Common Mistakes by Programmers & Remedies

Venkata Sairam Veeramalla, Technical Manager, GCE Solutions Pvt. Ltd, India

1. Column labels should be displayed correctly like INCLUSION should be 8. Count and Percentages are not matching for Sex 14. Last dose date Is |ater than study termination date

“Inclusion”, DIt should be “DLT" and YES/NO values should be “Yes/No"

Study XYZ Study BAC1023 OPEN LABEI
FEN
12 (Page 1 of 1 lable 14.01.2.1 (Page 1 of 1)
xicities (DL Ts) evaluatio Summary of demographics Listing 76.03-1.7 (Fage 7 of 1]
Set Included Set >aTety et
Schedule: 1/ Dose Level: 50 mg/m* TID
Placebo Trt A Trts Total Study
) Patient (N=18) (N=17) (N=16) (N=51) Last dose termination
(sl;.(_;)(g;‘::xl INCLUSION Date of First Deanalienr | Bealicited | DR o | Subject/ date date Death date
Race) ‘Date Dose (day) Dose (day) | (YES/NO) | Evaluable | (Yes/No) | ( —— : : (Age/Sex) Histology (Study day) (Study day) (Study day)
0004-052-/ 17DEC2010 (-3) 20DEC2010 (1) 26MAY2011 (168) Yes No l Remaining report 1s not displayed 00039/ Extranodal T14JAN2016/
30001 (68/F) Marginal Zone (1746)
(62/F) B-Cell
0004-052-/ 28DEC2010 (-6) O03JAN2011 (1) 14JUL2011 (193) Yes No Lymphoma of
30002 _ Malt Type
:;i)l;:-)()‘-;’-.f 07JAN2011 (-3) 10JAN2011 (1) 14JUL2011 (186) Yes No - o i o A 00201/ Follicular 10DEC2015/ 02NOV2015/
30003 Male n (%) 9(50.0%) 7(41.2%) 10(625%) 26 (91.0%) (49/M) Lymphoma (2350) (2291)
(56/F) p = v OoO1115/ Follicular 19MAR2015/ 30MAR2015/
Female n (%) 10(55.5%) 10(58.8%) 6(37.5%) 26 ( 51.0%) (53/F) Lymphoma (1240) (1241)
OoO1118/ Follicular 1Z2NOV2015/ 23INOV2015/
(41/F) Lymphoma (1443) (1451)
. c . c c c . . _ 01147/ Follicular 20SEP2015/ 1ENOV2015/
2. No Footnote for given subscript [1] and Closing Parenthesis is going Sex values for Placebo 9+10=19 but total no. of patients (N=18), and even percentages also wrong. (46/F) Lymphoma (1332) (1383)
01160/ Follicular 23JUL2015/ 16AVUG2015/
dOWﬂ (56/F) Lymphoma (1216) (1240)
01161/ Marginal Zone 110CT2015/
: . T (75/M) B Cell (1282)
lable 14.01.05.2 ;|I.'.l]l' "'11,‘ 3 )
Summary of concomitant treatments during the study |1 N N . . . . Lyt'nphorna
Safety Set 9. Patients with at least 1 AE is more than No. of patients in treatment
Pharmacological Class/
Pharmacological Sub-Class/ AL BL DCL MXBAW/L B.AL XLEML Total 2 :
Therapeutic Class/ (N=18) (N=17) (N=16) (N=15) (N=18) (N=16)  (N=100) |mp e eme |eS
Preferred Name n (%) n (%) n (%) n (%) n (%) n (%) n (%) Table 14.03.05.2.3 (Page 1 of 1)
Ireatment-emergent adverse events (TEAEs) by system organ class and preferred term - Phase |
Any 16 (889% ) 15(882% ) 16 (1000% ) 14(93.3% ) 18 (100.0% ) (16 (100.0% (95 (95.0% ) Safety Set
) Disease category: AL (N~ 18)
Blood Substitutes and Perfusion 6(333%) 11(64.7%) 10(625%) 8(533%) 13(722%) 10(62.5% ) 58 (58.0%) g
Solutions Aff el::' :::,cbs
+Blood and Related Products 6(333%) 11(64.7%) 9(563%) 8(533%) 13(722%) 8(500%) 55(55.0%) # of Non- Related Noz- # of Related
-Other Blood Products 6(333%) 11(647%) 9(563%) 8(533%) 12(667%) 8(500%) 54(54.0%) System Organ Class # Subjects  # of Subjects serious serious Non.serious . . . .
4(222%) 9(529%) 7(438%) 3(200%) 7(38I%) 7(438%) 37(37.0%) Aftacted At Risk Before submitting for validation need to double check all the
Red Blood Cells 2(11.1%) 5(294%) 4(250%) 5(333%) 2(11.1%) 2(125%) 20(20.0%) o N ‘ o o . ey o Dre
Platelets. Concentrated 2(11.1%) 1(59%) 0( 00%) 2(133%) 2(11.1%) 0( 00%) 7(7.0%) TN S, B . SN ;
Red Blood Cells, Leucocyte O( 00%) 1(59%) 1(63%) O( 0.0%) 4(222%) 0( 00%) 6(60%) - IabEIS are dISplayed CorreCtly Or nOt
Depleted Blood and lymphatic system disorders 13 18 177 13 164
Platelets. Human Blood 0( 00%) 1(59%) 0( 00%) O( 00%) 4(222%) 0( 00%) 5(50%) ;’r“'°""’°cy‘°°""'3 13 :g ‘fjf ‘42 ‘1’;
Anaemia € g
Neutropenia 4 18 30 3 29

