New Staff Introduction to the Human Tissue Act (2004) – History and Keele University Guidelines
The Human Tissue Authority (HTA) is the government appointed body established to oversee establishments that store and use human tissue (and its derivatives) for research, patient treatment, post-mortem examination, teaching and public exhibition.

In order to perform the activities listed above any individual institution must have a Human Tissue License (HTL). This is available through application from the HTA. A requirement of the HTL is that the HTA can and will perform inspections of licensed establishments to ensure continuous compliance with the licence conditions.

What does this mean to me?

As a new staff member, and if appropriate to your research, you are required to familiarize yourself with the procedures associated with the HTA at the Institute of Science and Technology in Medicine (ISTM). These can be found on:

· ISTM intranet 

https://www.keele.ac.uk/researchsupport/researchgovernance/introductiontohumantissueact2004/
· Keele University Research governance website 
https://www.keele.ac.uk/researchsupport/researchgovernance/introductiontohumantissueact2004/ 
In addition you should also make yourself aware of the HTA codes of practice 
https://www.hta.gov.uk/guidance-professionals/codes-practice
· Code of Practice 1 – Consent

· Code of Practice 5 – Disposal

· Code of Practice 8 – Import and Export of Relevant Material

· Code of Practice 9 - Research

The ISTM is the single holder of a HTL allowing research with relevant human tissues at Keele University (see below).
Key Personnel

Licence Holder – Prof David Amigoni
Designated Individual – Prof Nicholas R Forsyth
Human Tissue Officer – Dr Alan Harper

Human Tissue Officer (Faculty of Natural Sciences) – Dr Daniel P Tonge
Person Designate – Prof David Furness
Person Designate – Mark Smith (Research Manager)

How will this affect my research?
ISTM holds a HTL that permits both research and storage activities. Responsibility for current National Research Ethics Service approval, informed consent, or approval from other authorities lies with the PI of the study. However for best practice you may wish to enquire about the existence of these approvals if you are in any doubt. 

The HTL requires us to maintain a certain standard of research practice so you should familiarize yourself with the Standard Operating Procedure templates (found at http://www.keele.ac.uk/research/istm/safety.html) and use them for recording all protocols and procedures associated with human tissue (and their derivatives). This will help your record keeping, experimental control, and potentially enhance your research capabilities.
What do I do now?

1) Read the Human Tissue Handling Manual on the ISTM intranet

2) Read the HTA code of practice on consent (COP1) and Research (COP9).
3) Contact Dr Alan Harper (a.g.s.harper@keele.ac.uk) or Dr Daniel P Tonge (d.p.tonge@keele.ac.uk) before starting any work using human cells or tissues.
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I have read and understood the information both on the attached sheet and the mentioned website links and understand the implications of the HTA.

□ I agree to contact Dr Alan Harper or Dr Daniel Tonge before undertaking any work using human cells or tissues

I  confirm that I have read:

□  The ISTM Human Tissue Handling Manual

□  The HTA code of practice on Consent (Code of practice 1)

□  The HTA code of practice on Research (Code of practice 9)

Name:……………………………………………………………………………………..

Signature:………………………………………………………………………………….

Date:………………….. 
