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MAY 2008
FOR THE URGENT ATTENTION OF:

MEDICAL ADVISORS, CLINICAL RESEARCH MANAGERS, ASSOCIATES AND CLINICAL TRIAL INVESTIGATORS
TRANSPORT AND STORAGE OF BLOOD SAMPLES/SPECIMENS AND GENETIC TESTING
It has been noted that numerous studies and amendment documents submitted for approval contain genetic research, biomarker studies, transport and the storage of blood. We request your urgent attention to the items listed below that have been and will be included in every approval letter.

TO AVOID ANY UNNECESSARY DELAYS IN THE APPROVAL PROCESS
We respectfully request that care and attention be made to all documentation containing any of the items below

· Identify what the specimens will be used for (BE SPECIFIC) 

· Be explicit about transport and storage arrangements 

· For what period of time will the specimens be stored

· Confirmation that no open ended genetic testing to be clearly indicated

Future submissions and amendment documentation containing any of the items listed below would unfortunately delay the approval of your documentation following these decisions, also made at the Academic Ethics Chairs Meeting.

The Wits Human Research Ethics Committee's decisions on transport / storage of blood and genetic testing:  (Meetings Dated – 27 February 2004; 26 March 2004), and included in all Ethics Approval Letters.

TRANSPORT AND STORAGE OF BLOOD AND TISSUE SAMPLES IN SOUTH AFRICA:
If blood specimens are to be stored for future analysis and is planned that such analysis will be done outside Wits, then the blood must be stored at a facility in South Africa agreed with the relevant IRB, with release of sub-samples only once projects have been approved by the local Research Ethics.

GENETIC TESTING
The Wits Human Research Ethics Committee: Medical; will not approve open-ended genetic testing as this does not fit the Human Research Ethics Committee criteria.

WE FURTHER BRING TO YOUR ATTENTION THE FOLLOWING DECISIONS AGREED TO AT THE ACADEMIC CHAIRS MEETING HELD ON 10 SEPTEMBER 2004.
The Academic Ethics Chairs will not allow storage of specimens for ill-defined purposes. The word polymorphism is very broad and cannot be used as a term to define specific genetic use. National Health Act regulations state that tissues may not be exported without a license. It was agreed that it is acceptable to store tissues within professional laboratories at each institution. Specimens for blood banks though may not require consent if the agreement to donate includes agreement to unused blood being used for research anonymously. At the local blood bank there is a form signed by people to give consent for leftover blood to be used for research. It was suggested that should samples be required to be sent outside the country, an official certificate should be signed stating they will not be used for future research. 

Regards,

PROF CLEATON-JONES

For and behalf of the Wits Human Research Ethics Committee: (Medical)
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