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Governance Framework

Designated
Individual, Section 18

Person
Designated Licence Holder
by DI, Section 17 (if not DI), Para 6(4) of Schedule 3

SHTA

Human Tissue Authority



Background

Suspected serious adverse reactions, in the donor or in
the recipient, and serious adverse events from donation
to distribution of tissues and cells, which may influence
the quality and safety of tissues and cells and which
may be attributed to procurement (including donor
evaluation and selection), testing, processing,
preservation, storage and distribution of human tissues
and cells should be notified without delay to the
competent authority.’
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Definitions- Serious Adverse Event

‘Serious adverse event means any untoward
occurrence associated with the procurement,
testing, processing, storage and distribution of
tissues and cells that might lead to the
transmission of a communicable disease, to
death or life-threatening, disabling or
Incapacitating conditions for patients or which

might result in, or prolong, hospitalisation or
morbidity.’
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Definitions- Serious Adverse Reaction

‘Serious adverse reaction means an
unintended response including a
communicable disease, in the donor or in the
recipient associated with the procurement or
human application of tissues and cells that is
fatal, life threatening, disabling, incapacitating
or which results in, or prolongs, hospitalisation
or morbidity.’
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Requirements of the HTA

System to report, investigate,
register and transmit
information about serious
adverse events and reactions to
establishments as necessary
and to the European
Commission annually.

Ensure that all persons or
establishments (including 3
parties) involved in donation
through to distribution have
systems in place to identify,
investigate, report, record and
notify other establishments and
the HTA, of serious adverse
events and reactions.

Inspections and control
measures.
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Requirements of the Procurement

Establishment

System to report, investigate,
register, transmit information

Recall procedure
Procedures to retain records

Procedure to notify tissue
establishments of any serious
adverse reaction in the donor

Procedures to notify tissue
establishments of any serious
adverse events that occurred
during procurement
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Requirements of the tissue
establishment

SOP for identification, investigation,
reporting, recording and notification
of SAEs and SARs.

If the establishment distributes
tissue, it should provide details of
any other tissues and cells implicated

Evaluate serious adverse events to
identify preventable causes

If a third party is used, the
establishment must ensure that the
third party is given copies of alerts
and other relevant communication
from the HTA

QHTA

Human Tissue Authority




Requirements of the Human
Application Establishment

System to report,
Investigate, register,
transmit information

Recall procedure

Procedures to retain
records

Procedures to notify tissue
establishments of any
serious adverse events or
serious adverse reaction in
the recipient
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Who should report?

Responsibility of DI

Procedures should
identify key personnel
responsible for reporting

All staff need to
understand the reporting
requirements
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Reporting Mechanism

On-line through the HTA Website

SAE or SAR needs to be reported without delay

Two part process:

- submit initial report

- carry out internal investigation, then submit
‘follow up’



HTA Process

Review of report
submissions

Contact establishment
Contact other regulators

Formulate and send
Regulatory Alerts

Inspect establishments



Examples

SARS:

- Discovery or occurrence of a disease in the
donor or recipient potentially related to the
donation process.

- bacterial infection

e SAEs:

- Biological screening of donor not complete

- Labelling issues

- Storage event with implications or potential implications
for the quality of the graft and for the safety of the
recipient(s)

- Poor quality of the product before use



Summary

DI's responsibility to ensure SAEs and SARs
are reported to the HTA

Establishments need robust reporting
procedures, and responsible personnel

SAEsS/SARs need to be reported without delay

Reports need to be submitted via the HTA
website.
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