	




	STELLENBOSCH UNIVERSITY

FACULTY OF HEALTH SCIENCES
	[image: image1.png]





HEALTH RESEARCH ETHICS COMMITTEES
FEE STRUCTURE FOR ETHICAL REVIEW OF PROTOCOLS: 2009
INDUSTRY SPONSORED CLINICAL TRIALS

	PRE APPROVALS

	Item
	Description
	Price 

(VAT excl)
	Price (VAT incl)

	New applications
	A Sponsoring company pays an investigator to conduct the project.
	R7 500.00
	R8 550.00

	Application for an extension or roll-over; continuation of study; sub-studies
	Period of the project is extended; study rolls over from e.g. double-blind to open label; information could be submitted as an amendment; re-evaluation of protocol for continuation.
	R3 500.00
	R3 990 .00

	POST APPROVALS

	Major amendment
	Any change to the protocol that requires full committee approval.
	R1 200.00
	R1 368.00

	Minor amendment
	Small amendment; administrative change; typographical change to protocol; budget change or change to the contract; minor technical amendments.
	R   600.00


	R   684.00

	Major amended information leaflet and consent form
	Any change to the content of the original consent form, perhaps due to an amendment.
	R   900.00
	R1 026.00

	Minor amended information leaflet and consent form
	Typographical change; administrative addition/omission.
	R  500.00
	R   570.00

	Additional investigator (per investigator)
	Any additional investigator.
	R   300.00
	R   342.00

	Kindly note that there are currently no charges for additional safety information, serious adverse event reports, safety alert letters, updated Investigator’s Brochures or notification letters.


INTERNATIONAL GRANT FUNDED RESEARCH
	PRE APPROVALS

	Item
	Description
	Price 

(VAT excl)
	Price (VAT incl)


	New applications
	Collaborative, international grant funded research with budget > R1m
	R4 000.00


	R4 560.00


	New applications
	Collaborative, international grant funded research with budget < R1m
	R2 000.00
	R2 280.00

	Application for an extension or roll-over; continuation of study; sub-studies
	Period of the project is extended; study rolls over from e.g. double-blind to open label; information could be submitted as an amendment; re-evaluation of protocol for continuation.
	R1 000.00
	R1 140.00

	POST APPROVALS

	Major amendment to protocol and/or information leaflet and consent form
	Any change to the protocol/consent form that requires full committee approval.
	R500.00
	R570.00


LOCAL GRANT FUNDED RESEARCH (NRF, MRC, CSIR, etc.)

	PRE APPROVALS

	Item
	Description
	Price 

(VAT excl)
	Price (VAT incl)


	New applications
	Local projects with a budget > R1m
	   R2000.00
	R2 280.00



	New applications
	Local projects with a budget  R500 000 to R1m


	R1 000.00
	R1 140.00

	New applications
	Local projects with a budget  R100 000 to R500 000


	R500.00
	R570.00

	New applications
	Local projects with a budget less than R100 000 


	R0.00
	

	POST APPROVALS

	Major amendment to protocol and/or information leaflet and consent form
	Any change to the protocol/consent form that requires full committee approval.
	R300.00
	R342.00


REVIEW OF RESEARCH OF STUDENTS FOR DEGREE PURPOSES AND RESEARCH FUNDED FROM DEPARTMENTAL BUDGETS ARE FREE OF CHARGE.
_1172390161.doc
[image: image1.png]






