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Date withdrawn:
…………….
HTA Application submission instructions and terms and conditions
1. Applicant must only complete the form from Section 2 onwards. 

2. All requested documents must be submitted before we consider your product for an evaluation.  

3. Only one product per form, with exceptions to IVDs presented as a combined system and is from same manufacturer.
4. The information provided must be specific to the product, its regulatory version and manufacturer.
5. The manufacturer refers to the Place of product manufacturing. 
6. A non-refundable application fee of R2500 will be invoiced to the supplier once the product evaluation proposal has been accepted an evaluation facility has been secured. 

7. Product information documents will not be accepted without the Application form.
8. Include a document that indicates the analytes that the instrument is qualified to perform.

9. Indicate the analytes you are applying to have evaluated.

10. The evaluation project will be conducted in accordance to the procedure below as well as guided by HTA policies.

11. The HTA process will not be conducted in retrospect.
Table1. HTA Process breakdown
	Process steps
	Activities
	Input
	Outcome

	1.0 Application and registration
	1.1 Review and Registration - HTA
	· Application form

· Support documents
	· Registration in database

· All queries resolved

Complete Project dossier

	
	1.2 Proposal - EC
	· Project dossier
	· Proposal response

	2.0 Scheduling
	2.1 Facility sourcing 
	· Proposal response
	· Lab commitment form 
· Confidentiality agreement

	
	2.2 Application fee Payment
	· Lab commitment 

· Application fee invoice
	· Application fee POP

	
	2.3 Protocol writing
	· Application fee POP
	· Draft protocol 1.0

	
	2.4 Protocol – Review HTA
	· Draft protocol 1.0
	· Draft protocol 2.0

	
	2.5 Protocol – Review EC
	· Draft Protocol 2.0
	· Draft protocol 3.0

	
	2.6 Protocol – Review Customer
	· Draft Protocol 3.0
	· Final Protocol 4.0

	3.0 Costing
	3.1 Costing
	· Final Protocol  4.0
	· Cost Breakdown 1.0

	
	3.2 Review - QA
	· Cost Breakdown 1.0
	· Cost breakdown 2.0

	
	3.3 Review – Customer
	· Cost breakdown 2.0
	· Cost breakdown 3.0

	
	3.4 Evaluation fee Invoice
	· Cost breakdown 3.0
	· Evaluation fee POP

	4.0 Evaluation
	4.1 Installation

4.2 Training

4.3 Evaluation execution

4.4 Report write up
	· Final protocol 4.0

· Evaluation fee POP

· Lab commitment form
	· Draft report 1.0

	5.0 Report
	5.1 Review – HTA Unit
	· Draft report 1.0
	· Draft report 2.0

	
	5.2 Review – EC
	· Draft report  2.0
	· Draft report  3.0 

	
	5.3 Review – QA
	· Draft Report 3.0
	· Final Report 1.0

	
	5.4 Review - Customer 
	· Final Report 1.0
	· Final Report 1.0

	6.0 Closure
	Customer and all stakeholders satisfied - No further processes.

Customer not satisfied, Dispute resolved
	· Project Closed


	Health Technology Assessment (HTA) application form.

Please submit your application to hta@nhls.ac.za 

	(STRICTLY CONFIDENTIAL)


	Project ID      


(NHLS QA Reference Number) 

	Applicant       
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	1. Acknowledgement in Processing of this form  - For HTA Office Use Only

	1.1  Documents received:

	FDA certificate                 Todokede         Shounin         ANVISA           TGA        Declaration of conformity         CE 
Canada              Other:         USAID         WHO         ISO 9001       ISO 9001      ISO 13485          ISO 13485  
                                                       (supplier)                         (manufacturer)                        (Supplier)                      (manufacturer)                                

	Product brochure       
              All current  Package inserts               All New Package inserts            Product quote 
New Instrument operator’s manual      
       Previous evaluation records           Current Instrument operator’s manual 
Letter of product notification 

	1.2 Review results: (Data clarifications and documents requested)
	Date of Enquiry:
	Date Received:

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	1.3 Type of evaluation to be conducted:

	Supplier request:  
	NHLS Request             SCM reference:        Laboratory name:       

Comment:      

	Application Received by:      
	Date:     

	Application reviewed by:     
	Date:     

	Application Review checked by:     
Date:      
	Comment:      


	2. Product Information 

	2.1  In Vitro Diagnostic device  Legal Name:    

	2.2 Brief description and what is it used for :    

	2.3 Type of product: 

	New                    Open System                   Closed System                   Research use only                    Upgrade  

	2.4 Name of Discipline  

Anatomical Pathology             Chemical Pathology          Haematology            Immunology            
 Human Genetics                Microbiology             Virology          Multi- Disciplinary      

	2.
	*Current Product 
	New Product

	IVD Type
	Instrument  
	Reagent 
	Instrument 
	Reagent 

	Catalogue number
	     
     
     
	     
     
     
	     
     
     
	    
     
     

	Model
	     
	
	     
	

	Document Version
	     
	     
	     
	     

	NHLS Oracle PO Number
	
	
	
	