n: Number of subjects with at least one disease in a given level
%: (n/N)*100 (N: Number of subjects by cohort)

Adverse events that started or worsened from the date of the first dose of study drug up to 30 days after the date | Always use the fl na I VerS I On Of Stu dy doc uments
: last dose of study drug and all possibly related or related AEs are considered Treatment Emergent (TEAE).
3_ These tWO COIUmnS were removed N Updated /Current SAP Subjects with multiple events for a given preferred term or system organ class are counted once only under each referred term or
system organ class, respectively. If a subject had multiple events for a given preferred term or system organ class, all events will

be counted for the number of events system organ class, respectively. Adverse events are coded by MedDRA Version 18.0.

l'«“\ ) 10. Grouping not done for 2 variables Check for SUbSCTIN? and COFTBS.DOFI-dIng |nf0rmat|0n, extra
s spaces before submitting for validation

Proscribod/

e el g ——— —_— s < hoae e g —— Listing 3 Prior and Concomitant Medications
race/ Time of Accoss Removed Weight Prossure Prossure Rate
othnicity Dialysis Used {mL) Timing (ko) (mmHg) {(mmHg) {(por min) -
FOOU/STAWERYN 16JUN2016TG 41 AV Fistula 4500 Final 101 124 67 82 Prior
FOORMSAMIVN  OSJUL2016T1200 | AV Fistul 4500 :l:‘:: :::: :’4: *: '»; Patient Med or WHO Preferred Start Dave/ Total Daily 1 1 1 :
MO / =N < >T12 OC F Fistula - 4 ¢ o “ = S = =
" o8 e ID/Site (1) Conmed Ters Drig Name  Swp Dave Dose  Route Reason for Use @) Need to confirm the display of decimal places for derived
FOMRAFMN OBJUL2016T11 15 | AV Fistula 3500 Final 119 130 70 02
Inibal 122 132 78 77 = m e 2 e
SOPPUERENIRIPA Fpa——— .. i 4 variables with stat if not mentioned in SAP or study docs.
Inival 147.8 189 o1 71 100171101 Con AMOXICILLIN AMOXICILLINE 27FEB2007/ 3 Other Oral Adverse experience:
- I5OF B 2016712 09 > N 23 3 5 A AAR o v
FOV7/5Q/F /BUN 12JUL2016T12 09 | Catheter 4000 'Fr::';.):l :'\m‘ :i ::j "3‘»;' ;-‘4. 0EMARZ 007 DENTAL EXTRACTION
FO1SBAF/W/N  13JUL2016T620 | AV Fistula 2000 Final 90 9 107 5a 76 100171101 Con IBUPROEEN IBUPROFEN 27FEB2007/ €00 mg Oral Adverse experience:
Inibal 925 122 as 85 08MAR2007 DENTAL EXTRACTION
Note: A = Asian; B = Black or African American: F = female; H = Hispanic or Latino; | = American Indian / Alaska Native; 100171101 Con PARACETAMOL DAFALGAN 13MAR2007/ $00 mg Oral Adverse experience: FLU
M = male; N = not Hispanic or Latino; P = Native Hawalian or Qther Pacific Islander; W =~ White l*mzo 07 LIKE SYICR‘C!‘I

eperaiSA SRS, DisbSmen SEMAANTAS 19082007/ $00 mg  Oral Adverse experience: Review the report to check any column values are truncating

