PR
PR
IR
PR
PR
PR
PR
PR
PR
IR
PR
Fas
PR

1w

EXTERNAL FILES USED:

PARAMETERS REQUIRED:

LOCAL ONLY:

YARIABLES REQUIRED:

YARIABLES USED:
WHEN AYAILABLE

ae_setup.sas -- Merges AE, DM, and EX !
ae_oncology_aggregate,.sas -- Does the analysis !
ae_oncology_output.sas -- Creates the output )
xml_output.sas -- XML formatting macros )
data_checks.sas -- Generic variable checks i
sl_gs_output.sas -- Script Launcher settings output™/
err_output.sas -- Error output when missing vars v
mdhier_x_y.sas7bdat -- MedDRA hierarchy ver. X.Y !
A

meddrapath -- location of MedDRA hierachy datasets “/
saspath -- location of the external SAS programs i
utilpath -- location of the external SAS programs */
i

study_lag -- window in days after last exposure i
where AEs should be kept in analysis */

i

toxgr_min -- minimum valid toxicity grade !
toxgr_max -- maximum valid toxicity grade !
toxgr_grp5_sw -- group toxgrade 5§ with 324 v
b

ver -- MedDR& version b
exp -- comparison treatment arm humber i
ctl -- comparison control arm number !
cmptrm -- MedDRA levels to compare !
cmpgr -- toxicity grades to compare v
cmpsort -- variable to sort formatted output by !
cc -- continuity correction wvalue !
i

studypath -- location of the drug study datasets i
outpath -- location of the output i
v

AE -- AEBODSYS !
AEDECOD i
UsuBJID A

DM -- ACTARM or ARM i
UsuBJID i

EX -- USUBJID i
i

AE -- AESTODTC !
BETOXGR !

OM -- RFSTDTC !

cocounTo

w
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Repository Structure | Tested/SAS Folder

» Folder for each endpoint category
— AE, DM, DS, EX, LB, MedRA
» Folder for specification documents received from FDA with scripts
 Templates
— Excel files to contain output
» Ultilities (ZZ_Ultilities)
— Used by multiple scripts
 Macros
— Specific to a script
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AE Severity

Adverse - A series of AE severity panels
Events (AE) are created

Program - AE_v1.sas

Output » Three files are produced

» An updated version is available
PhUSE « Ae v1upd.sas

* Review is ongoing




AE Severity | Data Tables

838 C £ | ChestPain

A I 8 ¢ T ©® T € T ¢ [ € T ®w T T T J 1

Adverse Events by Organ Class and Term
| NDABLA

 |Study: cOSC
Analysis run date: 2016-03-07 11:15:12 AM

~4|a[u‘¢‘u}n [.. n

Where subject count is the number of subjects in the treatment arm experiencing at least one adverse event per organ
8 class and term and greater than 2% of subjects in any arm experienced at least one adverse event
o
Placebo Xanomeline High Dose  Xanomeline Low Dose
1 Body System or Organ Class Dictionary-Derived Term N=8 N=84 N-84
Subject

