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Reliance A&Q I/III

# Question Answer

1 Replace the review template with the declaration of sameness, or 
alternatively tabulated summary of differences, i.e. remove the need to 
compare sections of the dossier to prove sameness.

The reliance template is required to ensure the products are 
fundamentally the same, and evaluate minor or non-technical 
differences; however, SAHPRA will complete part of the review template –
it will no longer be the applicant’s responsibility alone. The reliance 
template will be populated by both applicant and SAHPRA. SAHPRA will 
populate the RRA section of the reliance template while applicant will 
provide information from the application submitted to SAHPRA.

2 Consolidate the review template with the SCoRE document to avoid 
duplication of information required.

The SCoRE document and reliance review template should not be 
consolidated; their purposes are different and it would be a cumbersome 
document, notably for full reviews. However, the contents of the SCoRE 
document are being reviewed as a separate exercise. Some aspects of the 
SCoRE have been amended with ITG comments. However, the significant 
part that still requires some alignment is whether the SCORE document 
should still contain narratives. The applicants will still populate 
significant aspects of the document to facilitate evaluation. 

3 Grant extensions to companies that can make a firm commitment to 
reliance, enabling them to submit later than their resubmission window.

SAHPRA will consider extension requests beyond resubmission windows on 
an individual basis from companies that can make a firm commitment  to 
reliance.

4 Provide definitive timelines for reliance to demonstrate clear benefit of 
faster registration

SAHPRA will provide median timelines for reliance, as well as other 
evaluation gains from reliance (e.g. fewer query rounds, more likely 
registration), to demonstrate clear benefit of faster registration
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Reliance A&Q II/III

# Question Provisional answer

5 SAHPRA should obtain unredacted assessment reports directly from the 
RRA.

SAHPRA has a Memorandum of Understanding (MoU) with the EMA, 
through which it has received assessment reports for X products in the 
new registration application backlog. SAHPRA endeavours to create 
additional “tailor-made” MoUs with other regulators to access unredacted
assessment reports directly, but this is a lengthy process, complicated by 
the volume of reports that SAHPRA is requesting.. While working to get 
MoUs with other agencies in place, SAHPRA will explore getting reports 
from other matured regulatory agencies based on WHO benchmarking 
system. 

Public assessment reports should be accepted for reliance Public assessment reports cannot be accepted for reliance, as they are 
too high-level to be useful; applicants should be encouraged to submit 
redacted assessment reports where available. howeverHowever, SAHPRA 
will endeavour to use them for a reliance-based review, depending on the 
information that has been redacted. SAHPRA will accept scientifically 
sufficient reports, and will avoid using only the redacted and underacted 
unredacted terminology, as it does not provide clarity on what constitutes 
an underacted unredacted report. The scientifically sufficient report  
should be in line with SAHPRA assessment template and guidelines. 

6 Additional letter of access should be created for SAHPRA to obtain reports 
from the registration holder in the foreign country, rather than the RRA.

The current letter of access will be adapted  to enable SAHPRA to 
request access to an unredacted assessment report from an RRA or a 
foreign registration holder

7 The EU’s Mutual Recognition Procedure should be considered a reliance 
pathway, with the Decentralised and Centralised Procedures

The EU’s Mutual Recognition Procedure (MRP) and National Procedures 
will be considered as a recognised reliance pathway 
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Reliance A&Q III/III

# Question Provisional answer

8 The EU’s Mutual Recognition Procedure should be considered a reliance 
pathway, with the Decentralised and Centralised Procedures

The EU’s Mutual Recognition Procedure (MRP) and National Procedures 
will be considered as a recognised reliance pathway.

Going forward, SAHPRA will consider  broadening its list of RRAs, e.g. to 
include members of IPRP and African regulators with which SAHPRA has 
close ties. Thought will be given to using reliance selectively for 
regulators which are known to have specific expertise or “centres of 
excellence” in a certain area of regulation. In addition, assessment of 
national regulatory authorities (NRA) with the Global Benchmarking Tool 
(GBT) of WHO and the WHO-listed authorities’ (WLAs) will provide 
evidences of NRA’s performance and enable trust in decisions of NRAs.

9 If the products are not the same, the application should still be able to 
qualify for reliance if a summary of the key differences between the 
submission to SAHPRA and the product registered with the RRA is 
submitted

The products need to be the same for the application to qualify for 
reliance; if the applicant feels that the key differences are sufficiently 
contained and that there is still value in SAHPRA having access to the 
unredacted assessment report, the applicant should submit a tabulated 
schedule of differences in place of the sameness declaration. SAHPRA will 
use this to reduce evaluation time wherever possible, but does not 
commit to doing a completely reliance-based review

10 If a product is registered by an RRA during the evaluation process, 
applicants should be allowed to submit reliance documentation to 
qualify for a reliance-based review. 

If a product is registered by an RRA during the evaluation process, 
applicants are encouraged to submit reliance documentation  to qualify 
for a reliance-based review; however, this will depend on the evaluation 
stage of the application.
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