THE INSTITUTE FOR
PRECISION
MEDICINE

Enabling Personalized Care

Biobankindor Precision Medicine

Adrian V. Lee, Ph.D.

Pittsburgh Foundation Chair in Precision Medicine
Director, Institute for Precision Medicine



Biobanking: The Fuel of Precision Medicin
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Biobankingsn't Simple

ANumerous parties involved with different
goals/incentives

AComplex infrastructuréor procurement and
Ing ofbiosamples

hand

ANeeo

for Regu

AChal

enges of

atory compliance, SOPs
iInkage to clinical data

ANontransparent and confusing processes
work around often used to circumvent iIssues
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A Plan for Academic Biobank Solvency—Leveraging Resources and
Applying Business Processes to Improve Sustainability

Diane Uzarski, D.N.P., M.P.H., R.N.", James Burke, M.D., Ph.D.z, Barbara Turner, Ph.D., R.N., FA.A.N.3, James Vroom, D.H.A,,
FA.CH.E®, C.PA3, and Nancy Short, Dr.PH., M.B.A, R.N.?

Abstract

Researcher-initiated biobanks based at academic institutions contribute valuable biomarker and translational research advances to
medicine. With many legacy banks once supported by federal funding, reductions in fiscal support threaten the future of existing and
new biobanks. When the Brain Bank at Duke University’s Bryan Alzheimer's Disease Center (ADRC) faced a funding crisis, a collabora-
tive, multidisciplinary team embarked on a 2-year biobank sustainability project utilizing a comprehensive business strategy, dedicated
project management, and a systems approach involving many Duke University entities. By synthesizing and applying existing knowledge,
Duke Translational Medicine Institute created and launched a business model that can be adjusted and applied to legacy and start-up
academic biobanks. This model provides a path to identify new funding mechanisms, while also emphasizing improved communica-
tion, business development, and a focus on collaborating with industry to improve access to biospecimens. Benchmarks for short-term
Brain Bank stabilization have been successfully attained, and the evaluation of long-term sustainability metrics is ongoing. Clin Trans
Sci 2015; Volume 8: 553-557
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Increasing Biobank Utility and Valu

Almprove quality and reduceost
ABe responsivéo investigator (customemeeds

ADevelop new processes (such as plasma for
cfDNA), organoids

ACollaborate with industry several banks use
services such dioServeand ReproCell

ARename Health Sciences Tissue Bank (HSTB)
Pitt BiospecimerCore (PBC) for better
marketing



Health Sciences Core Research Facilities

PITT BIOSPECIMEN CORE

Central support for University of Pittsburgh research programs
needing tissue materials for research from patients seen at UPMC

A Prospective tissue and fluid collection and banking
A Honest broker and IRB services, Research histology services

A Active since 1991
A ~65,000 patient visits with ~800,0@0@samples

PRODUCT TYPE SPECIMENS

BLOOD 265383 ~750/0 cancer

URINE 35577

OTHER BIOLOGICAL FLUIDS 3393

SOLID TISSUES 102051 ( A P

NORMAL TISSUE 26668 ACCREDITED

COLLEGE of AMERICAN PATHOLOGISTS



Value of having a common patient
(BIOS) andiosamplg TP)dentifier
A Permanent database that isn't dependent upon a

grant or specific lab person

A Project tracking system allows all communication
with Biobank to be recorded regarditgpsamples

ABIOS allows multiple TPs e.g. longitudinal blood
collection

A TP number allows simple linkage to cancer registry
using honest broker

A TP allows multiple investigators to work on the same
biosampleand share data/knowledge



Provenance/Governance

Anvestigators own theibiosamplesPBC is
just a bank

Anvestigator banks samples under consent
and an IRB protocol

ARequests for tissue notify the IRB owner

AGovernance by PBC regulatory staff

ATissue Use Committee (TUC) oversight



Most abundant organs Most abundant non-cancerous diseases
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TheCancer-Genomet Atlas (I/CGA)

University of
Pittsburgh (784)

UT MD Anderso(621)

Total Samples: 10,480

Memorial Sloan Ketterin/99)

The Cancer Genome Atlas ¢

Understanding genomics|
ancer care

to improve ¢

University of Pittsburgh:
# 1contributor inbreastandprostate
# 2contributorin head and neclandrenal
# 3 contributor in ovarian
# 4 contributor inmelanomaandbladder
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http://cancergenome.nih.gov/

Frozervs FFPE

ABank initially focused on freezilgpsamples

AFrozen samples can be used under the PBC IR
and thus doi require a new IRB submission

MRecent increase in use of FFPE

AMost recent movement to fresh disbursement



Linking Clinicdbata and Tissue

A BIOS is linked to TIES

Cancer

Research

A Federated Network for Translational Cancer
Research Using Clinical Data and Biospecimens

Rebecca S. Jacobson', Michael J. Becich', Roni J. Bollag?, Girish Chavan', Julia Corrigan’,
Rajiv Dhir', Michael D. Feldman?, Carmelo Gaudioso?, Elizabeth Legowski', Nita J. Maihle?,
Kevin Mitchell', Monica Murphy“, Mayurapriyan Sakthivel®, Eugene Tseytlin', and

JoEllen Weaver®
» RebeccaS. Jacobson et al. Cancer Res 2015;75:5194-5201

A TIES linked to Cancer Registry
A Link BIOS to EMR

TIES\ / BIOS

Clinical data@———p Tissue Bank
EM



Unique Rapid Autopsy Program
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New Processes e.g. cfDNA and Organoids

PRECISION
MEDICINE

Enabling Personalized Care

The Institute for Precision Medicine (IPM)
Announce Pilot Project Funding in
Support of Human Tissue Requests from the Pitt Biospecimen Core (PBC)



The Pitt Biospecimen Core
Partners in Research at the Hillman



/’Iﬁiés and Goals for Today *

Update on structure, quality, and cost
Explanation of fiscal structure: Income and expenses
Model of interactions with programs and PlIs

Next steps for the tissue banking community to keep
abreast of changing needs.

want you to walk away with an understanding of

now the Pitt Biospecimen Core (PBC) operates and
now it has changed in the recent past. In particular,
will describe how costs are shared based on the
role the PBC plays in each project and how to get
this information for your project.