Subject Subject

ount | " B Countd ‘H Comtl " H comf " H

Cardiac Disorders Myocardialnfarction | 4 a7 | 4 48 | 2 24 | 10 39 |
16 Cardiac Disorders [Ventricular Exrasystoles |0 00 | 4 42 | 2 24 | 3 12|
8 Congenta Famial o GenticDisorders \Ventricular SeptalDefect | o o0 | 2 24 | 1 12 | 3 12 |
Gastrointestinal Disorders Vomwng | 3 35 | 7 83 | 3 36 | 13 51 |
Gastrointestinal Disorders bdominalPain | 1 a2 | 1 2 | 3 36 | 5 20 |
General Disorders And Administration Site CondApplication StePrurtus | 6 70 | 22 262 | 22 262 | 50 197 |
20 General Disorders And Administration Site CondApplication SteDematits | 5 58 | 7 83 | o 07 | 21 83 |
:; General Disorders And Administration Site CondApplication Stevesicies | 1 12 | 6 71 | 4 48 | 11 43 |
30 General Disocrs And Adminton S Con doedemaPeripheral | 2 23 [ 2 24 [ 1 12 [ 5 20 |
132 Genra Disorders wnd Adminsaton st Gon droplication Stteuticaria | o o0 | 1 12 | 2 24 | 3 12 |
38 General isrges And st SieCon dpyeia | 2 23 | 1 12 [ o o0 | 3 12 |
3 General Disordrs And Admitn i o dApplication Site Perspiraion | o oo | 2 24 | o0 00 | 2 08 |
) |General Disorders And Administration Site CondlChestPan 1 o oo | 2 24 | 0 00 | 2 08|
40 fcions And isttons Nasophannois | 2 23 | 6 71 | 4 48 | 12 47 |
2 tctons na iestatons |urinany Tractinfecton | 2 23 | 1 12 | 0 00 | 3 12 |
zi Injury, Poisoning And P Complications |C |2 |2 24 a2 |4 16|

46 Injury, Poisoning And Procedural Complications |Fall 1 12 1 12 2 24 B 16

12
13
14
15
16
1

18
19
20
21
22
23
24

W4 b M| FrontPage | 1 AEs by Arm . 2 Serious AEs by Arm . 3 AES 4 Serious AES by Sew Data Check Su Grouping and Subsettng .~ £3 [«

Reasy ||
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AE Severity | AE Odds Ratio Analysis

]

E

[
AL -@ |
Al B C
NN
12
[ 3 Top 30 Odds Ratio Observations.
4
5
i NDABLA®
7 s
L Analyss run date.
=R
10 vs
1]

Odds Ratio & 95% Confidence Interval Analysis

|12,
13 ount % Count 9
(14 0 g o 0.0 0 0.0 0.0 (0.0, 0.0)
|15 0 o o 0.0 0 0.0 0.0 (0.0, 0.0)
16 0 o o 0.0 0 0.0 00 (0.0,00)
0 0 0 0.0 0 0.0 0.0 (0.0, 0.0)

0 0 0 0.0 0 00 00 (00, 00)

0 0 0 0.0 0 0.0 00 (0.0, 0.0)

0 of o 00 0 00 00 (0.0, 00)

0 o o 00 0 00 00 (00,00)

0 o o 00 0 0.0 00 (00,00)

0 of o 00 0 0.0 00 (0.0,00)

0 o o 00 0 00 00 (00,00)

0 o o 00 0 0.0 00 (00,00)

0 o o 00 0 00 00 (00,00)

0 o o 00 0 00 00 (0.0,00)

0 o o 0.0 0 0.0 00 (0.0,00)

0 o o 0.0 0 0.0 00 (00,00

0 o o 0.0 0 0.0 00 (0.0,00)

0 o o 0.0 0 00 00 (00,00)

0 o o 0.0 0 0.0 00 (0.0,0.0)

0 o o 0.0 0 0.0 00 (0.0,00)

0 of o 0.0 0 0.0 0.0 (0.0,0.0)

0 o o 0.0 0 0.0 00 (0.0,00)

0 o o 0.0 0 0.0 00 (00,00

0 o o 0.0 0 0.0 00 (0.0,0.0)

0 o o 0.0 0 00 00 (0.0,00)

0 0 0 0.0 0 0.0 00 (0.0,00)

0 0 0 0.0 0 0.0 00 (0.0, 0.0

0 o o 00 0 00 00 (0.0,00)

0 of o 00 0 00 00 (0.0, 00)

0 o o 0.0 0 0.0 00 (0.0,0.0)

Odds Ratio and 35% Confidence Interval Analysis

Diarhoea [o
Upper Respiratory Tract Infection >—
Pyrexsa

Unnary Tract Ingction

Exconation

Electrocardiogram T Wave Inversion
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AE Severity | Relative Risk Analysis

