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GAIN “1.0”

= The first round of GAIN established a
significant new infrastructure for managing
large-scale creation and distribution of
wgas data:

e Public-private partnership governance structure

e Robust study selection process--particularly
Technical Analysis Group (TAG)

e \Well-established data access, IP, publication
policies = informed NIH GWAS Policies

e GAIN Database (DbGaP)
e Appropriate contract mechanisms
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From Amy’s EMAIL: 

Been around since the beginning of governments and private interests.  An early example is the transcontinental railroad or more recently the revitalization of central park.  A gov't, upon realization that it could not accomplish a project alone, inviting private entities with similar interests and the resources required to the table

Most of the partnerships we have heard of have been for transportation infrastructure, or public works, or public safety, economic development, water/wastewater infrastructure and more recently technology infrastructure.  The construction of the transcontinental railroad was a PPP.    The Hoover Dam, the WPA project,  the development of the space shuttle, the walk on the moon...Grand Central Terminal in NYC, Union Station in DC.  JFK Airport, the Baltimore Inner Harbor project, the new baseball stadium in DC, the addition to the library down the street.  

By definition, a ppp is a contractual agreement between a branch or agency of the gov't (any level) and a private sector entity in which each partner agress to share its assets in order to deliver an outcome that will benefit the general public.  Not only are the assets of each partner shared, each shares the risks and rewards potential in the outcome.

The traditional PPPs deliver physical outcomes - buildings, bridges, and now with technology infrastructure among the traditional ppps -- we have public databases of information that can be accessed, bridged and built upon for greater discoveries.   

The key to a ppp is the goal.  Every successful partnership delivers an outcome that changes our lives.   making our lives more pleasant, more enjoyable, more efficient, safer, healthier, more convenient, and longer.    Every PPP is built on a goal that is inspires all those involved.  


GAIN “2.0”

s Recent discussions with GlaxoSmithKline offer the
opportunity to add both additional sample sets for genotyping
and completed genotype-phenotype datasets in common
diseases:

e Multiple sclerosis (complete genotype-phenotype dataset)
e Rheumatoid arthritis (study samples)

e Osteoarthritis (study samples)

e Potentially others

= Intention is to pursue contribution of datasets to the GAIN
Database in dbGaP and seek funding from various sources for
genotyping of sample sets as appropriate
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GAIN 2.0 Process

1) GSK consults with originating Pls and institutions
2) Initial “TAG” review of study documents and summary data to
determine suitability of studies for GAIN:

e Conducted by NHGRI team with disease expertise from relevant NIH
Institutes

= Examines informed consents, sample ascertainment, power/analysis via
document review and interaction with GSK and Pl as appropriate

3) GSK/PI obtain local IRB approvals for studies to participate in GAIN

4) Pls/institutions sign GAIN Submitting Applicant Policy Agreement
and submit detailed phenotypes submitted for final “TAG”/NCBI
review

5) Contracts/MOUs in place; FNIH secures funding for genotyping
samples and analytical support for Pls as appropriate

6) Completed genotype-phenotype datasets deposited in GAIN
Database

—-OR—

Samples submitted to genotyping centers; final phenotypes sent to
FNIH for transfer to NCBI
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Multiple Sclerosis

s “GeneMS” ccase/control study of ~1000 cases and
~1000 ethnically and gender matched controls

s 3 sites: UCSF, Basel, Amsterdam

s Cases clinically ascertained ; most had
relapsing/submitting subtype

= Phenotype data very complete (over 100 variables)
s Already genotyped using llumina 550K platform

= Initial “TAG” review complete; seeking IRB
approval to participate in GAIN
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Rheumatoid Arthritis

“Genetics of Rheumatoid Arthritis” (GoRA)
case/control study of ~1000 cases and —1000
unrelated, age and and gender matched controls
and —300 parent/sib controls

All cases clinically ascertained using ACR (1987)
criteria and anti-CCP assay

Cases ethnically matched (Caucasian) from the
same geographic area

Major site: Sheffield, UK
Samples/data to be submitted for genotyping

Initial “TAG” review complete; seeking IRB
approval to participate in GAIN
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Osteoarthritis

“Genetics of Ostearthritis” (GO) case/control study
of —1000 cases and —1000 controls matched for
age, gender, ethnicity

Cases with primary generalized osteoarthritis
clinically ascertained including radiography and
bone mineral density

Controls ethnically matched from the same (U.S)
geographic area
Samples/data to be submitted for genotyping

Initial “TAG” review scheduled for early November;
seeking IRB approval to participate in GAIN
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