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Background

 As more biobanks are launched, the key challenge for biobanking
governance and effectiveness is to provide fair access.

« Donors consent to give samples with the expectation that they will
be used, make a positive contribution to research and a real
difference to future healthcare.

« Access is the key step to fulfil the agreement with donors and
preserve the intertwined chains of

— Supply -

4 t'lr Confederation o
— Trust "1‘5\’. E fd(_'erf
— Custody :{\A , -

— Benefit TR http://www.ncri.org.uk/cch




What do biobanks provide access to?

Samples

Annotating personal / clinical information
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So what is the problem with access?

Funders, patients, researchers, employers
and regulators seem to have different
views on the best policies and practices
for granting access to precious human

biosample resources.

So how can biobanks set policy?




Our work aimed to reduce duplication of effort and increase

sharing through the provision of a practical instrument

Current situation: Our aims:
« Variety of regulation and A practical instrument for
guidance developing an access policy,

_ including example language and
 Confusion options for tailoring, in 2 parts:
* Duplication of effort and 1. A template list of terms

variation in policies

2. A template data and
* Difficult to combine resources materials transfer agreement
from different sources

_ » Greater consistency
* More confusion » More effective sharing/pooling of

resources
» More duplication of effort
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We have created a ‘Template for Access Policy Development’
iInformed by wide consultation with interested parties

Initial
Consultation

Initial Consultation:

* Ran from Aug to Oct 08

» High response from users
of data and samples

* Fewer responses from
consumers and those who
collect data / samples
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Template
Guidance

S

Template Guidance:

» Does not define or
impose policy
» A practical instrument

 Start of an ongoing
process of updating

Ongoing
Consultation
and Feedback

L

Ongoing consultation:

* With regulators — HTA,
ICO, NIGB and NRES

» With groups with low
responses in the original
consultation



Responses to our initial consultation have been

pu blished - http://www.ncri.org.uk

Summary of responses to consultation on
‘Access to Samples and Data for Cancer Research’
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« Support for the widest access consistent
with a collection’s consent.

* Access by commercial organisations was
more controversial, but the majority of
respondents were in favour.

» The importance of peer review to ensure
scientific merit was widely recognised and it
was seen as reasonable to accept peer
review carried out by funding bodies.




Responses to our initial consultation have been

pu blished - http://www.ncri.org.uk

Summary of responses to consultation on

‘Access to Samples and Data for Cancer Research’

*\Where collections are created for a particular
purpose, this primary purpose must have
priority over any secondary access.

* However, beyond this the collection should
be made as widely available as possible and
that the original consent should cover other
research uses.

AECEEEE ERANFED
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Responses to our initial consultation have been

pu blished - http://www.ncri.org.uk

Summary of responses to consultation on
‘Access to Samples and Data for Cancer Research’

13

* Respondents recognised that it might be
necessary to give originators priority
access to their collections.

*Many respondents felt that samples should
not be stored ‘in case’ a new application
emerges while blocking potentially
valuable work now.

ACCESS

REQUIRED




Responses to our initial consultation have been

pu blished - http://www.ncri.org.uk

Summary of responses to consultation on
‘Access to Samples and Data for Cancer Research’
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» The importance of protecting donor and
data subject confidentially was universally
recognised.

 Where consent is withdrawn, regulators’
responses to the consultation provided clear
guidelines for the approach.



- Responses to our initial consultation have been

\} published - http://www.ncri.org.uk

« Communication of research outcomes to
both donors / data subjects and the general
_ public was seen as important, although
e Al | communicating individualised results was not
considered appropriate,

* Most respondents believed that it is
appropriate to recoup any costs incurred in
supplying a recipient with data or samples.

COS T
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Responses to our initial consultation have been

pu blished - http://www.ncri.org.uk

» Co-authorship for custodians was not
considered a reasonable condition of
access unless the custodian has made a
Summary of responses to consultation on significant contribution to the work.

‘Access to Samples and Data for Cancer Research’
« However, appropriate acknowledgement
of originators and custodians was
recognised as important.

