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S‘l‘eps for ﬂé‘mﬁléper and QCer

= Steps for QCer

= (Consistency Checks

=  Quality Gates

=  Areas _ci_\lveakness In standard dual

drogra & QC proce —-—‘
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- -fTherapeutlc area‘knowledge
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= Protocol familiarisation

= SAP familiarisation-check text not just
templates/shells for guidance, make sure no

Inconsistency, else query ‘
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= Get to know data, you can develop macros that

1. identify unique key variables in the input
datasets-check structure is as expected .

2. Proc freq (all variables), proc means/univariate of
numeric variables in your input datasets

wleetiteam/DM/DB programming know.data issues I

arly! P _)
a familiarisation will help yourwith defensive

programming
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e p—— — FREQ Procedure
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I Subject Reference End Date/Time
. RFENDTC Frequency —
m 2009-08-05T13:30 1
m 2009-09-15T21:50 1
n 2009-09-30711:00 1
2010-01-22

- | 1
2010-02-1/7T10:45 1
Frequency Missing = 34 -




Develgoer & ClCe

‘tﬁ‘e‘?'e’iarmﬂé‘?"-f—:—
’ _AE_SER=“Y”, “N”, (1311
— AEREL=1, 2,3, .

— AEOCCUR="Y" but AETERM and rest of
variable blank
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___E Programmmg that allows for unexpected

~ values in raw data/unexpected results from
proc/data step.

= Examples
1. useif, then , else .. to output messages to
log -
!;f—upcas =“‘QU T ——

ex(Upcase(dsterm), “WITHDRAW")
>0 then ..
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— Checklng your analysis datasets

~ 1. Checking unique key variables are ones
expected

2. Proc freq (all variables), proc means/
univariate (numeric variables)

3..Checking number of records, check a few. ..

‘ubjects data T
a consistency checks e.g. stop date is

greater than start date.
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- Before checkmg TFL, know the mput data
- Tnalys@raw) and data issues and let team know
(including DM/DB Programming/Analysis dataset
Programmer).

= Checking TFLs-check numbers coming of
procedure (freg/univariate etc) step reflect
ﬁmbers present in the report (they haven't.bee

or to final “proc

s ATRErero0esEN
.




Develoger 2l

grm—""

’-e—-(‘s_ki@ a‘sm'—oﬁh 0{0) un/

E—————

against the raw/analysis dataset
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Ch"écik own16‘gfan;d Developer’sIT)g for

Issues

= Check proc compare clean for dual
programmed analysis datasets

= Check proc compare clean for dual

rammed TFLs .,,_—"“
ﬁﬁ( ainst shells
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~ = Good to do some consistency checks p
R — - . .
to sending reports to Statistician

= Once identified inconsistencies can
— Addressed

— Explained to statistician/sponsor up-front e.g.

=monsi:§tency due to dataissue. ... ‘4
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. Ov— raII Incndence*ef TreatmentEmerge i

~ AEs
- Wonder D Comp A
TAES 1 (1%) 15 ( 50%)
= Related TAES 13 (43%)

AE TAE—S 13.(43%)

)’ 18(500“
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~ = Involves verification that all QC steps have

- been performed prior to sending an analysis
deliverable to the sponsor

= Critical to ensure adequate time for Quality
Gate review and remedial work

@‘ality Gate must pass beiore pr.o,ceggmg_“




—m Raw datase’rare most recent

- Developer and QCer Analysis dataset
updated

= Developer and QCer TFLs updated

= |og check program (used at Parexel) has
E;e,en run,subsequent to analysis dataset

el

d TFL o oductio —
1y 'warning/errors in log addressed. Any

undesired log notes explained.



- Logcheck o-tput prlnted S|gned and dated —

= Proc Compares have “..All values compared
were exactly equal” for all outputs, and
outputs signed and dated by QCer

* Project Status Spreadsheet signed and

ﬁted to'indicate all outputs passed.QCed.. =
W&QM performed

and has passed.
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_— Adeguate review upfront.
— Changes In spec post-programming needs review

= QCer’s opinion overrides original programmer opinion
-QCer should be more experienced than developer

-encourage developer to question/challenge the specificationsiand QCer
assumptions

-when t)here is a difference of opinion with QCer, get 3" party (statistician’s
opinion

-ensure QCer. and developer can adequately justify their decision when opinion“<
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= Pressure to meet timelines
~ -When agreeing timelines take into account quality

gates review and allowing enough time for
remedial work

-use of macros
1. To get to know your data
2. To create your deliverables

[ Carryln out quality checks



A Y l ) l &)
AlCaSolNeakiless

e ——
- — et

E———

.
e —— e e c—

—

= Data issues pre-database lock
e e—

-important to be aware of the data issues
on your project

-Carry out consistency checks, pre-
statistician review, and explain

ﬁ consistency due to datajissues (.paS§,_""
. - \SEH -
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. Lﬂ of therapeuhc—area knowledge
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-e.g. heed to know RACIST criteria in cancer
trials

-eye disorders-visual assessments:«
Baseline1 ->Left eye 3.25 + Right eye 1.5 —

isit:3->leeft eye 3,10 e Right eye 1.0 +€
C | e, -0.5 or 2.57%

-




= At Kick- off meengs prowde therapeutic

‘:.___.——a.

area training

= |nvite lead programmer not just the lead
statistician to therapeutic area training

= Providing therapeutic area e-learning for any

rogramming on the;study wouldybe,... =
ﬁb p— J ne
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— Quallty IS dlfflcult when you have evolvmg
~ data, SAP updates and time-pressures

= Companies have evolved good processes
like dual programming to minimise. error

= Quality issues still occur and need to be
dealt with

‘lK«nowmg | |
mprove quality.

- Macros can help with quality and time-lines




SLJmmary

Ci aI Ity Ga'fés prcacess useful N ensurlnga
.c———quallty—dehverable

Applying these suggestions to improve quality
EEE

1. *“NOTE: No unequal values were found. All =
values compared are exactly equal® seen much
earlier

2. Client




= | can be contacted at
raninder.chaudry@parexel.com




