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Introduction
BJ Clark



Quality matters

 Because:
— We owe it to patients who donate samples.




Quality matters

e Because:

— We owe It to researchers who use our
services.




Quality matters

e Because:
— Attention to quality is an ethical issue.




Quality matters

e Because:

— It Is required to comply with legislation and
regulation.

S HTA

Human Tissue Authority



Quality matters

e Because: .gp
— We have a duty to funders.

-'Ev.*.‘-r.n-. b e e
researching the cure
LUDWIG
INSTITUTE m HRE . .
DH ’ Department LEUKAEMIA : Marie Curie
of Health @RESE“‘RCH I_GR_, mll-l.ﬂﬂ. Cancer Care
r AR, CANCER SUPPORT Devorted to Life

B ESEARCH

= Lr) ®©>

i‘&." . 1”" ‘“"‘:. .f"ll .
ten?\/@h ) %210 wellcome st ny"/I;shl re
LUNE CANCER e oA A cancer
FOUMDATION Liywodsmeth Cynullad Cymm research



http://www.bbsrc.ac.uk/
http://www.breastcancercampaign.org/
http://www.cancerresearchuk.org/
http://www.cso.scot.nhs.uk/
http://www.dh.gov.uk/Home/fs/en
http://www.esrc.ac.uk/ESRCInfoCentre/index.aspx
http://www.lrf.org.uk/
http://www.ludwig.ucl.ac.uk/
http://www.macmillan.org.uk/home.aspx
http://www.mariecurie.org.uk/
http://www.mrc.ac.uk/
http://www.centralservicesagency.com/display/rdo
http://www.roycastle.org/
http://www.tenovus.com/
http://www.word.wales.gov.uk/
http://www.wellcome.ac.uk/
http://www.ycr.org.uk/web/ycr/
http://www.leukaemia.org/
http://www.abpi.org.uk/
http://www.aicr.org.uk/
http://www.breakthrough.org.uk/

Quality matters

e Because:

— Biobanking and research is futile without

it! @\\

“I've done a search for studies using
quality samples and it turns out we haven’t
done any ...."



CCB Guiding principles

7. Biosample resources exist to provide a quality
service

7.1 Quality management should be integral to the
management of any biosample resource.

7.2 An individual or organisation who does not attend
to quality management of the samples and overall
resource diminishes the utility of the resource and
thus disrupts the chains of trust and benefit.

7.3 A commitment to provide a service is necessary in
the management of a biosample resource.

7.4 An individual or organisation that provides a poor
service to donors upstream and researchers
downstream diminishes the utility of the resource
and disrupts the chains of trust and benefit.
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Human Research Tissue Banks / Resources / Biohanks
Guiding Principles

Intreduction

This paper contains guiting principkes applicable to the management and operation of a human bicsamgiie resouros
£ ank in the etfical and legal ensironmestof B UK ram 2008 cowards. Thiese are the guiding princighes. that
underpin the Mational Cancer Research Instilute’s (NCRI) Condederation of Cancer Biobaris (CCR).

Thee cganisastions providing amy of e senvioes of procurement £ aogeisition, aneatstion § guality control, storsge,
catalaguing and distribelon of human bidogical ssmpkes wse wnios iermincioghes. o describe thermsetas

Thesae include bank, bichank, resounce, reposiiong, collsction, archiae, library and others. Smilarly, mony of Bese
organisalions use & vanely of lerms o desoribe B naturs of the buman Bickgcal samgles that they oblain and
prowide. Thess include Bssue, Biossmpls, biospecimen, & specSic disssss tom g cancer bank), & spacific part
of the body {ag. Brain bank, blood bank), an estract of the primary semphe typs (eg. DA bank], ot The guiding
arinciphss in this paper i be applied o al such organisations irespective of the lerms apoied.

Ther guiding prisciplies contsinest in this papar are derved from & varely of scurces. In parficular, thay reflect a
crmgrsiie af the views of sewral leders of natonal nob-fargrafit buman research blatanks from a nombser of
cournbies, as represented by the grown known s the Marble Arch Working Growp, These vievws are alsa in keeping
il apinicrs expressed in other pulilicalions and in other fom, Bath nalicnal and inkernational, i recent yosrs
Howersver, b0 date There is no published consensus stalement contaning these principles from any group other
than the MCRICOR. The CCB wishess i promulgate theses principhs o build brosd consensus within e wider
comenunity beyond the membership of the CCR.

Binbanks / biosample resouroes, elc ane nal isolied entilies. They exist in an “ecosystem™ or community of
staweholders thal is diverse and inchudes the public, palients, healShoare workers, scienfists, gowernment, funders
of soience, roviders of healthoane serioes, ethicsls, regulators and others. Biobasies play 2 central rode i the
masticscpinany “Giraln oF Supply ™ that axtends from the danars through to e end-user researchors under the
infzence of thee many stakehokders who interact with the supply chain, Each person or organisation interacling with
B sy chain bas a respoensibil®y o adbee 1o comman el guiding prisdples and ensone St biesample
supgly s served and benalits realised.

Thee guiding princples proposed can be sumened up by the responsibilSes an Al invalved b0 mainkin Be chaing
of brued, cugtodianship and benefil song B supply chain for samples from donons o end-user nsearchers. in
addifion, such aclivilies should be conducied with Congent and under cost-conlribation Bnancial models for the
onward provision of samples along B supgly chain,

2. Biosample resources are for the public benefit
7.5 Samples are best held in specifically designated A oo st e OSSR

facilities and premises to maintain quality and
security and ensure that the integrity of the chains
of trust, benefit and supply are best served.

members of B public, sho may Bz patents in a hoalthcare selling or fesltby donors in other sefings. These
danations of samples are infended o further research info hurmen healh and dsesse.
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This workshop ...

Reqgulatory aspects
Quality management systems
Data management systems

Technical aspects of repository and
laboratory work



Why are we doing this?

To allow patients to participate in research.

To enable the highest quality and most relevant
laboratory research.

To help speed the benefits of research back to patients.

Without patients and their willingness to donate samples
and participate in research, the fight against disease
would be far behind where it is today.

It iIs Imperative that we do a good job on their behalf and
“quality” needs to be at the heart of everything we do.
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