© Original Artist
Reproduction rights obtainable from
wrw, CartoonStock.com

Ta2lyy,

"Dang! — Still no lifetime
achievement award!"
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- Responses to our initial consultation have been

\} published - http://www.ncri.org.uk

 The body making governance decisions
should have representatives from all
stakeholders (custodian, originator, funders,
independent experts, patients and the public).

Summary of responses to consultation on
‘Access to Samples and Data for Cancer Research’
 However, governance arrangements should
also be proportionate to the size of the
collection.

17



We have reviewed our template with some key

groups before releasing it for wider feedback

Legal review To ensure that language is legally sound

Information Commissioner’s Office
National Information Governance Board
National Research Ethics Service

Consultation with
regulators

Views on the terms included
Clarity of language and presentation

Consumer input

Released as an  Usable document
‘open draft’  Further consultation and feedback

18
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Key Content of the Template

 Partl. Template list of access poliCy terms sy s
— Terminology Research: Template for

— Overview of the collection and the access Access Policy Development

process
— Eligibility for access

— Application for access
— Processing applications
— Conditions of access
— Governance processes

www.ncri.org.uk
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Key Content of the Template

 Part ll. Developing a data or materials Samples and Data for

transfer agreement Research: Template for
— Introduction Access Policy Development

— Terms of a data and material transfer
agreement

Morgan Cole Eﬂ

— Alison Patten-Hall
— Darren Curtis

www.ncri.org.uk
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!--f\! The ‘Template for Access Policy Development’ is a

\J practical and flexible resource

o]
Institute

— Template for Access Policy Development —

* For u Se by a Vari ety Of fu n d i n g an d researc h Collection egquesting advence notics of publication:
organisations Racplsta et povice o ks it manescits Gy coced

publication of presentation of msults based on matenal from the collection
Comments, if any, wall be prowded within [tima kmi]

Submission of published papers:

b I ntended a.S a. practical i nStru ment th at: Copiss of any publicalions or presentations usmng matanal from the collecSion

showld b proveded to (e cupiodan

i. ReﬂeCtS g00d praCtlce and ConsenSUS 10 23 Feally. 2 publicateon poboy may wish lo specly the fom of acknowledgmant

Acknowiedgement of the codlection:

” . Can be tal Iored tO CI rCU mstan CeS Any publicalion or presentabon using matenal from the colledion should indwde

an acknowitdgemant wiing 1he text below

iii. Avoids duplication of effort [Ackneniedgumenext]
1 Malnmenance and snrchimen of the collgctian
&)

10 24 Custcdians may requers recgients 1o pronca rasy dale and any Sgnyaieeg or

’ composts matenals generated dunng thair stodes. along veth documentabion to the

1 collection The Bceess poiicy may specify what :I.1|.'|.1.i_'-:| matenals ane regquired and
. . . . . tha machanisms by wiech they should ba submufied This submisson may need Lo

Covers the principal topics and considerations be dlayed o prctect I and custodians iy smsh 10 prcac for ths m 18 pobcy

. . 2) Enrlchiment of the collection:
References detalled gl.“dance N On completaon of their study, recipens should provide their [data / matenals fo
b provided] 1o/ the custodan for possible inclusion i the collection. [Dada and'or
mabenals] should be proraded within [time bmet] unless a delay is required to
2 profect IP
Submission ol maults fothe coleckon dows nod affect the requiremen for

Example text may be used directly or adjusted to fit recipints 1o mainiain ihic qon ressarch records

19 29 If dansd caia o matenaly a0e prowded 10 the cusiodan 1he 18ema under whech [Pey
may be made avalable io athers shouldbe made clear This will depend on the
exact nabure of e colleckon examples of four approaches ae proaded below
3 ) Derbwiet] datn and maierisls mads pubiically avallable;

3
‘)Options for tailoring to circumstance —

|Derived data and'cr matenals] submitied fothe colleckon maybe made publcally
availabla

Derived data and materisls made availab e to oilvér users of the collection

|Derveed data and'or matenal s} submitad toths collecton may be mads i alals
10 other registered users of the collection
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Online directories of available sample resources

* Need for both a “yellow pages” for researchers and a “shop window”
for sample collections.

