Do | need a licence under the Quality and Safety Regulations?

Do you carry out any of the following
activities?

store (for more than 48 hours)*;
procure;

process;

test;

distribute; or

import/export

tissues and / or cells** intended for
human application?

Yes

You will require a licence under the regulations.

A 4

Are your tissues and cells for use in
the development of an ATMP'?

Yes

No

A\ 4

A licence is not required.

A\ 4

\ 4
A licence may not be required for the
processing, storage or distribution of the
product. '

*End users of acellular / demineralised products do not need a licence
for storage
**Tissues and cells including cell lines, stem cell lines and donor
lymphocytes
"Advanced Therapy Medicinal Products (ATMPSs) are regulated by the
Medicines and Healthcare Regulatory Authority under the:

o Medicines (homeopathic Medicinal Products for Human Use)

Regulations 1994;
o Medical Devices Regulations 2002; or
« Medicines for Human Use (Clinical Trials) Regulations 2004.



