
              Human Tissue Act Toolkit for Biomedical Researchers 
 

Does your research involve the collection or use of “relevant material” as described in 
the Human Tissue Act (HTAct 2004)? 

 
Relevant Material – material consisting of or including human cells (not cell debris) 

Exclusions – serum/plasma, urine/cerebrospinal fluid (CSF) (unless the intention is to study 
cells within the urine/CSF), gametes, nail/hair samples from live donors. 
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YES  Your work is NOT regulated by the 
HTAct 

NO 

YES 

YES 

YES 

YES 

YES  

YES 

NO 

NO 

NO 

NO

NO 

Will any/all of your samples be taken 
post-mortem? 

Donor Consent is REQUIRED  
License REQUIRED for procurement 

Is the study ethically approved? 

Donor Consent is REQUIRED 

Do you have Donor Consent? 

Will you discard all samples upon 
completion of the project? 

Will you be storing only DNA? 

Will the stored cells have been 
cultured for more than 24 hours prior 

to storage? 

No further action needed. 
Storage of DNA is NOT licensable 

Samples must be anonymised 

NO 

You must store these cells in a 
LICENSED TISSUE BANK 

NO 

No further action needed 

You DO NOT need a license to store 
these cells 
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