GA BioBank - a cooperative
research consortium

The Advisory Board, representing the
organizational members, configures the best
possible infrastructure, continually updating
solutions as science and technology improve
Members bring passion, skills and resources to
the collective

Members leverage collective resources, and as
membership increases, more services are
possible

Members enable cross-disease research and
maintain control of their collection '

oo : : o
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GABB member organizations

Inflammatary

CFIDS m—, - Joubert MNational BXE US Hereditary
Association of q h Syndrome HFsorasis int _t | Angloedema
America ﬂ Foundation Foundation iniemational Association
- Foundation -
_iﬁ'-f;.;

www.biobank.org %" Genetic Alliance BioBank




Member organization
consents eligible participant

\

Sample and Data
Collection Process

Participant provides their name
and contact information

v

Member organization
requests clinical
guestionnaire

Member organization requests a
kit from the biorepository

\

GABB
biorepository
and registry

Samples sent to
researchers

\

Donor completes
guestionnaire

Donor has blood
drawn & buccal
cheek swab collected

v

Sample sent to
biorepository for
processing and storage

FedEx

k’iﬁ' “. Genetic Alliance BioBank




GABB vendors and partners

Company Services URL

Exam One Contract phlebotomy services WWW.examone.com

Gene Logic Biorepository, TRIMS registry, | www.genelogic.com
Genesis data mining software,
Clinical questionnaire interface

NCBI Database of Genotype and www.nchi.nlm.nih.gov/gap

Phenotype (dbGaP)

Private Access

Dynamic online consenting,
clinical trial matching, medical
records management

WWW.privateaccess.info

Rutgers University

Cell processing and cell line
development

www.rucdr.org

hf
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Customized biobanking solution

Sample Collection Services

» Collection kit distribution: DNA, RNA, Tissue
» Sample collection protocols

» Sample accessioning and management

Clinical Data Management and Analysis

» Application Service Provider (ASP) model TRIMS
hosting of all clinical and sample data

» Genesis clinical data mining

 Direct VPN access for member organizations to
TRIMS and Genesis interfaces

* Web interface for clinical data entry by donors
via member-defined questionnaires

Sample Processing

* DNA isolation and aliquoting

* Web sample tracking, reporting and sample
distribution request portal

* RNA isolation, expression profiling, SNP
genotyping on request

* Cell processing and cell line generation

[

et ; ; i ~
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TRIMS Tissue Repository Information System (TRIMS)

All donors and samples are registered in GL’s internal TRIMS, then
transferred to individual GABB groups’ TRIMS databases

GABB groups’ clinical data are entered to Customer instance of
TRIMS by GABB group administrators using Citrix access

Secure access maintained throughout interfaces
Action Request Portal

Allows group administrators to request an action to be performed by
GL personnel

Provides activity/inventory/financial reporting

On-line Questionnaire Data Collection System

Allows participants to fill out various guestionnaires and medical
forms

Data entered into Questionnaire database is migrated to customer
TRIMS databases daily

Genesis Enterprise Software
Allows group administrators to query and visualize data

Data Transfer/Staging Component .
Migrates data between databases *:.*" Genetic Alliance BioBank




DAOs are changing the
biobank landscape

Single Condition » Multi-condition; cross-disease

Siloed collections » Models for shared infrastructure

Individual governance

» (Group governance

Limited Increased standardized
standardization protocols for samples/data

» Robust data from multiple
sources

Limited data

Limited role of » Dynamic involvement of
subjects consumers i
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L essons learned

Don’t duplicate efforts - registries and biobanks are
expensive and administratively burdensome

When possible, develop partnerships to share data
and resources

Ensure registry is sustainable over time

Use common data fields/ controlled vocabulary to
allow comparison with multiple data sets

Retention Is key - it is much harder to recruit new
participants than to keep those that are participating

Prior proper planning prevents poor performance

g
~i 7 Genetic Alliance BioBank
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k i Genetic Alliance BioBank
Seldom is it that ordinary people like

myself get to participate at any level in

extraordinary events. | see donating

blood to the BioBank as one of those

events.

---Genetic Alliance BioBank Participant

k 'i
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Transforming Health Through
Genetics

Network of 10,000 organizations, universities and companies

Genetic Alllance

Openness Is our product and process

Shared infrastructure to transform health
IS our goal

L8 'i
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SULVEGFS

BIOBANK

 Why is the SolveCFS Biobank necessary?

e What makes the SolveCFS Biobank unique?

e How does the SolveCFS Biobank work?