‘ AL NG
\:‘HBI c T o | E | F | 6 | H | 1 | J4 ®W L [ ™M [ N [ ©o | P [ @ | R | 8 |

Relative Risk & 95% Confidi Interval Analysi
Top 30 Relative Risk Observations

-

ST 3w Nanewn

Relative Risk and 95% Confidence Interval Analysis

12 Andety” -
13 E ictionary-Derived Term ount : - c"":':‘:. 9
“ 0 0 0 0.0 0 0.0 0.0 (0.0, 0.0) R
15 0 0 0 00 0 0.0 0.0 (0.0, 0.0) o
16 0 of o 00 0 0.0 0.0 (0.0,00) Anmipa® ¢
17 0 0 0 00 0 0.0 0.0 (0.0,0.0) Peblielony’
18 0 0 0 00 0 0.0 0.0 (0.0, 0.0) Decesssd ippete
19 0 0 ] 00 0 0.0 00 (0.0, 0.0) Musde soasms®
20 0 0 ] 00 0 0.0 0.0 (0.0, 0.0) Dizziness*
21 0 0 0 00 0 0.0 00 (0.0, 0.0) Agtation®
2 0 0 0 00 0 0.0 0.0 (0.0, 0.0) Disrmoea®
23 0 0 0 00 0 0.0 0.0 (0.0, 0.0) Hesmonhoide®
2 0 0 0 00 0 0.0 00 (0.0, 00) Vombing®
2 0 0 0 00 0 0.0 00 {00, 0.0) .
2% 0 0 0 00 0 00 00 {00, 00) fesdacne
27 0 0 0 00 0 00 00 (00,00

F2) 0 0 ] 00 0 00 00 (00,00

2 0 0 0 00 0 00 00 (00,00

30 0 0 0 00 0 0.0 0.0 (0.0, 0.0)

3| 0 0 0 00 0 0.0 0.0 (0.0, 0.0)

2| 0 0 0 00 0 0.0 0.0 (0.0, 0.0)

3| 0 0 0 00 0 00 00 (0.0,00)

34 0 [ 0 00 0 0.0 00 (0.0,00)

36 0 0 0 00 0 0.0 0.0 (0.0, 0.0)

36 0 0 0 00 0 0.0 0.0 (0.0, 0.0)

3| 0 0 0 0.0 0 0.0 0.0 (0.0, 0.0)

38 0 0 0 0.0 0 0.0 0.0 (0.0, 0.0)

39 0 0 0 00 0 0.0 00 (0.0, 0.0)

40 0 0 0 00 0 0.0 00 {0.0,0.0)

4 0 0 0 00 0 0.0 00 (0.0, 0.0)

42 0 0 0 00 0 0.0 00 (0.0, 0.0)

43 0 0 0 00 0 0.0 0.0 (00.00)

4 0 0s 1 15 2 25
45

46

47

48
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AE Toxicity

Adverse - A series is created of AE
Events (AE) toxicity panels

Program « AE_oncology v1.sas

Output » One file is produced

» An updated version is available
PhUSE - ae_oncology v1upd.sas
* Review is ongoing
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AE Toxicity | Toxicity Analysis

|
aj
2 Adverse Events Two-Term Analysis
3 by Body System or Organ Class and Dictionary-Derived Term; Sorted by Relative Risk
| MDABLA

| Swdy. Do
Analysis rn dafe 2016-03-08 85217 AM

-

|.-u¢|ul

Where subgect count 15 the number of subgects expenencang at least one adverse event at the staled tmocty grade using the maomum
mewm.mmmwmd&:.aﬂmdﬂmdlm
0

4 (1.28, 11.48) 0 10.00, 430) 020, 9.10) 3 048, 160.84) @45, 17383)

