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COMMUNICATION TO STAKEHOLDERS 
 

    Issue No.: MD04-2024/2025 
09 April 2025 

 

MPXV Molecular Technical Review Application 

BACKGROUND 
1. MPXV molecular test kit/s that have not been listed, registered or authorised for use in a jurisdiction 

recognised by the South African Health Products Regulatory Authority (SAHPRA) or that have not been 
pre-qualified by the World Health Organisation (WHO) will be screened against the minimal acceptable 
key features outlined in the Target Product Profile (TPP) contained in the MPXV Molecular Evaluation 
Supplier Brief. 

2. Irrespective of a closed or open system or component, the overall specimen to the resultant process 
must comply with the minimal acceptable key features outlined in the TPP. 

3. Only MPXV molecular test kit/s that meet the minimal acceptable key features of the TPP will be 
recommended to undergo a performance evaluation by the national reference laboratory. 

4. The results of the performance evaluation will inform the decision of SAHPRA to issue the licence. 
 

 
Type of test  

Name of test  

Company name  

Source  

Provide a brief description of the test: 
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Please answer the following questions based on the product information  

Characteristics TO BE COMPLETED BY APPLICANT 
LAB USE ONLY: 
Brief supporting evidence 

Priority features   
Is the intended use described for MPXV 
diagnostics  
(target population, target setting) 

 
 

Is the kit for a closed or open system   
Is the test designed for a laboratory or 
POC 

  

Is the procedure safe  
(level required, BSL  1, 2, 3) 

 
 

Can the assay differentiate between Clade 
I and Clade II? 

  

What is the gene target(s)  
(Single or multiple, please list) 

 
 

Is the result easy to interpret  
Is it a qualitative or quantitative assay. (If 
quantitative, are Ct values and 
amplification curves accessible)  

 

 

What specimen type is required 
(Lesion material (swabs of surface 
or exudate, lesion roof, lesion fluid, or 
crusts) and in the 
absence of lesion material: mucosal 
swabs (i.e., oro/nasopharyngeal/saliva 
and/or anorectal). 

 

 

Can UTM/VTM/PBS/Saline be tested  
(this is critical for inhibition/compatibility) 

 
 

Test Procedure   
Is the test compatible with existing in-
country laboratory testing footprint  
(list extraction/amplification systems and 
software required), provide details of 
platforms 

 

 

How many steps are performed by the 
operator (≤4 or <6: label tube, add 
inactivator/extraction reagents, add RNA, 
add mastermix, interpret result) 

 

 

What type of operator is required to 
perform the test (POC, Laboratory 
technician or Laboratory molecular 
scientist) 

 

 

What minimal pipetting volume is 
transferred during the testing process 
(>20µl or >5µl, or define) 

 
 

Is additional biosafety (more than 
standard PPE required) (BSL2) 
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Please answer the following questions based on the product information  

Characteristics TO BE COMPLETED BY APPLICANT 
LAB USE ONLY: 
Brief supporting evidence 

Does the test have an internal control 
(please provide details) (if external, 
include catalogue # and supplier) 

 
 

Does the test have a positive and negative 
batch control (included/not) (if external, 
include catalogue # and supplier) 

 
 

Does the result require interpretation 
(manual review of amplification curves or 
automated with no interpretation 
required) 

 

 

Operational characteristics   
What is the reagent storage stability 
(Reagents once thawed/opened, 
stable up to 90 days refrigerated 
(2-8°C) or without the need for cold 
storage) 

 

 

Please answer the following questions based on the product information  

Characteristics TO BE COMPLETED BY APPLICANT 
LAB USE ONLY: 
Brief supporting evidence 

What are the training needs (<1day with 
online module or <3days) 

  

How easy is the test to perform (For 
manual assays ≤ 2 hours [includes assay 
run time, excluding pre-analytical or 
extraction steps.] For automated assays in 
which sample preparation, extraction and 
amplification are fully integrated: 
≤ 4 hours) 

 

 

What are the daily maintenance 
requirements (<15 minutes, or <30 
minutes)  

 
 

Are additional consumables required a 
(are they provided) 

  

Additional equipment required a (are they 
provided) 
   a over and above standard laboratory 
and in-country accessible 

 

 

Is there a connectivity option (Interface 
capability with in-country LIS or result file 
transferrable) 

 
 

Does the kit storage require space?    
Is the waste disposal minimal (<5L/day or 
<20L/day and non-biohazard) 

  

Is there reagent wastage (Minimal 
and/not batch specific) 

  

Is the package Insert easy to follow   
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Dr Boitumelo Semete-Makokotlela 
Chief Executive Officer 
SAHPRA 
 

Please answer the following questions based on the product information  

Characteristics TO BE COMPLETED BY APPLICANT 
LAB USE ONLY: 
Brief supporting evidence 

Are the instructions for use 
comprehensive  

  

What is the automated time to result (<60 
minutes or <4hrs)  

  

How many specimens/run (high ≥90 or 
≥20 low throughput) 

  

How many specimens/8-hour shift (≥360 
or ≥160) 

  

Performance    
What is the limit of detection (LOD) (is a 
value provided) 

  

Is there supporting data (lab or clinical) on 
the performance of the assay (accuracy, 
precision)  

 
 

Have you performed any in silico analysis 
to demonstrate inclusivity (clade specific) 
of the assay (which may impact sensitivity 
of test performance) 

 

 

Have you performed any cross-reactivity 
studies that may impact the specificity of 
the assay (Orthopox) 

 
 

FOR LABORATORY USE ONLY 
This test/kit/reagent/system is suitable/not suitable for evaluation 
Add any comments if not approved for evaluation: 
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