ONGOING BREAST PAIN
. . . PARACETAMOL 27FEB2007/ S00 mg Oral Adverse experience:
4. The order of visit variable is not correct 08MARZ 007 DENTAL EXTRACTION
100171101 Con POVIDONE-IODINE ISOBETADINE 2TFEBZ2007/ 15 ce/nlL Oral Adverse experience:

Listing 11 Clinical Chemiscsxy: By Visit Comparisons Pazt I : BLtC'AL OE}Q‘oRZO"J? :E;IEL D:mCTIOl:
N Y TVRTT 1001/1101 Con TRAMRDOL CONTRAMAL 10APR2007/ 10 drops Oral Adverse experience:

i IR s IO 7SO 7 SR 7 SO SR V. 9 FAPRCHLORIDE oneome SREAST BN Give a glance to see the percentages are matching correctly

1001711012 F/7€3 1101123801 SCREERNING 22JANI00T N 1392 X (2 43 38 X (2 2.32
DAYS ~14 TO 0O) +10: 47 . »
crciE 3 oAy 31 | 2emaNzoor 39.00 e w e ow oy s 11. Derivation of ITT or PP flags wrong
+10:29
- s 2 00 - 'S | s (

J
i)

CYCLE 1 DAY 18 1521::‘:.;-:-'.- 38 .00 123 X (2 6% X (1) €1 X (1 2.27 o
+ 10 7] o
CYCLE 1 DAY # :.s;x'tx:.:»:-:-'r 37.00 L (2 1380 X (2 3e 36 X (2 2.20 o Page 1 of 1 ChECk for Are We USIng CorreCt macro Varlables to Create
CYCLE 2 DAY 2 1::1::::::-:" 39.00 132 X (2 20 29 2.28 s‘:t:.j‘:;;‘;:i:‘:w: percentages"
CYCLE 2 DAY 1% | OSMAR2007 39.00 116 ¥ (2 ND ND 2.27 e S
09: 328
M g E- g vE 20 g ME %0 =g laced Tecal

Bmber of Swbjects Screened

Use defensive coding to avoid loosing the data.

®

= = = 2
Bumber of Subjects Randomise

b. Date of Extraction (19JUN2014) was after Run time (02JAN2014) ‘“:‘ ‘ _. ‘ ‘ sl i - s b
which is not right e s ) cT C c c

o o e o e
Busber of Subjects in FP Set

it Sageiton Raishe BETSE Check the study documents and raise issue with DM.

Treatzent phase

Qegoing s % 1 1.1 a8 1.8
Discontinued 2 a4 (88,0 <64 (588 . . . . . .
i 12. Median & Max variables were inter changed and may be missing age was included
PTimazy Teasca for discomtinuation from study treatment .
e S - . o g b under <=65 or > 65 group as we have 19 patients but N=18 only
FIegraAnsy s % 0 0
Frogressive disease a2 % 166 (36.3 165 134.6
Lack of efficacy s % i 0.4 1 0.2
Recovery a
Withdrew consent L ‘ ‘ -
Bea-compliance vith svedy @reg 2 (8 ’ ‘ Study 001 OPEN LABEL .
8 Simple Mantra
Transition %0 commercially available treatment a4 0.3 Table 14.01.1-3 (Page 1 of 1)
Prosocol violaticn s (b - .
Ocer 2 (% 1 2.6 1 2.3 Summary of demographics
Safety Set
R TP TP ABC BCL XCL BCLAMILL LCL CL&LT Total
ada JATANSI0N S0 SIS popuaaticn; or SASeLY pPopuLAtion. (N=18) (N=17) (N=16) (N=15) (N=18) (N=16) (N=100)
Safetv\t diso . SAS N
Data scuroe: ADSL Sata extzaction date: 15AMI04 Ran sime: 0QANQ0L4 /12:40 Age (years) Total 18 17 1% 15 18 16 100
Mean £ SD 59.7+142 6184134 709166 6684838 60.7+94 682+88 6452112

Median 83.0 85.0 83.0 8.0 78.0 80.0 855

6. Truncation of Treatment variable with treatment info Min:Max 3261 363 59 69 52,69 4761 68 32,66 “Self Validation" and “ContinUOUS Learning"

<=65 years n (%) 14(722%) 9(52.9%) 3(18.8%) 5(33.3%) 12 (66.7%) 6(37.5%) 48 (48.0%) .
>6:;>',‘ears n (%) 5(27.8%) 8(4719:’:) 13(301 3%) 10 (66.7%) 6 (33.3%) 10(62.5%) 52(5;0%) are the best methOdS to aVO'd 50 tO 60% Of