1§ BSood Amaling Phosphatase Increased 1 12 003, 8.29) 0 L1 000, 4.30) 12 -1.90, 3433 ar 012 70.95) r 012 7281) 100
17 Biood Crealine Phosphokinase ingeased i 12 .03, 631) o L1 0.00, 4.38) 12 1.0, 343) ar 012 T0.85) ir 012 T381) 100
18 Hiood Unne Present 1 12 f0.03, 631) 0 oo 10,00, 4.30) 12 190, 343) 20 012, 70.95) i @12 7381) 100
19 Crstostopy 1 12 003 839) o L1 000, 430) 12 190, 343) r .12, 7095) EL 012 T281) 100
2 Blecrocardogram T Wave Amplitude Decreat 1 12 .03, 631) 0 o0 .00, 430) 12 190, 343) 2% 012, 70.85) 3 012 7381) 100
21 HeartRatsinoeased 1 12 0.03, £31) 0 oo {0.00, 430) 12 <110, 343) 29 012, 70.85) ir 012, T381) 100
22 HeariRaie imegular 1 12 0.03, 631) [] oo {0.00, 4.30) 12 190, 343) 20 .12, 70.85) ar 012 7381 100
21 Elecocarsogram T Wave inversion 2 23 028 815 1 12 0.02, 6.45) 1 (-281, 508) 20 018, 2114) 20 @10, 11757) 100
24 Beopsy 0 0 000, 4.20) 1 12 002, 6.45) 42 351, 113 or 0.0, 7.89) or 001, 8.01) 049
25| Eiopsy Prosiale [} 0o (0.00, 4.20) 1 12 .03, 6.45) 12 51, 113 oy (a0, 758) [k e, 8.01) 043
25 Biood Cholesterol Increased 0 oo 10.00, 4.20) 1 12 0,03, 6.45) 12 (351, 113) o o1, 788) o 001, 801) 049
27 Blood Glutose incteased 0 0o 0.00, 4.20) 1 12 002, 6.45) A2 351, 113 or 0o, 789 or o0, 801 049
F ] Deaeased 0 00 {0.00. 420) 1 12 (0.03. 6.46) 12 3) o3 {0.01. 7.88) 03 @001, 801) 049
F ]

30| Earinfechon 2 23 .28 815 [] (1] (.00, 4.30) 23 286, 551) ar 024, 100.26) 50 (024, 10571) [L7]
31 Bronchs 1 12 0.03, 631) 0 oo 10,00, 4.30) 12 190, 343) 20 .12, 70.85) ar 012 7387) 100
32 Cerviclis 1 12 003 631) [] o 000 4.30) 12 110, 343) i 012 7055 r 012 T381) 10
33 Gastoenteriis Viral 1 12 .03, 631) 0 oo 10.00. 430) 12 110, 343) 27 0.12. 70.85) 3 012 7381) 100
3| Localised infecion 1 12 003, £31) [] oo {0.00, 4.30) 12 <110, 343) 20 012, T0.85) ar 012, T381) 100
35 Vaginal ycosis 1 12 0.03, 631) [] oo {0.00, 4.30) 12 190, 343) 29 .12, 70.95) i @12 7381 100
36 Upper Respiratory Tract infection [ 70 (280, 1457) 3 1 0.74, 10.08) 34 (-328. 10.09) 20 050, 7.56) 20 041, 1289) 050
37| Usnary Trad infeciion 2 23 028, 8.15) 1 12 003, 6.45) 11 {281, 5.08) 20 .18, 21.44) 20 0.0, 117.97) 100
38 Cysas 1 12 @03 631) 1 12 (0.03, £.45) a0 327, 321) 10 (006, 15.36) 10 {01, 77.56) 100
38 infuenza 1 12 .03, 631) 1 12 {0.03, 5.45) 00 327, 321) 10 0.06, 15.38) 10 001, 77.58) 100
40 Hordedlum 0 oo 000, 4.20) 1 12 002 648) 12 351 113 o 0o, 788) or 0o 801) 043
41 Lower Respaatory Tract infecion 0 oo 10,00, 4.20) 1 12 0.03, 6.48) 12 351,113 o 001, 7588) [k @01, 801) 048
42| Runas 0 oo {0.00, 4.20) 1 12 0.03, £.45) 42 (251, 1.13) o3 .01, 788) [ & 0.0, B01) 049
a 2 231 028 815 § 71 287, 14%0) 48 (-11.18, 155) 03 (007, 157) 03 {03 181) 017
LKLY 1 Grade 2PT Tox. Grade V1 3T Tox Gade V2 . 4 Two-Term ¥l | 5 Two-Term V2 . Data Check 4 u

