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Objective

In the hustle and bustle of things, we send out deliverables
to our clients to review, then realize there’s a glaring typo
or entire sections missing. So the key question here is —

Why, What and How,

to ensure quality in project deliverables? There are actually

many ways to do this, and in this session, we want to share

with you some tips we’ve picked up, learnt and practised
over the years.
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Agenda

= Aspects of Getting It Right First Time
= |ntensity of Validation @ Different Levels

= Review of the Data Standardization Outputs y «\z
= Review of the Statistical outputs §, AGENDA 2
\—

= Conclusion
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Aspects of Getting It Right First Time

Credibility

Diversified Opportunities
within the Company

Mastering SME
Flexible Benefits

Quality
Cost Effective

Leading Indicator of
Company’s Loya

Time Managemen
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Resource utilization
Creating your own signature
=  Retaining the existing client

Business growth
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Intensity of Validation @ Different Levels

...Traditional Way of doing..

\ ﬂalidation @ Validator End \

 Verification Checks

*  Output Validation by secondary
coding

& Compliance Checks /

 EAGLEEYE,

Review @ SME End
Quality Checks
Traceability

Cross Validation across Outputs

SJ
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ﬁ@m Review of Data Standardization

Study Data Validation

To ensure that the submitted data are both
Compliant and Intended use

= Structure Checks

= Compliance Checks
= (Quality Checks
= Study Data Traceability
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Dataset Domain Label

Name Conformance M

DM Pass N¢
DS Pass N¢
EX Fail N¢
Qs Pass N¢
SC Pass N¢
SUPPCM |Pass N¢
SUPPEX |Pass N¢
TA Pass N¢
TE Pass N¢
Tl Pass N¢
TS Pass N¢
v Pass N¢
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Rule ID | Message Description Category Type |[Example/Explanation|
n comments are
ated to a domain, then
value of Related rs for CO when
omain Abbreviation ng split domains
RDOMAIN) variable .g. QSMM, QSCG.
eferenced st reference the referenced
main not [Domain Code of the omain (RDOMAIN =
SD0072 und domain. IConsistency |Error S) does not exist
rs for SUPP—
n using split
dentifies Supplemental omains e.g. QSMM,
ualifiers domain SCG. The
eferenced nce to a key nced domain
main not jvariable that isn't defined RDOMAIN = QS)
SD0074 und n the target domain IConsistency |Error oes not exist
DO0035
start date (CMSTDTC)
and a complete end

ate (CMENDTC).

ﬁ;@m Review of Data Standardization

GoruptimecEiGloksks TOprsC® G Y/ Hieldeda conforms
to the standards

b Variable Having
Non-Std Length

ARM

ARMCD
None
None
QSTEST
QSTESTCD
SCTEST
None
None
ARMCD
None
IETEST
None

ARM
ARMCD




ﬁ;@m Review of Data Standardization

Quality Checks

* CLASS ldentification - Deciding between SUPPLEMENTAL
QUALIFIERS, FINDINGS and FINDINGS ABOUT

* Custom Domain Assumptions
* Ongoing Vs Legacy Studies
* Not using Standard SUPPQUAL QNAMS

* Adding Duplicate Data
* Numeric and Character Codes
* CDISC Controlled Terminology
* Dates and Times

e Relating Records (RELREC)
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ﬁ@m Review of Data Standardization

Study Data Traceability - SDTM Dataset vs aCRF

VS=Vital Signs
Assessment Date:
/ /
VITAL SIGNS
_|versr } {VSPOS |
| R | _
Height Sitting Blood Pressure VSORRES / VSORRESU when
COem VSTESTCD = SYSBP. DIABP
. in LI T s LT ] mmug
VSORRES / VSORRESU when Systolic Diastolic
VSTESTCD = HEIGHT
Weight = Radial Pulse Rate
kgs
LI T 1.0 amws LT T Jopm
VSORRES / VSORRESU when VSORRES / VSORRESU when
VSTESTCD = WEIGHT VSTESTCD = PULSE
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ﬁ;@m Review of Statistical Outputs
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e Review of Statistical Outputs