 Needto be
— Simple to contribute information.
— Simple to update and maintain.
— Simple to search and use.

 Based in the NCRI Informatics Initiative’s ONIX portal
— http://www.ncri-onix.org.uk/portal/

24



= NCRI Oncology Information Exchange - Windows Internet Explorer =
@ 3 LT -] Fri-Oni, ong. k. LR Y .."-I 0.
Fle Edt View Favorbes Tools Help ® @ Convert «+ [AD Select
u Favoeites 5 B Sugoested Skes * B Fuptsu Siemens Coenputers B | HP Software & Driver Downl,.. (B | MetaFrame 3P Login & | Gat More Add-ons =
- B Mo - Page - Sofety - Tooks - -

8 NCRI Oncology Information Exchange

NEWIS & EVENTS Welcome to the NCRI Oncology Information Exchange [T] Text-only version

The NCRI OMcology Information eXchange (OMIX) is a free-to-use portal that connects many of the main public sources
of cancer research data, ONIX allows users to run searches simultaneously against multiple, selected resources.
ONIX also holds a searchable catalogue of cancer-relevant resources which allows users to find new information and
collaborative apportunitias,

DOCULENT REPOSITOR

Heed More
Infermation About
Data Standards?

Then view the Canger
r-r';tlr X wWharE you Can

discover what standards exast or are

Emai Addness

Paggword
in davalapmant in yaur aren of
nbergsk.
Did you know that..
L The Resgurce
S ch ~Metabolomics “—Proteomics Pa | Catalogue now
i T functions as &
. “..:‘-' AT Quick Search searches simultaneously catalogue of
e : 1 across a range of blomedical databases catalogues’. Visit the
Aesource Catalogue
m t v b glore it w design.
National Institute for L 23 today o explore its new desig
Health Research
w caBIG
S o 3 Dasigresd & maintainsd by NCRI INFORMATICS INITIATIVE L3

Tarms of Use | Contact Us | Privacy | Site Mag | ® NCRI 2010 | w143



{~ NCRI Oncology Infarmation Exchange - Windows Internet Explorer ElE"q_
O - oo cmomens 5o 5L
Fle Edt View Fovortes Todks  Help ¥ @Cowert - [ Select
i Favoribes i B Suggested Skes ~ 8 Fuptsu Siemens Computers 8 HP Softweane B Driver Dovend, . B | MetaFrame XF Login & Get More Add-ons =
8 NPT Oncokogy Trfamation Exchange A | mm v Psge= Safety = Tock = (g

Resource Catalogue

Cancer infollatrix

RESOURCE CATALOGUE The Rescurce Catalogue brings together and describes a diversity of biomedical resources which include databases, analytica
toals, projects, initiatives and research technologies. This infarmation has sither bean anterad directly to ONX farming the ONIX

QUK SEARCH Rasgurce Catalogue or imparted from sirmlar catalogues. These catalogues are listed below and ywou can select which you want
to search across,
DOCUMENT REPOSTOR
LIKS Look for |
in |l Biscatalogue ~
Emall Address The BioCatalogue is a curated registry of biological Web Services. H"t""l"'" "":“’“ “’hi;"
The BioCatalogue website is freely accessible to the world as it is catalogues to search across...
searchable and indexable to search engines. It provides an open by (& demain type ) resource type
Password platform for biological Web Services registration, annotation and

mMoNItoning. I am loghang for:

E Manatechnologies

BNA
[ |NCRI Cancer Bissample Directory E "
DM
Erofiesn o0 o und This is a directory of biosamples (tissue, blood and other bislogical Dl senomics
samples, including extracted denivatives) held in the UK in cancer N
biobank collections. It can be searched by a variety of parameters, Oerotenmics
T including specific tumour and biosample type. The directory provides [ Metabolomics
::' ‘:I."‘ INE'DEH ATICS information about hiow to contact custodians and how access may n
" --..,"' . be possible. |: Pathways SAntarashons
ISiaile IMITIATIVE
- . |: elling
INHS | athalogy & Tissuse Bank
National lnstitute for NCRI Cancer Clinical Trials Blosample Directory D imaging
Health Research & directory of biosamples (tissue, blood and other biclogical O redel organisms

samples, mcluding extracted derivatives) hald in the UK from cancar
clinizal trial collactsons. Searchable by a variety of parameters, the

directory provides information about how to contact custodians and
how access may be possible.

[ ctinical Research
E Eprdemaalagy

w» caBlG

y | Conimct U | Privaoy | Siie Ma W | ¥ Ty Lo e M WMATICS INITIATIVE tid3a




= NCRI Oncology Information Exchange - Windows Internet Explorer I'-_lrﬂTrf—
G.. . T B NeCTi-0rie. org. Lk, LARE S 4 .'I =
Fie Edt View Favortes Took  Help ® @tomet =[5 Select

i Favorites g B Suggested Skes = B | Fuitsu Slemens Computers B | HP Software B Driver Dovenl,.. @ | MetaFrames 3F Login B Gt More Add-ons =

EENCRT Orcolagy Information Exchangs BB 7 gmh = Pagas Safety = Tooks ~ igh-
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WS & EVENT.

Resource Catalogue

Cancar ol Aairix
Look @ Start vour search 3gain

Search results display options:

Filter by catalogue: EI'-:E.' cansar Biogampla Direstory (11) '-:1: cansar Clinigal Trials Bissamale Diredtary (1)

WPiES
Sort by: | relevance W
Email &ddress
] Py cage |1 of 2 [shaw [rre Lage
Fasswond
[iogn ] Exeter Operative Tissue Bank o
e PR RS R
FRrasmEn ro mams s s [ast upoebed: Apr 12, 2010
Borb e — wr: bbb =/ fwane peninguie orf org
Thig collection includes samples from patients with cancer affecting the following body sites: Breask,
Digestive/Gastrointestinal, Gendtounnary
:'I"!*it’ MCRI Shaw addiigoal info
E;' i IMFORMATICS
gaiele’ IMITIATIVE
INHS HYMN-T i3 onbx tntaraparability: ()
National Institute for
Health Research - et T T WA
Lozt updated: Jul OF, 2010
wrl: Bite s/ etk ks i
. caBIlG This collection includas samples from patients with cancer affecting the following bady sites: bladder cancer
Shaws nnsl ink
LMLMLIIEE.HIIH a3 SONIX Interoparability: o Catalogus: AR
f v B Sowy
last updated: Agr 30, 2010
s Babbe s, Iy i

This collection includes samples from patients with cancer affecting the following body sites: Breastk,
Digestive/Gastrointestinal, Eye, Genitourimary, Gynaecologic, Head & Neck, Lung/Respiratory/Thoradic,

0 2t 3
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Faranilen my pangears

. N ey Aessunk

t'i FCRI
INFORMATICS

L{? IMITIATIVE
INHS|

National Institute for
Health Research

¥ caBIG

ive Ti T

SHIX Interoperability: o

lfast vpdeted: Apr 14, 2040
Ll B

1

o e —altal

This collection inctludes samples from patients with cancer affecting the following body sites: Breast,
Digestive/ Gastroantéstingl, Geémtounnary

Hi itigmal inf

Information submitted by:
illipn e
Contact Information(Fostal address, work phone, email and the collection keeper):
Gilliar Baker -"""‘5'.||-!I MIHR Clirncal -\esea ch Facihty, Peninsula Medscal Schoel, Barrack Read, Exeter, EX1 25R,

.-..3‘:-... 406751, Gk rprdafs mb Peningula HlHﬁ Climecal Resaarch Fa-:- v Royal Devan & Exeter NHS
Feundaticn Truss

