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Introduction

For the avoidance of doubt, this paper is concerned with tissues from living persons only.
The purpose of this paper is to provide guidance on the taking, storage and use of clinical
samples for a range of non-research purposes, and has been produced in response to
gueries received by the College. (Guidance on tissue research can be found in the Human
Tissue Authority (HTA)’s Code of Practice on Research).!

Tissue may be taken in a variety of circumstances, for example:

° in the course of diagnostic procedures, such as a blood or urine test, a tissue biopsy or
cervical screening

. in the course of treatment, such as removing tissue (organs, tumours, et
surgery.

This document offers guidance in three main areas.
o What activities are lawful?
o Is consent needed?

o What steps need to be taken to maintain confide

In addition, the status of incidental findings and sourcgs vice on the use of tissue

samples are briefly considered.

Lawful activities

In England and Wales, the takingof clinicaligam for diagnosis or within treatment is
covered by the common law or, wh iate, by the Mental Capacity Act 2005. The
storage and use of human tissue (' which has come from a human body and
consists of, or includes, cells”) is covered by the Human Tissue Act 2004 (‘2004 Act’). This

persons is cov ons of the Human Tissue (Scotland) Act 2006 (‘2006 Act’),
and the Adults City (Scotland) Act 2000. It should be noted that, unlike the 2004

eduled poses”, therefore lawful. In each case, valid prior consent must be obtained:

taining scientific or medical information about a living or deceased person which may
be’relevant to any other person (including a future person)

. research in connection with disorders, or the functioning, of the human body

. transplantation.

The following uses of tissue taken from the living are specifically excluded under the 2004
Act from the need for consent:

o clinical audit

. education or training relating to human health

. performance assessment (defined in HTA’s glossary*)
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° public health monitoring

° guality assurance.

(Note: consent is needed for these (and other) activities in relation to tissue taken from
deceased persons.)

3 Consent

3.1 Consent for treatment and examination is dealt with under the common law (and the Mental
Capacity Act 2005 where appropriate). Consent for scheduled purposes (see aragraph 2.2
above) is dealt with under the 2004 Act. Consent for each of these separate act
obtained at the same time; but it is important to explain clearly the activity for wi
is being obtained, including the risks and wider implications. Consent for DN
special case within the 2004 Act; the requirements are outlined below at parag

3.2 Trusts and other health care bodies are required to have local p or obtaining
consent to treatment, with which all staff must comply. It is also i r allidoctors to be
familiar with the GMC’s guidance on consent and decision making. nd Fellows of
the College should in addition be familiar with the CoIIege consent for the
processing and analysis of clinical samples following tion® and the Human
Tissue Authority’s Code of Practice on Consent.*

3.3 As noted above, consent for DNA analysis is a sp ase. Practical guidance on the
consent requirements for DNA analysis can be 1
of Practice on Consent*, from which the follo

3.3.1 In all but exceptional cases (such as the or detection of crime), the 2004 Act
se DNA is to be tested.

is not necessary to obtain separate conse here that use also involves DNA analysis, but it
should be made clear to thefd@ that their bodily material may be used for this purpose, if

: & gsing consent, the donor should be made aware if the
evealsignificant results, e.g. a family genetic condition. Their

to hold material with the intent of analysing DNA without qualifying consent.
ffence does not apply if the results of the analysis are intended to be used for

practice to obtain prior consent to use surplus tissue in an external arrangement
with a commercial company (unless the work is a REC approved research project using
anonymised tissue).

4 Confidentiality/anonymisation
4.1 Confidentiality is central to trust between doctors and patients.

4.2 In addition, the Data Protection Act 1998 requires that all personal data must be processed
“fairly” and “lawfully”.
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The GMC has issued Guidance for Doctors: Confidentiality.> This guidance sets out the
principles of confidentiality and respect for patients’ privacy “that you are expected to
understand and follow”. A useful further guide to implementation of anonymisation has been
produced by NHS Connecting for Health.®

The following paragraphs (4.4 to 4.6) are congruent with GMC guidance and are of particular
relevance to the use of clinical samples for non-research purposes.

Most patients understand and accept that information must be shared within the healthcare
team in order to provide their care. You should make sure information is readily available to
patients (for example in leaflets, on posters, on websites, face to face), explaining that,
unless they object, personal information about them will be shared within healthcare
team, including administrative and other staff who support the provision of their C

When disclosing information about a patient, you must:

use anonymised or coded information if practicable and if it will serv

be satisfied that the patient:

() has ready access to information that explains that their p al tion might
be disclosed for the sake of their own care, or for loc ical i

(i) knows that they can object
(iii) has not objected
o get the patient’s express consent if identifiable in is to be disclosed for

purposes other than personal care or local cligica less the disclosure is
required by law or can be justified in the p

o keep disclosures to the minimum ne

e keep up to date with, and ob nt1€gal requirements, including the common

anonymise

° It might B

0 not be practicable to seek a patient’'s express consent to
if information has been made readily available to the patient

Inci tal findings

It is a general principle that any important information, however obtained during an
investigation, should not be ignored, but should be explained to the patient by an appropriate
member of the investigating team.

Examination of anonymised samples (for example, in the course of teaching) may produce

incidental (or unexpected) results. When anonymisation is reversible, patients may be
informed, unless they have made in clear in advance that they do not wish to be informed.
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6 A source of further advice about tissue samples

6.1 All establishments that are licensed to store and use tissues under the 2004 Act must have a
Designated Individual (DI). The DI is the person under whose supervision the licensed
activity is authorised to be carried out. DIs have the primary (legal) responsibility under
Section 18 of the Human Tissue Act to secure, amongst other responsibilities, that suitable
practices are used in undertaking the licensed activity.

6.2 To resolve any uncertainties, the advice of the local DI should be sought in the first instance.
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