|
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Demographics

« Summarize study data based
Demographics on the demographics of study

participants
Program « demographics_v1.sas
Output « One file is produced

PhUSE - Review continues
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Demographics \ Demographics Analysis

[
| M |
A 8 [ c I (] I E I 3 | G [ H I ! I J

1

2 Demographic Baseline Characteristics by Disposition Term: Age Groups
L
4|
5 NDABLA:

6 Study
T Anaiysis run date:
8

| The Count column shows the count of subjects in each demographic group per arm whose last disposition event is the disposition term shown

9 Sea the front page for further information. The % column shows the proportion of the demographic group in each arm that the count represents
10

1

=

12|

a3

15 Adverse Event Age between 1 year and 35 years 0 0.0 0 0.0 0 0.0
16 Age between 35 and 65 1 05 1 10 2 07
17, Age 65 and over 1 09 2 a7 k] 18
18 Completed Age between 1 year and 35 years 0 00 2 66.7 2 66.7
18| Age between 35 and 65 176 946 91 89.2 267 92.7
20 Age 65 and over 112 96.6 50 926 162 85.3
27 Death Age between 1 year and 35 years 0 0.0 0 0.0 ] 0.0
22 Age between 35 and 65 2 11 3 29 5 1.7
23 Age 65 and over 1 09 0 0.0 1 0.6
24 Informed Consent Obtained Age between 1 year and 35 years 0 00 3 100.0 3 100.0
25 Age between 35 and 65 186 100.0 102 100.0 268 100.0
26 Age 65 and over 116 100.0 54 100.0 170 100.0
27 Lost To Follow-Up Age between 1 year and 35 years 0 00 1 333 1 333
28 Age between 35 and 65 0 0.0 1 10 1 0.3
29 Age 65 and over 0 0.0 0 0.0 0 0.0
30 Physician Decision Age between 1 year and 35 years 0 00 0 00 a 00
| Age between 35 and 65 1 0s 0 0.0 1 0.3
2 Age 65 and over 2 1.7 0 0.0 2 1.2
=] Protocol Violation Age between 1 year and 35 years 0 00 0 00 a 00
2l Age between 35 and 65 6 32 3 29 9 31
35 Age 65 and over 4 34 0 0.0 4 24
36 Randomized Age between 1 year and 35 years 0 00 3 100.0 ] 100.0
ar| Age between 35 and 65 186 100.0 102 100.0 288 100.0
| 65 and over 116 100.0 54 100.0 170 100.0
39 Sponsor Decision Age between 1 year and 35 years 0 0.0 0 0.0 0 0.0
40 Age between 35 and 65 0 0.0 0 00 0 0.0
4 Age 66 and over 1 09 0 0.0 1 0.6
42 Withdrawal By Subject Age between 1 year and 35 years 0 0.0 0 0.0 0 0.0
43 Age between 35 and 65 8 43 7 69 15 52
44 Age 65 and over 4 34 3 56 7 41
45

=

47

4

:’i » M| Front Page . 1 Overview . 2 Age Groups | 3 Age Grouj Disp 4 Age Stats 5 Sex . 6 Sex 7 Race B Race "9 Ethnl " 10 Ethni 1 cdld
Resty | 1|
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Disposition

_  Charts the time to disposition
Disposition event for all subjects and for
exposed subjects

