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Clinical trials provide arich source of research data
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Biobanked samples for research use

Therapeutic Area # Human Samples # Drug Programs Sample Type(s) Represented
Cardiovascular disorders 50.000 11 DNA
]
Congenital & familial >2000 1 DNA
disorders
Eye disorders 1500 3 DNA, serum
Endocrine, metabolism & 25 000 12 DNA, serum
nutritional disorders !
Musculoskeletal & con- 44.000 29 DNA, plasma, serum, urine
nective tissue disorders !
Nervous system & 30.000 39 DNA, plasma, serum, urine
psychiatric disorders !
Renal, urinary & 5000 13 DNA, urine
]

reproductive disorders

>
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Opportunities of increasing access to data — What
should be motivating industry?

« Demonstrates a commitment to strong science and
human research

« We need to develop robust predictive models of
disease
— Requires large multivariate data generated in humans

« Enable meta or mega-analysis of multiple data sets

— More robust data on which to base decisions

— More power to detect modest effect sizes

— Tighter estimates of effect sizes

— Rapid replication and validation of exploratory findings

o Attracts funding for clinical research to address
guestions that are common across industry
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Recent examples of good quality studies

HILA-B*5701 genotype is a major determinant of
drug-induced liver injury due to flucloxacillin

Ann K Draly!, Feter T Dvonaldsen’, Fallay Ehatnagar!, $ufeng Shen?, Itdk Pe'er?, Aric Floratas®, Mark | Daly?,
Iravid E Soldstan®, Sally John®, Matthew R Nelsan®, Julia Graham’, E Kevin Farl?, John F Dillan®,

Wiliam Eemal®, Heather | Cardell?, Munir Firmohamad”, Guruprasad P Aithal?®1? & Christopher P Drayl1,
for the DICEN ctudy' and Intemnational $AE Concortum!?

Twelve type 2 diabetes susceptibility loci identified
through large-scale association analysis

By wornbining genore wide azzocition data from 2,130 individuals with tp pe 2 diabetes (T200and 32,927 controk of
Eun:q:-ean dezcent an-:l folloowing up prew:-usl‘r' un r:lentrfla:l rmeta analys s sgnals in a furtherSll a2 -:asesan-:l La92h sontmols,

S R B B T i 1 S VAL i mmebkiaad B L F LA TL - HS [ e e de meede el el | =k AL -

> 45,000 subjects

afflllatlons
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Who might benefit from collaborative use of
Pfizer bio-specimens and data?

=== Biospecimens
Brand teams <8

Is usually anticipated
based on as yet unknown
results
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collabc

Health
Care
profes
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Experiences and issues experienced

 No standard process
« Requests come via....
— Investigator initiated research
— Clinical Trial Steering Committee
— Pfizer/academic collaboration
— Precompetitive consortium ( e.g.iISAEC, FNIH, IMI in Europe)




Molecular Medicine

Best practices and structure

 Simplify the process to access biospecimens and
data and seek endorsement from stakeholders early

— Develop a “take it or leave it” approach for terms and conditions
of access

« The more standardized across industry the better

« All data generated must be returned to central
database with the expectation of additional meta-
analysis

e Industry partners need to ensure skilled experts are

fully engaged with pre-competitive effort
— Precompetitive research is not a spectator sport!
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Incentives

 Precompetitive efforts focused on problems relevant to drug
discovery / development

— Innovative medicine initiative established to address specific bottlenecks in drug
discovery

« Commitment from all partners to publish all results and data

« Methods for rewarding both academics and industry for
making biospecimens and data available

« Acknowledge the cost of Pharma of collecting these data and
samples
— Some funding to support operational aspects of precompetitive research
« Concomitant investment in bioinformatics tools and methods
to enable maximum use of results by all parties
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Discussion — session questions

« 1. What are the unique issues [technical, cultural, ethical] in sharing
biospecimens (and data) that need to be considered in a sharing framework?

« 2. What have you learned from your initiative that could be used to define
'‘best practices' for specimen and data sharing?

« 3. What should motive industry stakeholders to share specimens and data
with each other and with the broader investigator community? — opportunities
slide

« 4. What incentives should or need to be in place to encourage sharing of
biospecimens and data?

« 5. What key structures and/or rules do you think are required for a framework
of sharing biospecimens and data?




