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Important – licensing under the Human Tissue Act 2004

1. The Human Tissue Authority (HTA) was established on 1 April 2005 to regulate the removal, storage, use and disposal of human bodies, organs and tissue for a number of ‘Scheduled Purposes’ set out in the Human Tissue Act 2004 (HT Act). 

2. In accordance with the HT Act, the HTA will license the following activities involving tissue, organs or cells from the living or deceased from 1 September 2006:
· anatomical examination and storage of anatomical specimens;
· carrying out post mortem examination;
· removal of tissue or organs from the body of a deceased person for scheduled      purposes;
· the storage of a human body or human tissue, organs or cells for Scheduled Purposes,  including:

a. storage for research;

b. determining the cause of death;

c. establishing after death the efficacy of a drug or treatment; 

d. obtaining scientific or medical information about a person that may be relevant to another person; or

e. research in connection with disorders, or the functioning of the human body.
Registering with the HTA

3. As part of our preparation for licensing, we need to know if your establishment carries out one or more of the following activities in England, Wales and Northern Ireland:

· the carrying out of post mortems, for example mortuaries or private or public hospitals;
· the removal of tissue, organs or cells for a scheduled purpose, for example mortuaries or private or public hospitals;
· the storage of tissue organs or cells for research, for example mortuaries, private or public hospitals, universities, research establishments, pharmaceutical companies).
4. We have been working with each of the sectors that will be licensed under the HT Act to develop our licensing standards, which we plan to announce in April 2006. It is important that you let us know if you carry out one or more of these activities, so that we can keep you informed of developments and send you information about applying for a licence in due course.   

5. Please note that establishments carrying out these activities will not be permitted to function from 1 September 2006 without a licence, so it is in your interests to register with us as soon as possible.
6. I would be grateful if you could complete the short questionnaire attached and return it to us by 3 April 2006.

Timetable for licensing

7. Our timetable is as follows:

April 2006:  announce licensing requirements

May–July 2006: prepare and test licensing application forms

June–August 2006: education and training events for Designated Individuals (see below)

July 2006: invite applications for licences

1 September 2006: begin licensing

8. You can find more information on our website www.hta.gov.uk. This will shortly be updated to include the dates of forthcoming education and training events for Designated Individuals  – those people who will supervise compliance with the licensing arrangements under the HT Act.
Adrian McNeil

Chief Executive

Human Tissue Authority

Licensing under the Human Tissue Act 2004 – questionnaire

Please answer the following questions:  

1.
Do you store human tissue, organs or cells for purposes other than human application or transplantation. For example:
· Research         

            





         Y / N
· Determining the cause of death                       


                      Y / N
· Establishing after death the efficacy of a drug or treatment                                        Y / N

· Obtaining scientific or medical information about a person that may be  
         Y / N
relevant to another person





                      

2.
Does your establishment:

a) Carry out post mortems? 




                                   Y / N
If yes, please tick the boxes where the governance of these activities mainly relates to:

(NHS (including teaching hospitals) ( University ( Local government ( Commercial / private

b) 
Remove tissue for non-specified research?



        
         Y / N
If yes, please tick the boxes where the governance of these activities mainly relates to:

(NHS (including teaching hospitals) ( University ( Local government ( Commercial / private

4. If the answer to question 2a or 2b is yes, are the premises on the same site? 

Yes  (
No    (
If yes, how many sites are there)? _____



5. If the answer to question 3 is yes, are the activities subject to the same governance and standard operating procedures?
Yes  (
No    (
6. If your establishment stores tissue and/or organs, is this primarily for research or another purpose, for example diagnosis, clinical audit, education or education and training? If both, approximately in what proportion by volume?













%

a) Research 








(      ____

b) Other purposes 







(      ____

Please provide us with your contact details to allow us to keep you up-to-date. 

Name 

Job title

Organisation and address

Telephone

Email

Please return your completed questionnaire by 3 April 2006 to:

Stuart Giblin

Communications Officer

Human Tissue Authority

Finlaison House

15–17 Furnival Street

London EC4A 1AB

[image: image1.png]S HITA

Human Tissue Authority




[image: image2.png]An independent statutory regulator sponsored by {DH




2

