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Challenges of ad hoc requests;
Specification;

Centralized data preparation;
Central TFL library;
Implementation;

Validation;

Oversight;
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Short timelines;
Explorative analyses;
Changing priorities;

Standard packages (CTR etc.) need to be delivered in
parallel;

Topics may vary from request to request depending on
the purpose (authority questions, publication, re-
imbursement etc.);

None of your customer has time to wait for the results;
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- centralized specification
Ad-hoc requests for Programming - RO556 = %
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Specification is draft Mo )
Priority High [
The specification for ad hoc requests is stored in a central
location, shareroom list including mandatory information;
Dedicated programmers track incoming new requests;

Each request is assigned to a responsible programmer;

All information around the request is maintained in the
shareroom entry, e.g. first / second programmer, status of ad
i e o s e o hoc (in progress, validation outstanding, etc.);

Date of approval
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Ad-hoc requests for Programming - RO556 = %
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= | Version History S Alert Me 5 F
:_ﬁ %o Manage Permissions _J “fj ib
Edit Copy Move Export
Item )( Delete Item Item Item Item
Manage Actions CopyMove
Mot Started
Request ID RO556
Specification is draft Mo )
Priority High [
context i
Context category
Context topic € PROS:
Research question
 Status tracking is centralized, i.e. progress of requests can be
Role of requestor

followed up with simple tools;

Date of request (statistician)

 Workload of programmers can be figured out;

Date of approval

 Information is not spread over different trial and projects,
documents, folders, etc.;

r zimilar tables in exisiting documen
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- centralized data preparation

PCA (project centric approach) - all data derivation will be provided by the project
team for trials and projects in analysis datasets (ADS);

All information is collected in a central project ADS Trials v | vz s (e )
plan; ~— T 27
. . . . Project database @ﬂ
Each derivation done at any time point can be found
in one document; i
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PROs:

 All derivation ever implemented is stored in a

central place;

In case a derivation, population set etc. is not
available for a specific study, the programs can
be easily amended for additional studies;

Variables are stable throughout the whole
project - the derivation of e.g. baseline eGFR is
always the same and doesn’t differ between the
trials;

Same holds true for variable naming, a specific
variable will always contain the same
information throughout the project;

Trials

Trial 1 Trial 2 Trial 3 Trial &
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Ad hoc request

- central TFL library

« Inside PCA all trials and projects use the same
TFL shell catalogues;

- Customers (statisticians) can select, what they
need, from the central documents;

s105.1 empatDESC1:Descriptive-statistics-for-<HbA 1c{%)><overtime/at- week-24>---<patient-anal

Imputationrules! “Placebo=t <Empa-10mg=c <Empa-2img>t <Empa-2img-OL>t =
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- central TFL macro library

Due to PCAin ADS standardized macros for _bispuar_rempuare - DGI
output creation can be used; tempatDESC] (¥ emparaemo oy sas |

| 7| tempatdescl.sas

Programs to Create Outputs are SEt Up aS ) temnatdesr1h.sas

macros; [ e R e v,
The programs are stored in a central place; .
Standardized setup - data building, S TR S R R s et et
parameter names, result datasets for oo 1Y
validation;
In case an adaption is needed, this will be
straight forward due to the standardized
way of programming in the template e
_debug =N J;
macros;
The use Of macros iS iﬁz;}iém#:{link): §u0455\labtdesclﬂﬂl.sas_ — - —

Cutput (link): ruf455ylabtdescl001-3.1st

supported by technical eemecaeect

_WHRFOP = popu="T5' and popuny=1l

O . ,_WHRIRT = analno=2080010 and atrscrt in ('BO0100" 'COOLOO" "COO250" "EOQO035')

documentation ZIvmiD - ot

Y ,_WHRAH = 0
,_WHRCF = anatyp ? "LOCF" and tptno>0 and epttri=0
,_WHRDI3 = anatyp ? "-ZD" and tptno>0 and epttri=0
,_WHRRES = (anatyp ? "-IR" or anatyp ? "-AD") and tptno>0 and epttri=0
,_OUTNO = 3
,_WHROUT = BY40RD in (1.3 1.5 3.5)
Macro call: ,_FIl = Baseline data of Haematocrit not considered.)
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- central TFL macro library i