Status:
Completed
Specific Subtypes of Cancer/Diseases in this collection:
Breast Cancer, not otherwise specified, Colon Cancer, Bladder Cancer, Kidnay (Ranal Cell) Cancer, Prostate Cancer
Collection Status:
Accrusl i Pragress
Acceds arrangements:
Contact: of§omE.ac.ulk
Accessibility:

Cpen to Applicants, Open in Rlesponse to Specific Calls, Spen Only Throwgh Collaboration with Cantrolling Graup,
varable dependent on bssus type

Sample types:
Frazen Disease-Affacted Tissus, Frazen Unaffectad Tissue, Paraffin Embedded Disemse-Affectad Tiswe
Sample derivatives:
DA, RMNA
Biomarkers already measured in these samples:
Annotating infoermation available:
Fatholegy Feport, Summary of Health Record Medical Information, Variable dependent on tissue type
Publications arising from the use of this collection:
Two publicaticns in prep.
Funders of this collection:
Hational Institute for Health Research
Lacation where this collection is stored:

Exeter, East Devon, UK

Additional Infermation:




AL INITIATIVE

(NHS |
National Institute for
Health Research

¥ caBlG

HYMN-T i3 ONTX Tntaroparabili

fast updated: Jul OF. 2010

wri B gelb. nhg, gk
This collection includes samples from patients with cancer affecting the following body sites: bladder cancer
Hi ikigrgl infy
Status:

Completed

Hame of Body/Organisation/ Individual who controls the collection:

UCLH (umder the care of Pref Jahn Kelly)

Contact information below:

Kathryn Matthews, 0121 414 9524, kromatthews@bham ac .y, CROTY, Scheed of Cancer Soiences, University of

girmingham, Edgbaston, Birmingham, 815 2TT

Full Trial Name:

& randomised controlled phase [1I trial comparing

Trial Acromym:

HYMMN

Brief Trial Summary:

A randomised controlled, phase I trial companng hyparthermia ples mitomycin to 8 secend course of bacillus
Calmette-Guénn or standard therapy in patients with recurrence of non-muscle invasive bladder cancer fellowing
nduction gr maintenance bacillus Calmette-Guérn therapy. The trial aims to recruit ot least 242 patients over a 36
manth accrual pered.Hyperthermia and mitemycin treatments or control (SCG) will be given over 8 2 year periad.
Frimary gutcome measures:(1)Disease-free sunival time{2)Complete response rate at 3 months, in the subgrowp of
trial patients with CI5.Secondary cutcome measures:(1)Recurrence-free survival ime(2)Progression-free survival time
(3)@verall purvival time (4)Disease-specific survival time(5)Safety and tolerability of HM{E)Quality of life(7)}Cest
effectivenessTranslational cutcome measures: HYMN will incorporate translaticnal components: blocd, urine and tissue
will be collected for future studies.

The current status of the collection:

Accrual m Pragress

Location of the access policy and material transfer terms and conditions:

&% thas 15 & tnal collaction
wact the Chief Irvcestgater of the traal (Prof John Helly)
furthar detaals,

The current accessibility for the collection:
Access Festricted at Present

Primary sample types and the number of donors:

Faraffin Embedded Disease-Affected Tissue, Blocd, Uring, Frozen tissue and unaffected tissue may also be collectead f
available.

Sample derivatives and the number of donors:

DA, AMA, Tiaswe Microarrays, No denvatives as of yet. Sample collection and processing engaing

Annotating informatien:

T"_i:a'.rn:r'.. Follow-up/Qutcome, Cancer Registry Record, All informaticn willl be fully anonimised and canne registy
nformaticn will noly be sort once the patient has comleted the clinical trial

Bigmarkers (e.g9. name of Biomarker, measuremant method, etc):
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Contact me via

* brian.clark@oncoreuk.org

 onCore UK, Devonshire House, Manor Way, Borehamwood,
Herts, WD6 1QQ.

« 0208 731 4591
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