Annex C

The link between ethical approval and the licensing and consent exceptions
for human tissue in research

The link between ethical approval and the licens ing and consent exceptions for
human tissue in research

Are samples to be stored for use in a
specific project with approval from a
‘recognised’ research ethics committee (REC)?

! .

No Yes

!

Are samples to be received from a HTA-licensed
research tissue bank (RTB) with generic ethical
approval from a ‘recognised' REC?*

| l

No Yes
! ! ,
HTA licence is required to HTA licence is not required to
store the samples store the samples
¥ ¥
Are the samples ‘existing Are the samples ‘existing
holdings"? holdings'?
No Yes No Yes
Consentis| | Consentis Consent is
required | |notrequired not required

Are the samples from the living AND
non-identifiable (e.g. coded) to the

researcher?
i L J
No Yes

Consentis| | Consentis
required | |notrequired

*Please note the following:

+« Some RTBsrequire external researchers to obtain project-specific approval from a
recognised research ethics committee.

+ RTBsneed to be covered by a HTA licence because at least some of the tissue being
stored is not for specific projects holding approvals from recognised research ethics
committees
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