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T|t|eS . «a bit of trouble

Access to biobanks: important consideration for success
How to give access to biobanks?

Important considerations when providing access to a biobank?
Providing access to a biobank: a practical approach
Biobanks open for research: practical considerations
Biobank access: letting researchers in

Putting biobanks to use: correctly modulating access
Biobank access: how open are the doors?

Biobank access: how to open the doors?

The last step of biobanking: providing access

Activating your biobank: systemic considerations of access
A systemic approach to modulating biobank access

Optimizing biobank use: a systemic approach to modulating access



The two perspectives of biobank access... @

Investigator interested
to access a biobank
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understanding
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The two perspectives of biobank access... @

Investigator interested
to access biobanks

biobank

Successful
access and optimal
use of valuable
research resources
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Outline of presentation... @

Think Aaccess syvs)t emo (
Focus on two elements of an access system

( ) :

A 1) Access policy

A 2) Access procedures

Access harmonisation possible? Necessary?
Overview of available tools/documents

Preview of an Access Catalogue



Access Systems...(
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Access Systems... (
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Access Systems... (

Access [
Costs Access

Policy

[ Access \ \

Procedures ACCESS
System

Access
ACEEES Interface: web?
Agreement Access ' ‘

forms




Return of Audits
data
policy

Exclusive
access | AccessPolicy Consent
- restrictions

Publications
what?

Aggregate
data




Access Procedures ( )

Alnterested investigator
AFill-in online Pre-application Form

APre-application evaluation by biobank

AScientific Director will grant access to the Data/Samples Catalogue, provide a Support Letter
and Cost Policy

AReview of available data/sample by the Investigator

AFill-in on-line Application Form

AMeeting with Biobank staff

ADevelopment and finalisation of protocol by Investigator
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Access Procedures (

ANecessary approvals:
ALocal Research Ethics Board approval
Anpproval by the Research Ethics Board of biobank
Aapproval by the Access Committee

Aadditional approvals ?

ASign Access Areeement

Aaccess fees billed by biobank

ATransfer of data and/or samples to Investigator

ATransportation costs billed separately to Investigator




Access Procedures (

Respansible

Qo >

Qf&rence documents/ tty

Qruceﬂures to lllldE]‘t:ly (

| entity _j

Investgator

Interested investigator

Two types of [nvestigators:

1) He already has a protocol and
CaG 15 part of the project; or

2) Investigator is developing
protocol to access CaG spectfically

* (CaG website—ser Access Tab

*  On-line pre-application form

v Sample and Data Access policy
(SDAP)
Access procedures (guide for
researchers)
Access Agreement
Information on Sample and Data
Access Committee (SDAC}I

Interested iveszaorstonld go on CaG's
website, under access, and fill-in the pre-
application form and submuit it.
Investigator should also review documents
related to access and be aware of related
conditions

CaG —-5c.
Dir.

Pre-application evaluation

Pre-application form
Support letter (with cost policy)

Sc. Dir should evaluate the pre-application
and grant access to Data/sample Catalogue
Send a support letter with password + kost

policy|

Investigator

Review of available data/sample

v Web based search/information
available

»  Meeting with CaG staff

® Data/samples Catalogue

» Investigator should log onto CaG website
with password provided by Sec.Dir. to access
the Catalogue

» Review of Catalogue by Investigator

* Decision whether to continue access demand
of to abandon

[nvestigator

On-line application”
»  (CaG need to define content of
form

» Confidentiality policy (See SDAP):
to inform the researcher that all
information provided will be kept
confidential

* On-line application form

* On-line access demand to be filled

* (confidentiality policy of CaG should be
brought to his attention and investigator must
accept it)




Access harmonization: possible? necessary? @

Access to who?
For what?

IP, publication
Policy, return data —
Etc. Consent restrictions

Institutional
approvals?

Biobank

access
h_ system

Transfer of
samples/data
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Value based judgements

Jurisdictional restrictions



Access harmonization: possible? necessary? @

Full biobank access harmonization not possible
and...not necessary either.

However, for multi-biobank research, a
IS necessary

Important to avoid unnecessary hurdles to
access when conceiving the access system
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Access harmonization: possible? necessary? @

Full biobank access harmonization not possible
and...not necessary either.

However, for multi-biobank research, a
IS necessary

Important to avoid unnecessary hurdles to
access when conceiving the access system

What is this minimum level of
harmonization?



What are some tools available? (1)

[ Access
Policy

AcCcess
Procedures

[ AcCess Provided by
A

Services

biobank

greement
Access ACCESS
forms Interface: web?




What are some tools available? (2) @

P3G Sample and Data Access Policies: Core
Elements



