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 Do you store tissues 
and / or cells**

intended for human 
application for more 

than 48hrs?

Yes

Do you have a licence 
under the HT Act to 

store relevant material 
for transplantation?

Yes

You will automatically be 
considered to have a licence 
under the Regulations for

•Procurement

•Testing
•Processing
•Storage
•Import / export
•Distribution

of tissues and / or cells for 
human application.

Is the storage 
regulated by the 

MHRA?*

Where an activity is 

already regulated by 
the MHRA a licence 
from the HTA will not 

be required

You will require a 

licence under the 
Regulations

Do you procure, process, distribute or 
import / export tissues and / or cells 
intended for human application or 

carry out testing?

Are these activity/ies carried out 
under a third party agreement 
with an establishment licensed 

by the HTA for activity/ies
relating to tissues and / or cells 

for human application?

No

Are the activity/ies

regulated by the 
MHRA?*

Where an activity is 
already regulated by 
the MHRA a licence 

from the HTA will not 
be required.

Yes

No

No

NoNo

You will require a 
licence under the 

Regulations

**Tissues and cells including cell lines, stem cell lines and donor lymphocytes.

*Regulated by the Medicines and Healthcare Regulatory Authority under the 

•the Medicines (Homeopathic Medicinal Products for Human Use)   Regulations 1994

•the Medicines for Human Use (Marketing Authorisations Etc.) 

Regulations 1994
•the Medical Devices Regulations 2002, or

•the Medicines for Human Use (Clinical Trials) Regulations 2004.

Yes

Yes

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