Pros;

» Programs are of high quality, double
programmed several times on different data;

» FEasyto use due to standard parameters;

« Implementation can be supported by standard
tools;

« Validation can be streamlined by
categorization of effort, e.g. double
programming, consistency check, source code
review ;

 Lesstime for discussions on layout needed;

Template
catalogue
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- implementation i

Protocol:  [x1245csaply

Dedicated environments are set up, which are only Aocount: |STABLE
=& 1 "ADHOC reques

used for ad hoc programming; 51 1"R0389 - De

. . . _| 2 "RO390 - Pul
Standards for implementation - e.g. folder naming, Pty
template macro storage etc.; ] 5"HUD32?-31
The implementation is supported by differenttools, —_ "¢ aye: ol
which e.g. create the standard folders and collect the s

] 6"RU0328-
Mew folder

1 e e e e

{17 "R0396 - AD

. 11 "RU0326 -

relevant macros from the central storage; —— i

b P 13 "R0403 - H

_ r 14 "RO400 - P

itives ro3an S vnnant i
r0393
ro394
‘ep + w1245czap07 ~ pam - copy_of cc_area - r0389 - ro3ss
r0396
r039a

Mame Date modified

MAacros 25.11,.2014 15:58
| 7| demtdema1001.5as 25.11.2014 15:58
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- validation &

YALIDATION
Standard setup - double program at least each ,!“”E"‘”“"' - -3
template once (category A), for remaining outputs

tempatCOMNMED

source code review and consistency checks are B tempatCONMED!
p e rfo m ed . B tempatCOMNMEDZ

’ |
On demand the process can be accelerated by source o Dumndmg'
code review only;
Validation starts after draft approval by the Cinvep - x1245ctr01val - pm ~ val_template -
statistician (standard);

e ﬂ Mame Da
le.e for output templ.ate programs a large number of T — —
validation programs is available; 1) vempafforest1.sas 5.

. . . | 7| vempafforest3.sas 02
Validation programs follow the same naming @) verpafforesté.sas .
convention like first programs, so the connection | vempsfird1.sas 30.
between matching programs can be easily made;

. . 545 Environment - ame
Double programming is supported by result datasets -j rsres T R0389_demidemo 10013
. : ) +-[oa Ctr FSJr0390_demtbase1002_1
stored in a standard library; 4. (4 Cm [ JRo350_demtbase 1002 2

+ o Clrv R0390_demtbase1002_3
+ = Nirt [ i P o
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- oversight

Standard setup supports implementation of tracking tools
based on sharepoint lists;

Most ad hoc programming is covered by a dedicated project

team;
Centralized tracking more easily shows, what’s going on, how -

is the status, do we need prioritization or additional
ressources;

You learn to know, what is feasible to achieve with your
standard ad hoc team ;

Draft sent out
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- conclusion

In PCA there are experts for each an every task, this leads to quick

turnarounds, but you need to think of backup solutions to avoid bottlenecks
due to unavailability of programmers;

A standardized setup helps to bring in new programmers with less effort,
starting with the more easy tasks like output implementation;

Implementing PCA successfully needs frontloading, but it will help you in
more stressful times later on;

Experienced programmers can create several hundred outputs in less than
one day;
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- some numbers

Over 1400 ad hoc requests in four years
Standard wise 20 to 30 requests a month, up to ~ 90 within a month;

Standard setup - dedicated programmers for ad hoc work, but they are not limited,
too, escalation model available;

~ 70 ADS - from high performer (treatment, population) to low runners (MTT);
~ 300 different templates for all type of analyses;

~ 95 - 98 % of requests can be covered with PCA, this reduces the pressure and
frees capacity for the remaining 2 %;