Cross Validation: Figure Vs Table

EYE DISORDERS
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MiLD MODERATE SEVERE
I DRUG A I PLACEBO I
Bar Chart Display of TEAE by SOC by Intensity
Incidence of Treastment—Emergent Adverse em Organ Class and Maximum Reported Severity
DRUG A Placebo Overall
(N=134) (N=152) (N=286)
MedDRA System Organ Class Severity n (%) n (%) n (%)
EYE DISORDERS MILD 7 (5.2) 17 (11.2) z4 (8.4)
MODERATE s (3.7) ) (3.9} 11 (3.8)
SEVERE 0 1 (0.7} 1 (0.3)
GASTROINTESTIMAL DISORDERS MILD z9 (Z1.6) 3z (Z1.1) &1 (Z1.3)
MODERATE 14 (10.4) 1le {10.5) 30 {10.5)
SEVERE z (1.5} z (1.3} 4 (1.4}
GENERAL DISORDERS AND ADMINISTRATION SITE MILD 17 (1z.7) zZe (17.1) 43 {15.0)
CONDITIONS
MODERATE 1z (2.0} 14 (2.2) ze (2.1)
SEVERE 0 z (1.3) z (0.7)
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e Review of Statistical Outputs

Cross Validation: Table Vs Tables

XXX XXX Inc Page 1 of 1
ProTocol XXXX Xxx Multicenter

se Event (TEAE) Summary

Patients with at least cone: n (%)

TEAE 121 133 256 (89.5)
Treatment Related TEAE €7 104 171 (55.8)
Sericus IEAZ (IESAZ) 28 (21.6 23 (15.1) 52 (18.2)
Treatment-Related IEZSAE 7 (5.2 S (5.9) 16 (5.6

r
v

1
-
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r
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Sericus TEAZE Causing Study Drug

"
ow

Incidence of Treatment-Emergent, Treatment-Related Adve ts by MedDRA System Organ Class and Preferred Term
Safety Population

Drug A

At 240

MedDRA System Organ Class
S0 fpme Cope T ed indened T

s

| CARDIAC DISORDERS 04 - 1.3) 3 ( )
18 s 1 0.7) 1 (0.3)

3 4 ail . P 1 im A

- V.7) - (90.39)

0 1 ( )

SAR AND LADVRED - 1 1 (0.3)

1 1 (0.3
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e Review of Statistical Outputs

Cross Validation: Table Vs Listing

Adverse Event

uble-Blind Treatment: PLACEBO

System Organ Class/

Treatmant * 51

Prefarred Termm/ Seve- Rela-
i Given SO

Patiant Verbatin Term rity tiom Sexious Date
0SMAY2009

*SYCEIATRIC DISORDERS 3 5

3 1 Regquires/Prolongs 0 VANCOMYCIN 1 16FEB2008 0SMARZ00S

B’.F.r. ICATION 1 08NOV2008 10ROVZOO0S

1055-5003 INFECTIONS >
WOOND INFECTICN S YLOCOCCAL/ Hospitalization
WOOND T

3 2 Regquires/Prol
Hospitalizati
1080-5003 3 2 Reguires/Prolongs ABDOMIN WITH 1 080CT2008

ONTRAST

Felation to Felated 2 « Possibly Related 5 « Probably Related

Sevarity: 1 3 =« Savers
Changed 1 « Adjusted/ Interrupted 2 « Drug Withdrave 3 « Dose Reduced 5 « Unknown
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e Review of Statistical Outputs

Cross Validation: Listing Vs CRF

L4 P - “ar AAH
Listing 16.2.7.1
Rdverse Events

Double-E2lind Treatment: PLACEED

1 System Oxgan Class/

' Preferred Term/ Rela- Seve- Action Treatmsnt Ouc- Starc End Tura-
Verbatim Term rity Taken Given come Date Date tion Serious
' o1003- 200 NERVOUS SYSTEM DISORDERS/ 1 1 0 GENERAL 1 08JUL2008 17JUL2009 10 Reguires/Prolongs
5003 EPILEPSY/ ENRESTEESIA Eospitalization
EOSPITALIZATION FCR SURGERY
DUE TO INTRACTAELE EPILEPSY
+Relation to Study Drug: 1 = Not Related 2 = Possibly Related 5 = Probably Relatad
= 1 3 2 3 = Severe
o = Not Changsd 1 = Rdjusted/ Interrupted I = Drug Withdrawn 2 = Dose Reduced 5 = Unknown

