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PAREXEL InternationalPAREXEL International

PAREXEL is one of the largest contract
pharmaceutical outsourcing organisations
in the world.
With a commitment to providing solutions
that expedite time-to-market and peak
market penetration, PAREXEL has
developed significant expertise in clinical
trials management, data management and
biostatistical analysis amongst others
Headquartered near Boston, MA, PAREXEL
operates in 53 locations throughout 33
countries around the world, and has
approximately 4,600 employees



PAREXEL International
Clinical I.T. Department
PAREXEL International
Clinical I.T. Department

Clinical I.T. provides a high level of support
to the CRS group - including Data
management and Statistics amongst others
We develop applications and tools using
relevant software that help these
departments function more efficiently and
to reach their goals effectively



Clinical Trials ManagementClinical Trials Management

u Process
l Database Set Up (QC’d and

Validated)
l Validation Programs Written and

QC’d (Written in SAS)
l First CRF In house
l Data Entry
l Data Validated
l QC Data then Export back to Client

u Main Bottlenecks
l Validation Programs



What Does A SAS
Programmer Bring to
Validation Programming?

What Does A SAS
Programmer Bring to
Validation Programming?

u Expensive

u Doesn’t Understand the Specifications

u Doesn’t Know the Database

u SAS Programming Skills



ProblemProblem



How WAS Validation
Programming Done?
How WAS Validation
Programming Done?
u SAS Programmer Given the

Specification
l Doesn’t really understand it

completely
l Doesn’t really know the database

u Copies Other Validation Programs
l Why reinvent the wheel?
l Cut and Paste, Cut and Paste

u Error Prone
l May miss something



How Could the
Programming be Done?
How Could the
Programming be Done?
u Why not get the people that know the

database to do the Validation
Programs?
The Data Managers
l Know the database very well
l Limited or No SAS Skills

u How do we balance between the two?



SolutionSolution



Validation Program Generator
( VPG )

Validation Program Generator
( VPG )

u The Validation Program Generator
provides a simple data driven interface to
allow Data Managers to produce textual
validation specifications and equivalent
SAS validation programs for their studies.

u No specific SAS programming knowledge
is required but the Data Manager is
required to understand data validation
principles and their own database
properties.



VPG OverviewVPG Overview
ü The system uses code and text fragments

(templates) to construct the specification
and program documents.

ü Additional templates can be added to the
system by suitably trained programmers.

ü The system is written using SAS/AF and
runs on OpenVMS.

ü The system is modular allowing different
levels of user access only to the parts they
require.

ü The generated programs are consistent
with the requirements of the PAREXEL
internal query management system, which
creates queries from the errors datasets
produced by the validation program.



What to KnowWhat to Know

u The Database

u Minimal SAS - Enough to write an IF
Statement

u What is Required by the Specifications

u What Outcomes the Test-Data Should
Produce



VPG - How Does It Work?VPG - How Does It Work?

u Check and Derivation Templates are
stored globally

u User Input:
l Dataset on which to Validate
l When to perform the Check (Subset

data)
l What Kind of Check is Required
l The Variable to Check
l Any References



Other User InputsOther User Inputs

u Cross Panel Merges

u Deal With Changes to Database

u Disable unwanted sections (When Live)

u Overwrite Query Text

u Lock the Program

Support Personnel maintain templates
and support the users



Looking ForwardLooking Forward



Client FocusClient Focus

u Many different protocols from a client.
l Set up each one?
l Copy and change?

u No.

u Protocol Distribution
l All Checks for a series of protocols

(e.g. A client) are programmed
l Using EXCEL interface - relevant

checks are picked for each study.



Validation of ValidationValidation of Validation

u PASS/FAIL Templates
l Ensure that there is test data for

every check.
l At least 1 record must pass and 1

must fail every check

u Know that the checks are validating the
data correctly.

u Any new templates or updates are
checked and documented by the
support team



TimingTiming

u Depends on the complexity of DVS and
Database set up

u Panel and Protocol Copy was to help
set up time. Now enables multiple
users

u Warehousing (Protocol Distribution)
will mean minimal set up time for suites
of programs.

u Final DVS for Client can be in EXCEL
format
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VPG in ActionVPG in Action
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Use of VPG Within
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Use of VPG Within
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Active DemonstrationsActive Demonstrations
u Unfortunately not available here

u We are happy to arrange demonstrations
in our offices

u Contacts
l Sheffield - tel. 0114 225 1000

- Oliver Rees
- Sandy Meek

l Uxbridge - tel. 01895 23 8000
- Alistair Dootson
- Siddick Mohamoodally
- Nick Darwall-Smith


