ANNEX II: RESEARCH INVOLVING HUMAN TISSUE 

This annex need only be completed if relevant to the research.
Note:  The Human Tissue Act 2004 has the broad purpose of regulating the storage and use of human tissue from the living, and the removal, storage and use of tissue from the deceased.  Human tissue is material which has come from the human body which consists of, or includes, human cells.  Accordingly, non-DNA holding substances (such as plasma) are not covered by the Act.  Human tissue which is not stored is similarly not covered by the Act.  Cell lines are excluded, as are hair and nail from living people. Live gametes and embryos are covered by the Human Fertilisation and Embryology Act 1990.

Where relevant, applicants are responsible for identifying clearly in their application why a research proposal involving tissue or substances of human origin would not be subject to the Acts referred to above.

All research which involves Gene Manipulation must be approved by a Research Ethics Committee, AND ALSO by the Biological and Genetic Modification Safety Committee prior to the start of the research project.  For further details please contact the University Safety Adviser.

	Title of Research:

	1. Specify the nature of the human tissue involved and quantity required (including if a single cell and associated DNA material)



	2. How do you propose obtaining authorisation to carry out this research, i.e. HTA Licence, NHS REC approval, or through the application of an exemption?



	3. If fœtal material, is it from other than suction terminations?  Please state:


a How soon after the delivery of the fœtus will the material need to be obtained? (this form covers spontaneous or therapeutic abortion up to 20 weeks gestation)
b Where and how will the material be obtained?

c The way in which parental consent will be obtained? (this must be discussed with the consultant responsible for the women whose fœtuses are sought for research or with a medical member of the Research Ethics Committee) 


	4. In submitting this application you are required to certify that:


a You have fully complied with the requirements of the Human Tissue Act and all of its enabling regulations and the rules governing tissue use as detailed by the Human Tissue Authority and other regulatory bodies.

b You are not involved in the management of the women whose fœtuses will be used for research.

c No dissection of the fœtus or experiments on the fœtus or fœtal material will occur in the operation theatre or place of delivery.

d There is no monetary exchange for human tissue material.

e You are familiar with the Polkinghorne Report (Review of the Guidance on the Research Use of Fœtuses and Fœtal Material, CM762, HMSO, 1989).

	I acknowledge and agree to observe the above conditions



	Signature of applicant 


Name (in block capitals)



Date
The person who signs this form should be the same person who signs the general application form

	Signature of NHS consultant/Head of Department 

agreeing to supply fœtal material or other human tissue

	Name (in block capitals)





Date
____/____/_____

	Appointment held

	Department/Institution


