
 

This is a controlled document 
Any printed versions of this document will be classed as 

uncontrolled     

Human Tissue Act  
SOP – Flowchart guide for working with Human Tissue or materials 

 
SOP Reference: 
 

SOP/HTA/01 

Version Number V 4.0 
 

Date: 17/04/2018 
 

Effective Date: 01/05/2018 Review by: 01/05/2019 
 

 
Reviewed:  
Dr Georgios Giamas 
Designation:  
Designated Individual 
School of Life Sciences 
 
Reviewed:  
Dr Robert Fowler 
Designation:  
Persons Designate  
School of Life Sciences 
 

Signature 

 
 
 

 
 

Date 
 
20/04/2018 
 
 
 
 
20/04/2018 
 

 
Version  Date  Reason for Change 
2 1/07/2015 Change of header to reflect 

University wide license 
3 17/07/2017 Change to reflect the update to 

DI 
4  Changes to reflect the updated 

Codes and Standards – 
including process for imported 
samples 

  



 

 

 

 

 

 

 

 

 

 

  

My project is using 
relevant material from 
NHS patients or 
recruiting them because 
of their health status 

My project is using 
relevant material from 
healthy volunteers 

Consent is not 
required 

 

Storage of material under 
HTA licence required 
unless material is 
transported or rendered 
acellular within one week  

 

NRES Ethical 
approval is in place 

Consent is 
required 

CREC Ethical 
approval is 
required 

Storage of material under 
HTA licence unless 
material is transported or 
rendered acellular within 
one week  

 

YES 

NO 
YES 

YES NO 

This material was obtained 
from living persons prior to 
2006  

Consent is 
required 

 
Storage of material 
under HTA licence not 
required if remaining 
material destroyed at 
end of project 

YES 

NO 



 

 

 

 

 

 

 

 

 

 

 

 

 

 

  

My project is using non- 
identifiable material from an 
existing research Biobank or 
diagnostic archive which has 
generic ethics approval from 
NRES. 

My project is using non- 
identifiable material from 
existing research Biobank 
or diagnostic archive which 
does NOT have generic 
ethics approval from NRES. 

 

Consent is not 
required. 

 
NRES Ethical 
approval is 
required 

 

Storage of material under 
HTA licence, unless 
material is transported or 
rendered acellular within 
one week  

 

Storage of material 
under HTA licence not 
required. 

 

Consent is not 
in place  

 

NRES Ethical 
approval not 
required. 

 

Yes Yes 

My project is using identifiable 
material from an existing 
research Biobank or diagnostic 
archive. 

Yes 

Consent is in place 
OR material was 
stored prior to 
2006. 
 
 
 
 NRES Ethical 

approval is 
required. 

 

Storage of material under 
HTA licence, unless 
material is transported or 
rendered acellular within 
one week. 

 

Yes 
No 



 

 

 

My project is 
importing relevant 
material from 
another country. 

I am using relevant 
material for the 
express purpose of 
making DNA and/or 
RNA. 

Storage of material 
under HTA licence not 
required. 

 

Yes 

NRES Ethical 
approval is in 
place. 

 

Consent is not 
required, but it is 
good practise to 
obtain it. 

 

Yes 

No 

Yes 

Consent is required, 
unless analysis to be 
used for medical 
diagnosis or treatment 
or it is anonymised and 
has NRES approval 

 

I am using 
extracted DNA 
and/or RNA. 

No 

NRES Ethical 
approval NOT 
required. 

 

Yes 

Storage of material 
under HTA licence not 
required. 

 
Storage of material under 
HTA licence required 
unless material is 
transported or rendered 
acellular within one week  

 

Storage of material under 
HTA licence required 
unless material is 
transported or rendered 
acellular within one week. 

 

Are equivalent samples 
obtainable from within the 
UK? 

No (this needs to be proven) 


