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The issues at hand...

Why lab data is a necessary evil

Why lab data gives us nightmares

Holes in our attempts to handle lab data
Possible solutions to our woes

Could it really be that simple? (examples)




DFUG 2006 February 5 - February 8, 2006

A Necessary Evil

» Almost every clinical trial requires

collection of Laboratory Samples
— Blood Chemistry e
— Hematology

— Urinalysis

— Pharmacokinetic

— Pharmacodynamic

— Specialized testing per protocol...

» Important data for statistical analysis
— Safety
— Efficacy

Nightmares

Central versus Local sample analysis
Lab Normal Ranges (variable)

Test Units

Clinical Significance of Results

CTC Grading

Data Reconciliation
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Issues

* Local Lab data
— Normal Ranges
= Obtaining from sites
= Programming Edit Checks
— Varying Units between sites
= Normalizing for analysis
= Programming Edit Checks

e Central Lab data

— Merging study database with external transfers
— CRF/External data reconciliation process
— Obtaining Clinical Significance of Results

Solutions? .
« Local Labs h.C

— Designing the “perfect” CRF
— Look-up Tables to support Edit Checks
— Squeezing information from your study sites

» Central Labs
— To import or not to import: lab report images
— Populating external data onto barcoded pdfs
— Extra programming up front saves time in the end
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CTC Grading

« CTC (Common Technical Criteria) for
Adverse Events (1-5 Scale)

— Some out of range lab values require AEs to be
recorded

— Some studies (i.e., oncology) require CTC
Grading for AEs’ severity

— For out of range values recorded as AEs requiring
CTC Grading, programmatic Edit Checks can be
programmed using Lab Normal Ranges to verify
CTC Grading captured on CRF

Example: Lab Results

Faea LABCRATORY ASSESSMENT (HEMATOLOGY) PRG 060CT2004
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‘Premier Research Group: PataFax Damonstration Study

—Sites report results
directly onto CRF

—Hidden field — “Lab Code”
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temmeditely following each patient visi, fax completed CRFs to 1-800-603-5765
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Example: Central Lab CRF

Sponsor
Protocel CENTRAL LABORATORY TESTING PRG 160CT2004

L L *Sites record onto

‘Premier Rosearch Group: PataFax Damonstration Study
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immediately following each patient visi, fax completed CRFs to 1-800-603.5765

Example: Lab Ranges

Sponsor
Protocol 1 ABORATORY RANGES (HEMATOLOGY) PRG 160CT2004
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*Alternately, use of
external look-up table
— easier to program

imediately following each patient visi, fax completed CRFs to 1-800-603.5765
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Lab Range Programming

« Why we need a site-specific plate
(versus only patient specific plates)?

« Why use look-up tables?
— CRFs versus look-up tables
— Excel versus web application

* How we program consistency checks
to compare normal ranges and actual
results?

Example: Lab CS/NCS (1)

Sponsor LAB COMMENT CODES (HEMATOLOGY)  ppg peocra 004
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without Barcodes

—Possible, but not without
a boatload of problems

nonoool s
onooDoao
oonoooo
opoooao

Newtephil




DFUG 2006

February 5 - February 8, 2006

Uniquely Identifying non-barcoded forms

-
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Lab Test Type:

1 = scheduled
2 =retest
3 = additional

—

Visit Sequence
(01~99)

Study Visit
(0-99)

*Edit Check programming — auto-populate field

*Consistency Checks

Example: Lab CS/NCS (2)

Sponsor

Protocol OUT OF RANGE LABORATORY RESULTS (HEMATOLOGY)

PRG 160CT2004
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immediately following each patient visi, fax completed CRFs to 1-800-603-5765

*External data merged
onto barcoded PDF

—Only keep out of range
results

—Print external data to CRF
= Visit
= Subject ID, Initials
= Collection Date, Time
= Accession #
= Test, Result, Units

—Send to site to record if
results are CS or NCS
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Conclusions

Still searching for the perfect solution...

 Local labs required for many studies
(oncology, etc.)

 Impossible to control every factor in the
equation (unless you’re the sponsor!)

» The importance of good
communication and cooperation
amongst all study roles

» Regular reconciliation throughout trial S
ensures quicker database lock

KE LOUISE

Questions?

@

Thank you!

Heather M. Irish
215 282 5441 -
Heather.irish@premier-research.com %