Program - disposition_v2.sas
Output « One file is produced

PhUSE - Review continues




Time to Disposition Event by Arm for All Subjects

Analysis run date: 2016-03-04 31757 AM
Subset where dscat = DISPOSITION EVENT and dsscat = 'END OF TREATMENT

Analysis nn date- 2006-03-04 17-57 AM
‘Subset where dscat = THSPOSITION EVENT and dsscat = 'END OF TREATMENT™

EEEEmEER

Time to Disposition Event by Arm for All Subjects

Cumulative Chart for Disposiion Event = Completed

Cumuistive Chart for Disposiion Event = Death

Faliisuaanyg
% of Cumulative Evants

‘Cumulative Chart for Dispesiion Event = AdverseEvent

% of Cumulative Events

datagRannig

Hlwialsle2leles (s R R[50 ol B wa Rl T2 RRBNB MR BN EERE 3 72 3[R
il

5 =
Study Days

SN A 1 Bvenis -0

=@

FEHdanEaneg
Y of Cumulative Events

]

EETERREEEE
% of Cumulative Events




Exposure
» Performs an analysis of the
Exposure exposure events for subjects in
the study
Program - exposure_v1.sas
Output » One file is produced

PhUSE - Review continues




Exposure |

Dosing Distribution

Distribution of Doses by Arm

—— Placebo (M axDoses = 30) — — Statin Am 1 MaxDoses= 30) Statn Am 2 MaxDoses = 30) -~ om— ——

Percent of Subjects

100%
90%
80%
70%
60%
50%
40%
30%
20%
10%
0%
00%

Doses calculated by multiplying treatment days and

dose
Percent of maximum dose caiculaled based on the
greatest number of doses observed in each arm
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Exposure | Planned to Actual Dosing

: * Subjects with more than one treatment will be

ount counted more than once
| 14 Placebo 52 Placebo
15 Statin 10 mg 2
16 Statin Arm 1 EB Statin 10 mg 53
17  Statin Arm 2 54 Statin 20 mg |§4
18
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Liver Labs

* Creates a series of liver lab

Liver Labs analysis panels

Program - liver_v2.sas

Output « A summary is produced

PhUSE - Review continues
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Liver Labs | Possible Hy’s Law Cases

"Possible Hy's Law Cases

NDA/BLA:
Study:
Analysis run date:

Combinations for Possible Hy's Law Cases: At the Same Visit

Liver Lab Test
At Same Visit

Event Count

ALT or AST 2 3 ULN, TB 2 1.5 ULN & ALP normal 0 0

ALT or AST 2 3 ULN, TB 2 2 ULN & ALP normal 0 0 0.00

ALT or AST 2 5 ULN. TB 2 3 ULN & ALP normal 0 0 0.00
Tor AST 2 3 ULN, TB 2 1.5 ULN & ALP > normal 0 0 0.00
Tor AST 23 ULN, TB 2 2 ULN & ALP > normal 0 0 0.00
Tor AST 25 ULN, TB 2 3 ULN & ALP > normal 0 0 0.00

ALT or AST 2 3 ULN, TB 2 1.5 ULN & ALP missing 0 0 0.00

ALT or AST 2 3 ULN, TB 2 2 ULN & ALP missing 0 0 0.00

ALT or AST 2 5 ULN. TB 2 3 ULN & ALP missing 0 0 0.00

Notes: Al scores are post-baseine. Cases that have the lab combinations occurring at the same vist