	3.  Regulatory bodies (Recognised in the NHLS)

	
	New Product
	*Current Product

	
	Instrument       
	Reagent         
	Instrument        
	Reagent 

	Declaration of conformity
	
	
	
	

	CE (EU)
	
	
	
	

	FDA (USA)
	
	
	
	

	ANVISA
	
	
	
	

	TGA (Australia)
	
	
	
	

	ANVISA (Brazil)
	
	
	
	

	Shounin (Japan)
	
	
	
	

	Todokede (Japan)
	
	
	
	

	Device license (Canada)
	
	
	
	

	Other:
	
	
	
	

	4.  Other product prequalification bodies

	
	New Product
	*Current Product

	
	Instrument       
	Reagent         
	Instrument        
	Reagent 

	USAID pre-qualification
	
	
	
	

	WHO pre-qualification
	
	
	
	

	Other 
	
	
	
	

	5. Quality Management system certifications

	
	New Product
	*Current Product

	
	Instrument       
	Reagent         
	Instrument        
	Reagent 

	ISO9001 Manufacturer
	
	
	
	

	ISO13485 Manufacturer
	
	
	
	

	ISO9001 Supplier
	
	
	
	

	ISO13485 Supplier
	
	
	
	

	Other:
	
	
	
	

	*Product upgrades of products currently been used in the NHLS. Provide all applicable user manuals, list of current users and Product notification letter that details the current and new product as well as dates of discontinuation (Latter applies to Reagents).

	6. Previous evaluations by an independent organisation / institution 

	6.1   Has the product been evaluated in the NHLS for the following purposes: Yes                                                       No  
Regulatory assessment such as:  CE       
                Other Research projects                    WHO pre-qualification
If Yes, provide detailed protocol, report and other project essential documents, submit as annexure.           

	Comment:      

	6.2 Has the product been evaluated by an independent? If Yes, provide details of the evaluation outcome in terms of a detailed report and submit as annexure                                  Yes                                                         No  

	Comment:      

	7. Has the product been used elsewhere in South Africa or the world?
 If Yes, provide as annexure, details of: Name of organisation/s or health facilities, physical address and date performed.

	Yes                                                                         No  

	8. Is there comparative product?

	 Yes                                                                       No  

	8.1 If YES, please state whether this Product is superior in benefits at similar cost

	     

	8.2  If YES, please state  whether this product has similar benefits at lower cost Please provide evidence and submit as Annexures (full reports).

	  

	8.3 Please give an indication of the costs of the product (Include Product quote as Annexture)

	Outright purchase price 
	   

	Cost for all tests you are interested to evaluate
	     

	Costs for all consumables 
	     

	Service / maintenance cost per visit
	     

	Frequency Service / maintenance
	     

	Anticipated life span of Product
	     

	Infrastructure / environmental specifications required for this product f (buildings, climate, UPS etc)
	     

	Training of personnel - Initial training:
	     

	Training of personnel - Subsequent training:
	     

	Costs of waste to be generated by the product
	     

	Costs of decommissioning
	     

	9. Occupational Health and safety 

	9.1 Describe the safety and occupational health issues that may affect the users of the Product and / or patients (if applicable)

	 

	9.2 Describe the environmental conditions that must be maintained in order to ensure optimal quality of the product: Temperature, humidity during transportation, storage and during usage).

	     

	9.3 Is the Product likely to contribute to a SUSTAINABILITY agenda e.g., less energy use, less waste etc?

	  

	10. Manufacturer information

	10.1 Instrument
	10.2 Reagents 

	Name Company
	Postal Address
	Name Company
	Postal Address

	    
	     
	 
	     

	Web Address
	Physical Address
	Web Address
	Physical Address

	 
	  
	     
	     

	Telephone numbers
	
	Telephone numbers
	

	     
	
	     
	

	11. Applicant Information

	11.1  Name of Company

	  

	11.2 Type of Company (Role related to this specific product being applied for) 

	Supplier        Service industry:      Local Sales Agency         Manufacturer    Other (specify):         

	11.3 Address

	 Postal Address 
	Physical Address
	Web Address

	 
 
	     
     
	     

	11.4 Contact details of authorised persons representing the applicant company

	Contact 1 Name 
	Telephone No / Mobile No
	 E-mail

	     
	     
     
	     

	Contact 2 Name 
	Telephone No / Mobile No
	 E-mail

	     
	     
     
	     

	12. Application declaration

	12.1  Permission granted to NHLS to publish the evaluation report: (If yes , select the relevant )

	No              Yes  
	Conference                External  Website       NHLS Website        Articles and Journals 
Other:        

	12.2 Declaration with adherence to the HTA Application submission instructions and terms and conditions indicated in page 2 of this document.

	Name:     
	Date:     

	12.3 Submitted documents & Annexures (Please list)

     



Acknowledgement of Reading Form

Document number:

                         Version Number: 


Title: 


My signature confirms that I have read and understood the content of this document and relevant kit insert (where applicable).

	Name
	Signature
	Date

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Note to the Quality Rep: - This form must be filed for 5 years to provide audit traceability.
In the event of a dispute concerning this document, the electronic version stored on Q-Pulse will be deemed to be the correct version



National Health Laboratory Service- All rights reserved


