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How do we work?

Trial experience

FPFV - until DBL

Interviewer:
Role of interviewee in the trial: Trial
programmer

»
L

I had a lot of consultantsinvolved (up to 8-9) - a

Actions Joined 3-4 monthsinto | mock-shells were already prepared It was a tricky trial - data had to be ot of work t6 both handl .
What happened? | The trial - mock shells ADaM programming of key data sets transferred from two different trials Ot oFworkto both hancie my own programming
What did you do? AEs, bleeding datasets - Was very problematic and the issues from the consultants
hysical
Phys! [Introducing Azure and git helps a lot - has
Used the prearam master templateand worked differently on later trials - did not have
P g' P to work over time]

protocolas guidance

Thoughts Nice way to

What did you think?

understandthe trial
if inexperienced but
not so relevant
otherwise

What is needed and why is it needed - was
new? Was new trial prog. Asked my lead
programmer - this was very helpful

Feelings
What did you feel?

Nice, I learned a lot. Now, we have
the master ADaM templates +
master model

Frustrated

Tough, tired, stressed that we would not
make the timeline

Novo Nordisk®
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Trial experience

FPFV - untll DE What happened?

Trial experience

FPFV - until DBL

Interviewer:

Role of interviewee in the trial: Trial stat

Trial ID:

Actions

What did you do?

Tlooked at outputs from SAD and
MAD

To pick the ones needed for EXP
(not sure we made mock shells)

Find someoneto do the
programming - the main
programmer did not have time to do
the programming - got some help
from consultants (Cognizant) who

>

I programmed a lot of the programsas well

i . . The same people worked on all parts worked on the other trials and could
Actions Joined 3-4 monthsinto | mock-shells were already prepared Ity In DM and TMI - X part ended n i e
What happened? | Thetrial - mock shells ADaM programming of key data sets tra In between of interims on SAD and MAD
What did you do? i -W ina wi
Y AEs, %)Ieedlng datasets Thoughts A It was easy, just looked at MAD, I Erefer Workmg W|thhpeople al_'ound me
physical What did you think? and scale down what we did notl They were good, so that was nice,
need in EXP however, they were also many. So need to
; - icatetheissues to all.
Nice A lot of decisions had alread communica
M M been made / A lot of data had not been queried and
rla eX erlence . . . that meant last minute changes and I had
Protocoljust said descriptive .
. to updatethe programslast minute
Thoughts FPFV - until DBL _
What did you" Feelings Nice, easy Cumbersometo keep track of all relevant
What did you feel? . . a A .
. ‘ i I liked the planning part information aboutissues across datasets
Actions Tooked at outputsfrom SAD and| ! Icame in latein the trial is shared to all
? .
a::tz;p}?:gz(i; Interviewer:
Role of interviewee in the trial: Trial T e e Sl
I 1 programmer aatis nicer
e 1T1Q experience
InDMai .
Feelings 10 betwe FPFV - until DBL
What did you: Thoughts _
What did you think? "
Actions Joined 3-4 monthsinto | mock-shells were already prepared It was a tricky trial - data had to be Ihad a lot of consultantsinvolved (up to 8-9) - a
Nice  What happened? | The trial - mock shells ADaM programming of key data sets transferred from two different trials |°td°f"]”°rkt° beth har:\dle my :’W” programming It was a tricky trial - data had to be |I hadfa '°‘k°f C;’"S;::a”;i”‘/°"/ed (up t08-9)-a
. i . i i i lot of work to both handle my own programming
What did you do? AEs, bleeding datasets - Was very problematic and theissues from the consultants tasets transfaredrom twolferenttrisl e el ol
hysical Was very problematic
sica
| P [IntroducingAzure and git hEIpS alot - has [Introducing Azure and git helps a lot - has
i i ials - di ked differently on later trials - did not h
Feellngs Used the program master template and worked dlﬁergntlyon later trials - did not have lateand ::o‘;,:rkolv:rr;;e);on ater trials - did not have
What did you feel? protocolas guidance toworkover time]
W
Icam Th ht . geded - was
Ihad Ougv S ) Nice way to What is needed and why is it needed - was imy lead
iom Whatdidyouthink?| understandthe trial new? Was new trial prog. Asked my lead |3
if inexperienced but programmer - this was very helpful
Whicl not so relevant
Notr otherwise
have Frustrated Tough, tired, stressed that we would not
make the timeline
S Fee"”_gs Nice, I learned a lot. Now, we have Frustrated Tough, tired, stressed that we would not
What did you feel? the master ADaM templates + make the timeline
master model
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How do we work?

Data Science Automation Group

Alasdair (Lead, DM)

Hemanth (DM)

Stanley (DM)

New Hire (DM)

Mihai ( DevIT) Kaja (DevDig)

@ Full time allocation © Part time allocation
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Initial Priorities

Data Management Biostatistics

Kassandra (automated test data pipeline: EDC to TFL)

Automated query management AMNOG dossier
solution automation

Proposed
activities

Automated comparison of SDTM Automation of safety
datasets between DBLs narratives

Increased automation in coding Framework for standard
of ConMeds programming
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