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___________________________________________
BID NUMBER: RT35-2023
________________________________________________________________________
ANNEXURE A: TECHNICAL SPECIFICATION – SURGICAL AID FOR MEDICAL MALE CIRCUMCISION

__________________________________________


TECHNICAL SPECIFICATION: SURGICAL AID FOR MEDICAL MALE CIRCUMCISION
	Name of Bidder:
	

	Address:
	

	Contact Person Name:
	

	Contact Telephone and Cellphone
	

	Date:
	

	Signature:
	



	Detailed Specification 
	Confirmation to the requirements (Bidder must complete)

	1.
	The surgical Aid must be a single use instrument with locking mechanism
	

	2.
	Device should minimize cross infection by preventing reuse of non-sterile material (be disposable and auto-destruct).
	

	3.
	The device must be an aid to surgery or remain external to the body (not left in situ). Must be a non-invasive medical device classified as a surgical aid in terms of the World Health Organization definition per the Framework for Clinical Evaluation of Devices for Male Circumcision. It must be classified as a class A medical device in accordance with the Global Harmonization Task Force (GHTF)/ International Medical Devices Regulators Forum (IMDRF) Principles of Medical Devices Classification. It must be transient and remain on the body for a short time during the circumcision procedure. 
	

	4.
	The device locking mechanism must be difficult to override
	

	5.
	The manufacturer/supplier must state the sizes available and quantity of devices in stock for immediate supply for each size
· Surgical Aids for pediatrics – for ages 10 to 14
· Sizes 14;16;18;20 and 23 
· Surgical Aids for adults – ages 15 and above Sizes 26;29;32;35 and 38
	

	6.
	The manufacturer output/production capacity 
	

	7.
	The manufacturer must have evidence of having trained health-care providers (mid-level providers) with the use of the device
	

	8.
	The manufacturer must be able to supply the device with the circumcision kit 
	

	9.
	The manufacturer must hold a valid license issued by the South African Health Product Regulatory Authority (SAHPRA)
	

	10.
	Manufacturer/supplier must state the status with the WHO prequalification process stating:
· Confirmed WHO prequalification
· Progress towards prequalification and mention:
· Prescribed studies completed (manufacturers study, phase 1 and phase 2 country of origin and/or neighboring country study and related dates as necessary) as prescribed by WHO 
· Application submitted to WHO
·  Status of correspondence with WHO
	

	11.
	Training of medical practitioners and level of cadre to train and include:
· Method of training – training manual to be produced on demand
· Period of training – theory and practical
· Accreditation
· Certification and CPD points
· Cost of training.
· Commitment for continuous support and mentoring.
	

	
	Bidder must submit sample as per the timeline indicated on SCC 
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