AN OPEN-LABEL EXTENSION STUDY OF GIVEN AS ADIUNCTIVE COMPOUND i
THERAPY IN PATIENTS WITH REFRACTORY PARTIAL SFIZURES
PROTOCOL » §
SN ———— SUBJECT 1D NUMBER _ 2
funt_meian et AD RSE EXPERIENCES 2
Cy73) [ 1 1| [ [ | | . AE_ANY 1(1) [NYF] |
| | STOP_DD1 A(2) 1
“ 2 STOP_DD2 A(3
—[RECDISC| Did the subject have any adverse events during the study? : C.]“!uo 2 ] YES, Specify Below JdsTorovy A((‘)’ STOP_ DT (DATE. Dorived)
b S ADVERSE AE A7O) STRT_DD1 A(2)
. EVENT: STRT_DD2 A(3) [STRT_OT (DATE, Denved) D ]:] [—_2_, e J LI T I T ]
STRT_YY A4) < ] ==
Severity Study Drug Action - Outcome Serious Criteria |SERIOUS I(1)
(Cnack any ane bow) Sudy Orup e Vreatment Given (Chack ondy one bo) Doo ""“‘['jc"""""‘lNVFl
il D M 3 D Mot Hatated °o D Mo AN Taken/ Dose Not Charged s D Unk e 1 [:] No 1 D Revorved é Mo 2 Yos. T
2 E] Moderste |2 D FOsstey Retated 3 C] Adposted/Inter rmipted - D Not Applcable 2] ves. specify: 2 ] not mescives D gy :g:LDIT"'E‘
3 [ severe s ) svovavy netates | 2 ] ores wienarewn AE_TRT I(1) 3 [ mesorved wan sequetse Ufe Threatening prrmete N
e [ Requires/prolongs Hospializ| AESHOS
3 [(J cose Rescas  [ACTION 1(1) INYF) o raam AESDISAB
A;EE_:EE% K1) ;EE{EELLF;(') ACTF) .0 - [ persist. or Signif. Dusabilny/tnd AESCONG
l 1 N o [, , (] Congenttat Anomaty AESOTH
(100) . OUTCOME I(1) [[] other impertant Medical Event.
AEOLUEED [RESGTHC A(100) |_
- ALL: A(1), [NYCF]
Comments IAE_CM‘! A(200) E_CM2 A(200) } Y = CHECKED
N = NOT CHECKED
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ﬁ;@m Review of Statistical Outputs

SPOT CHECKS - How to Validate “n” under different scenario

Overall
(H=288)
n(Y)

Coapleted the study (1)

Disomtimed from the study

Kedicaion non-coapliance (study drug or ADs)

Pretocol violation

Pequest of the investigator or sporser
Patiers vithdrev consert

Diary non-compliance

Miverse experience

(xher

Died during the stady (2)
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0

285(100.0)

§ (L7
1103
121 142.3)
€ (147
1003
3 {12.2)
8l {28.3)

0

No of subjects randomized
=randomization file provided by the
statistician

Completed subjects + Discontinued
=Randomized

No of subjects discontinued =sum (no
of subjects under different reasons)

Number of subjects who have
discontinued due to AE= “Any Adverse
Event leading to Study

Discontinuation”(AE Table)

Treatment group “N” should not be
more than subjects randomized

Footnote should be relevant




ﬁ;@m Review of Statistical Outputs

SPOT CHECKS - How to Validate “n” under different scenario

Table 14.1.3
Demographic and Base.

ne Characteristics

Safety Population
DHIG & Placeho . [ i
ot i — Check the min, max
Age (years)  n 134 152 286 Category with the
Mean (5D} 37.3 (13.95) 37.6 (14.85) 37.5 (14.41) \ \ \
Hedian 36.0 3.0 36.5 Inclusion Criteria
Hin, Max 12, M 13, 7% 12, M
- ( ies)=
Age qroup [12 years, <18 years) 6 (4.5%) 18 (11.8%) 24 (B8.4%) Sum SUb Categorles N
[18 years, <65 years) 123 (91.8) 129 (34.3%) 252 (88.1%)
265 years 5 3.m 5 (3.3%) 10 (3.8) ™ Check the Categones
Sex Male N (5304 % (47.4%) 143 (50.04) agalnst the CRF
Penale 6 (47.0) B0 (52.6%) 143 (50.04)
- .
Race Black 7 (5.24) 13 (8.68) 2 (7.08) Check if the
Thite 115 (85.84] 120 (79,64 236 (82.54) measurements are in
Hispenic 0 (7.5 (7.7 2 (7.3 .
Native Auerican 0 2 (L3 z 0. same unit
AsianfPacific Islander Z  (1.5%) z  (1.3%) 4 (l.4%)
Other 0 3 (2.0 3 (L)
=  SD should not be
Weight (kg n 133 150 283 negatlve
Hean {5D) 79.12 {20.506) 78.60 (23.260) 78.84 (21.972)
Nedian 77.00 75.50 76.40
Mtin, Max 34.5, 134.1 32.7, 140.0 32.7, 140.0
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Conclusion

* Our deliverables are the “face” of our project and they
make or break the client’s impression on us.

* Soit’s critical that we get our deliverables in top shape.

* A solid quality assurance process is important for
ensuring this.

* This additional step and extra effort of review is worth
when we get the uncompensated benefit “Quality”.
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Thank You!!l
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