EISAI Study E7389-G000-308 Database incosplete and queries outstanding Page
Listing € Adverse Events Part II

mistakes

Patient Systex Preferred Onset Start Date/ Study Drug Treatxent
ID/Site Organ Class Term Cycle Stop Date SAE Action Taken Given 13 A I I th 18 t b d t . I I t fA
100171101 BLOOD AND *NEUTROPENIA 1 OSFEB2007/ No Dose Delayed No Varlable
LYMPHATIC 15FEB2007
SYSTEM DISORDERS
BLOCD AND *LEUKOPENIA 1 OSFEB2007/ No No Action No
LYMPHATIC 12FEB2007 Taken/Dose Not
SYSTEM DISORDERS Changed I\ s s s
st TORSEEER Y Ummer Tuken/dose Nor | e [ry to work towards “First Time Right
LYMPHATTYIC 12 20609 * w /D ) o
LYMPHATIC 12FEBZ007 Taken/Dose Not Listing 12.2.4.1 Dexographic characteristics (all subjects) y
SYSTEM DISORDERS Changed
NERWUS SYSTEM *PARAESTHESIA 3 124AR2007/ No Yo Action No Centre ECode Treatment Age at Sex We igh Heigh B Race Ethnic "
nY ~n ATIT2A0T - - /T " - * = o 3 - 3 - =13
DISORDERS 30JULZ2007 Iaken/Dose Not randomization (xg) (=) (kg/m*) Croup
Charqod (Yeaxs)
GENERAL *INFLUENZA LIKE 3 13MARZ007/ No No Action Ye
v s - - v . AV A .
pos e b TO DeEn P - - 582 E0102001 Lower dose AZD1 €56 €8 Male 75 158 30.0 Wnhic Hi Aic © Laztino
DISORDERS AND ILLNESS 1SMAR2007 Taken/Dose Not 5 SIS [ s ki
AIMINISTRATION Changed 583 E0103002 Higher dose AZD16S5E 48 Female €e 185 28.3 ¥hite Hispanic or Latino
SITE CONDITIONS ’ - . =
GENERAL SFATIGUE 4 10APR2007/ No No Action No s$84 E0104001 GClipizide 51 Ferale 96 1786 3.3 White Hispanic or Latino
DISORDERS AND 30JUL2007 Taken/Dose Not E0104002 Glipizide 5€ Ferale €0 157 24.3 White Hispanic or Latino
2 3 - v
ADMINISTRATION Changed £0104004 Higher dose AZD1656€ €3 Male 90 169 31.8 Wnite Hispanic or Latino
SITE CONDITIONS
EO0104008 Fixed dose AZD1E€5€ 40 g €1 Ferale S92 157 37.3 Wnhite Hispanic or Latino
E0104013 Placebo e Hispanic or Latino
%

586 EQ10€001 Clipizide Hispanic or Laztino

Hispanic or Latino

7. Based on the title, only => 5% PTs should display in the table E010€002  Lewer dose AZDLESE

EQC106005 Fixed dose AZD1656 40 mg

Hispanic or Latino

Age values are very different
587 EO0107002 Higher dose AZD1E€5E€ ? ‘ro- o&“ val-a Hispanic or Latino

E0107004 AZD1656 cpen: ladbel dose Hispanic or Latino

ProTeocol: IMIO01752

Table S.6.28 E0107008 Clipizide e Hispanic or Latino
Adverse Events Reported (PT =>5%) During the) Treatment Period E0107009 Glipizide $8 Female 36 187 34.9 ¥hite Hispanic or Latino
All Treated Subjects
EQ0107010 Higher dose AZD1ESE &2 Ferale 101 1€0 39.6 White Hispanic or Laztino
System Organ Class (SOC) (%) reatment A
Preferred Texr= (PT) (%) =104
.................................................................................................................................... Ecode Enrolmant code
Lower dose AZDL1ES6 = 10 - 140 mg: Higher dose AZD1E6S6 = 20 -~ 200 =g.
Total Subjects with AE
= = v o S:\SASData\AZ\ 049 188\ Development\programs\Listings\ILDEMOG. sas (Qakleyg\SAS NT V8 .02) 28JUNZ011:14:48

Infections and Infestations
Urinary Tract Infection
Bronchitis

Bursitis Infective

Eerpes Zoster

Influenza

Nascpharyngitis
Respiratory Tract Infection

Vaginal Infection
Vilvovaginal Mycotic Infection

Gastrointestinal Disorders
Nausea

Abdominal Pain Upper
Baematochezia

Paraesthesia Oral

Nervous System Disorders

4 (3.
Headache 2 (1.9)
Burning Sensation 1(1.0)
Dizziness 1¢(1.0)
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