CFS is a mixture

f %
ki

Classify based |—»
biomarkers

prolonged
fatigue

comorbid

\

J

Molecular | —

subtyping

11
@ !
13

Pharmacogenomic
interventions
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SULVECFS

BIOBANK

The SolveCFS Biobank is unique because:

o Customized for the study and it is scalable

* An operational infrastructure that includes:

* Institutional Review Board — necessary for protection of people
(human subjects) involved in research

* Informed Consent — to help you make the right decision about
participating in research

 Web-based collection for clinical information

» Blood/tissue sample collection, processing standard procedures
and tracking

Data management

Data and sample query tools

Strong security & access control
Knowledge base & expertise of others



1€ Lr P &0 SOLVECFS
¥

OV il 57t of thEEDlution A BIOBANK

The SolveCFS Biobank works because:

* We collect the same standardized information using
standardized and validated questions and
guestionnaires when available from everyone (CFS
and controls).

 Demographics
e General Health Questionnaire
« Multi dimensional Fatigue Inventory (MFI)
* Symptom Inventory includes Canadian Criteria

Brief Pain Inventory
Sleep questionnaire
Medical history
Family history

* Medication checklist

« Eventually hope to merge the Biobank information with
the patients medical record.



SolveCFS Biobank Biologicals

| e Blood

Plasma (55%) —— — A sentinel sample

White blood cells
and platelets (<1%)

— Assays can be run on the
various blood components.

Red blood cells (45%)

— Collection and handling of
the blood sample is very
important!

— Processing and storage of
the blood sample is also
very important.

e Labeling for tracking and
inventory




SolveCFS Biobank Biologicals

e Buccal swab

— Cheek cells to isolate
DNA
e Genetic studies

| e Cataloging “types” of DNA
in the mouth

f ' j — More stable sample



The SolveCFS Biobank is a Catalyst for
Translational Research

e The SolveCFS Biobank is a cost effective resource for research.
— Opportunities for cooperative research
* Engages all stakeholders (e.g., researchers, advocates, patients, pharma, etc)

— Opportunity to serve as a hub for quality biologic samples and
standardized clinical information

SULVECFS

HEEDlution BIOBANK

WHAT IS CF5? SHARE ABOUT US CONTACTUS Friday, May 07, 2010

You are here: SOLVECFS BIOBANK




SULVECFS

BIOBANK

The SolveCFS Biobank ...

WENEED YOU . ..c.oocnforgencea

6 enrollment!

/‘( _,-.-f' — Check out the criteria on
2 ﬁ.__\\ www.solvecfs.org

( / — We not only need you, we

need your family and friends.

e Susan B. Love Foundation
has the “Army of Women”

— Together we can be the

e “Conquerors of CFS”


http://www.solvecfs.org/

d@coming Webinars:

m [hurs., June 17: Suzanne Vernon, PhbD — Part 3
of 3 miniseries about the Association’s Research
Program

m [hurs., July 15: Vincent Racaniello, PAb &
Cindy Bateman, MD — XMRV' Update

m Thurs., Aug. 12: Louis Katz, MD — XMRV' &
Blood Safety

ttp://www.cfids.org/clidslink/2010/040703.asp




For more information:

m CFIDS Association website: Wiwww.clids. erg

m CFIDS Association research:
http://Www. clids. org/alnout/acceleratecisresearcii. asi

m \Webinars: http://Www.clids. era/Aveninar/sernes2010.2as5

m SolveCFES BioBank:
hittp://wWww. cfids.org/biehank/announcement.asp

m CFIDSL/nk— monthly e-newsletter:
hittp://wWww. cfids. org/development/checkemaill aspx

m Facebook: www.facebook.comy/clhidsassn



http://www.cfids.org/
http://www.cfids.org/about/acceleratecfsresearch.asp
http://www.cfids.org/webinar/series2010.asp
http://www.cfids.org/biobank/announcement.asp
http://www.cfids.org/development/checkemail.aspx
http://www.facebook.com/cfidsassn

'ﬁﬁe CFIDS Assoclation
of America

Our Mission:
For CFS to be widely understood, diagnosable, curable and preventable.

Our Strategy:
To stimulate research aimed at the early detection, objective diagnosis
and effective treatment of CFS through
expanded public, private and commercial investment.

Our Core Values:
To lead with integrity, innovation and purpose.