Combinations for Possible Hy's Law Cases: At Any Time During the Study

Liver Lab Test
Any Time During Study

0.00

ALT or AST 2 3 ULN, TB 2 1.5 ULN & ALP normal 0

ALT or AST 2 3 ULN, TB 2 2 ULN & ALP normal 0 0.00
ALT or AST 2 5 ULN, TB 2 3 ULN & ALP normal 0 0.00
ALT or AST 2 3 ULN, TB 2 1.5 ULN & ALP > normal 0 0.00
ALT or AST 2 3 ULN, TB 2 2 ULN & ALP > normal 0 0.00
ALT or AST 2 5 ULN. TB 2 3 ULN & ALP > normal 0 0.00
ALT or AST 2 3 ULN, TB 2 1.5 ULN & ALP missing 0 0.00
ALT or AST 2 3 ULN, TB 2 2 ULN & ALP missing 0 0.00
ALT or AST 2 5 ULN, TB 2 3 ULN & ALP missing 0 0.00

Notes: Al scores are post-baseine. Subjects that have the lab combinations occurring at any point during the study.



MedDRA at a Glance

» Creates a series of AE panels
At a Glance by MedDRA level
 Ae_meddra_w_flag_generation
Program e
Output » One file is produced

Does not perform as expected
* “MedDRA at a Glance Error Summary.xIs”
was created but not accurate
* “MedDRA at a Glance Analysis Panel.xIs” not
M e d D rA created
» Expects input files not detailed in
requirements
» Work continues to create a functioning
version
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MedDRA at a Glance | Max vs BL

Al - fe
B c D E F [] H | J [3 L M N 0 P Q R 8 T u v w X Y 3 AA AB

’r](_

Maximum Post-Baseline Lab Tests vs Baseline Lab Tests e

1

2

3

4

5 |NDABLA
B | Study

1 | Anatysis run date: 2018-03-03 11:57:37 &AM
]

]

. atin Arm 1
0 ALT Baseline | =1 N

" ALT < 2% b2 3: | 5x 4 [ < 20% ULN / B & ALT < 10% ULN LT « o % ALT < Ex ULN  Bs £ ALT < 105 ULN 1)

ALT Maximum L
12
13 ALT < 2x ULN [] [] [] 0 [] 0 0 [] 0 ] 0
14 2w ALT = S ULN L] .00 0 o.on 0 0.00 L} 0.00 a 0.00 o 0.00 0 0.00 o 0.00 [t} 0.00 o 0.00 ] 0.00 0 000 0 o.on
15 S ALT < 10w ULN ] 0.00 [} 0.00 0 0.00 0 0.00 Q 0.00 o 0,00 0 0,00 0 0.00 0 0.00 ] 0.00 ] 0,00 ] 0.00 0 0.00
16 10x & ALT < 20x ULN [} 0.00 [] 0.00 [} 0.00 1] 0.00 1] 0.00 (1] 0.00 1] 0.00 1] 0.00 1] 0.00 1] 0.00 ] 0.00 [} 0.00 [} 0.00
7 [ALT = 20x ULN [ 0.00 [ 0.00 [] 0,00 [] 0.0 [1] 0.00 (1] 0,00 o 0.00 o 000 o 0.00 1] 0.00 [} 0.00 ] 0.00 ] 0.00
18
1%

allure Statin Arm 1

20
i

AST Maximum

2

n 0 0 0 0 1] 0 0 1] ] ] 0

Ll 2% £ AST < Gx ULN L] 0.00 0 0.00 ] 0.00 ] 0.00 ] 0.00 ] 0.00 0 0.00 ] 000 ] 0.00 o 0.00 1] 0.00 ] 0.00 ] 0.00
25 G £ AST < 10x ULN L] 0.00 o 0.00 ] 0.00 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 0 0.00 1] 0.00 L] 0.00 0 000
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How to Participate

« Sign up for the PhUSE working group mailings
— From phusewiki.org, click “Join a Working Group Now”
— Standard Scripts Groups
» CSS-WG-Standard-Scripts (Entire Working Group)

» CSS-WG-Standard-Scripts-WhitePapers (White Paper
Project Team)

» CSS-WG-Standard-Scripts-Platform (Script Repository)

* CSS-WG-SS-WhitePaperReviewers (Notified when a white
paper is ready for review)

« See wiki pages for each of the projects (www.phusewiki.org)




