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Key Points of this Document

1 Purpose and Contents

a.  Thisdocument defines the Trust’s procedure for Tissue Bank Consent forms and withdrawal
procedure.

b. The document details the requirements for the acceptance of a valid, correctly completed
consent form.

2 Roles & Responsibilities

a. Staff involved in reviewing consent forms must comply with the requirements set out in
Section 4.

b.  Training in this procedure will be by a competent member of the RPH research team.

C. Following a period of supervision (depending on the individual needs of the trainee) there
will be an informal assessment.

3 Policy

a. This SOP is mandatory and, as per the Trust’s Information Governance and Records
Management framework, non-compliance with it may result in disciplinary procedures.

4 Procedure

Informed consent, to donate tissue for research, is taken before patients undergo diagnostic
procedures. The Tissue Bank consent forms will be collected from RPH by a member of the Tissue
Bank team.

4.1 Consent forms

a.  Check which fields the patient has indicated on the form that they are consenting to. If they
have consented to having samples tissue banked, the patient should write their initials in
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the boxes. The forms should be signed and dated by both the patient and consent taker. If
all these conditions are met, tissue bank samples can be collected.

b. The TBOG has agreed that for cases pre-2017 if one date is missing or if the witness and
patient’s signed dates differ, these forms are acceptable in view of the differing consent
processes, within different departments, which were in place at the time. Both patient and
witness signatures and initials in the statement boxes must be present. Going forward
(2017 onwards) one date is not acceptable. Two different dates can only be accepted if
both dates are pre procedure (forms are being posted to the patients in some
circumstances and re-discussed on admission which may lead to patients dating the forms
pre-admission). Two dates must be present in addition to both signatures and initials in the
statement boxes.

C. If there is a sample (tissue or fluid) for banking in the RPH fridge and the tissue consent
form is not in the designated pick-up point, check the RPH Patient Records System and the
tissue bank scanned folder in Tissue Bank Files by searching the patient’s hospital RGM
number if a previously scanned copy is available. In this instance, the RGM number can be
found on the specimen pots or theatre list. If a consent form cannot be found the sample
must not be tissue banked, or if samples have already been taken, these should be disposed
of following DN375 or HLRI Medicine Safety Manual if disposing in HLRI.

d. Ifthe patient details, on the specimen pot or blood tubes, do not match the information on
the consent form or the patients request form, contact the person sending the samples. If
a correct consent is not in place, the person who sent the samples should be contacted to
inform them that without a valid consent form tissue bank samples cannot be stored. If a
valid consent form cannot be obtained, then the samples must be discarded, and the details
recorded in the disposal spreadsheet and Tissue Bank Adverse Event and Near Miss
Reporting spreadsheet.

e. Once the consent form is scanned, rename the document with the patient’s RGM number
and the date the form was consented by the patient. If the form is not valid, include the
reason when renaming the document. Save it in the relevant sub-folder in the scanned
folder in tissue bank files. The hard copy can be disposed of in the shredding station for
confidential paper provided by the Trust (refer to DN586 for the Trust document shredding
procedure).

f. If a consent form is incorrect or incomplete, complete the ‘incomplete consent’
spreadsheet.

g. A copy of the scanned consent form is also uploaded onto the patient’s Electronic Medical
Record.
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4.2 Withdrawal of Consent

Requests for withdrawal of consent should be received in writing. Sometimes, patients may
go through their consultant who will then email the message to us. This request should
include enough details to identify the patient (e.g., hospital number and full name). Upon
receiving a request:

a. Log onto the tissue bank database and perform a search using the patient’s RGM number
(refer to SOP101 How to use the Tissue Bank Database).

b. If tissue bank samples have been collected and stored; the samples should be disposed of
according to DN375 or HLRI Medical Safety Manual in the HLRI and recorded in the tissue
bank sample disposal spreadsheet, with the reason for disposal (e.g., withdrawal of
consent). On the tissue bank database, all samples should be marked as ‘Disposed’,
following the protocol for removal of samples, and choosing ‘Disposed’ as the ‘Company
receiving or reserving tissue’ (SOP101). Remove only the information stored on
guestionnaire section of the database (e.g., medical history, medication).

C. Samples which have already been anonymized and supplied to a third party cannot be
disposed of. The patients are informed of this in the PIS before they sign the consent form.

d.  Scanand upload the patient’s withdrawal letter and amended version of the consent form,
that is clearly indicated with withdrawn consent, to the RPH Patients Record System and
the Tissue Banks scanned folder.

e.  Delete the original scanned copy of the consent form in the Tissue Bank files and Inform
the IT department that the original scanned document needs to be removed off the RPH
Patient Records System.

f. If the patient is on a specific trial/research project, the researcher will need to be notified
by email to inform them of the patient’s request to withdraw consent and that their
samples will be disposed of.

5 Risk Management / Liability / Monitoring & Audit

a. The R&D SOP Committee will ensure that this SOP and any future changes to this document
are adequately disseminated.

b. The R&D Department will monitor adherence to this SOP via the routine audit and
monitoring of individual clinical trials and the Trust’s auditors will monitor this SOP as part
of their audit of Research Governance. From time to time, the SOP may also be inspected
by external regulatory agencies (e.g. Care Quality Commission, Medicines and Healthcare
Regulatory Agency).
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C. In exceptional circumstances it might be necessary to deviate from this SOP for which

written approval of the Senior R&D Manager should be gained before any action is taken.

SOP deviations should be recorded including details of alternative procedures followed and

filed in the Investigator and Sponsor Master File.

d. The Research and Development Directorate is responsible for the ratification of this

procedure.

Further Document Information
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