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DATE: 21 August 2026

TO: The Chief Executive Officer: SAHPRA

ATT: Dr Boitumelo Semete-Makokotlela

E-MAIL ADD: boitumelo.semete@sahpra.org.za

FROM: David Logan

REF: SAHPRA PROPOSD PRE-IMPORT AUTHORISATION SYSTEM

URGENT

Dear Dr Semete-Makokotlela,

THE PROPOSED INTRODUCTION OF A MANDATORY PRE-IMPORT AUTHORISATION SYSTEM
BY THE SOUTH AFRICAN HEALTH PRODUCTS REGULATORY AUTHORITY (SAHPRA)

Introduction

1. We write to you on behalf of our members, who operate within the clearing and forwarding
industry and act for a wide range of importers who will be significantly impacted by

SAHPRA'’s proposed new mandatory Pre-Import Authorisation system (“PIA”) for all health
product importers.

2. It is our understanding that PIA:

2.1 will be implemented by way of a new electronic permit process and was scheduled to
begin on 1 September 2026 but now may be postponed, albeit a pilot project may be
first be run from 1 September 2026;

22 is aimed at compliance and envisages that:
2.21 importers must secure import permits before shipments leave the exporting
country.
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222 expected processing time is set at 5 to 10 working days.

223 applications will be handled via the official SAHPRA online portal.

3. SAHPRA recently advised all pharmaceutical industry stakeholders that an amendment

to Regulation 6 was published in Government Gazette No. 55152, Notice No. 7780, on 7

August 2026 for implementation was retracted to allow for public comment prior to
implementation.

4, We understand that such notice advised that stakeholders will be afforded an opportunity

to submit comments once the proposed amendment is published for comment.

Comments

5. Notwithstanding the above, members have received comprehensive enquiries and

comments from importers which we set out below for your consideration.

5.1 Experience has shown that other government authorities like the State Vet, ITAC and
NRCS and the like invariably fall well behind the published times for approving permits.

The potential of delays can have devastating consequences.

5.2 The current issuing of licenses provides adequate protection for the importation of
products or ingredients.

53 The proposed PIA is going to be administratively burdensome for both SAHPRA and

commerce and will ultimately represent an added cost to business which will have to
be passed on to consumers.

5.4 There is concern that PIA will potentially disrupt health product supply chains with
prejudicial results and in potential contravention of section 27 of the Constitution of the
RSA, 1996 which embodies our citizens right to health care.

25 PIA will duplicate existing regulatory controls.
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56 There is no clearly demonstrated regulatory benefit.

57 There is misdirected intention of achieving visible good governance designed to help

SAHPRA meet World Health Organization Global Benchmarking Tool Maturity Level

3 standards, without an appreciation of the potential albeit unintended harm that is
likely to be caused.

Urgent queries

6. Members have also raised the following questions, which we cordially request that you
answer.

6.1 Will SAHPRA have capacity to handle influx of registrations and applications?

6.2 Will the SAPHRA system be able to handle the volume of new registrations assuming

all importers will now have to create profiles and commence applying for permits?

6.3 Will SAHPRA front office be able to handle volume of shipments to be approved? It is
respectfully submitted that SAHPRA is hard pressed and at times does not cope with
the current regulatory requirements.

6.4 What are the costs per permit?

6.5 Permits will be valid for 8 months. Will this be sufficient to allow for delays in seafreight

shipments as experienced in the recent Iran war? WIill there be provision for a possible
extension of the permit period on good cause shown?

6.6 Can clarity be provided for exactly what products will require permits? From internet
research it seems that the following very broad category of products will be included
under PIA:

6.6.1 Human Medicines (All Schedules)
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6.6.1.1

Category A Medicines: Conventional or orthodox pharmaceuticals, including

prescription-only medications, over-the-counter (OTC) drugs, and essential
medicines.

6.6.1.2 Biological Medicines: Vaccines, biosimilars, biotechnology-derived products,
and plasma-derived therapies.

6.6.1.3 Active Pharmaceutical Ingredients (APls): Bulk raw chemical substances
imported for local drug manufacturing and compounding2. Medical Devices
and IVDs

6.6.1.4 Medical Devices: Equipment, apparatus, software, or consumables used for
clinical, diagnostic, or surgical purposes.

6.6.1.5 In Vitro Diagnostics (IVDs): Reagents, calibrators, and control materials used
to examine specimens derived from the human body.]

6.6.2 Complementary Medicines (Category D)

6621 Health Supplements: Vitamins, minerals, amino acids, and probiotics.

6.6.2.2 Discipline-Specific Medicines: Formulations originating from recognized
traditional or alternative health sciences, including Western Herbal,
Homeopathy, Ayurveda, Traditional Chinese Medicine, Aromatherapy, and
Unani Tibb.

6.6.3 Veterinary Medicines - All pharmaceutical and medicinal treatments imported for

animal health care and livestock management.
6.7 Has SAHPRA considered any exceptions, for instance for urgent essential medication

to avoid life threating situations? This may require exceptions to turnaround time or

even potentially a special permit for multiple shipments.
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6.8 The same query may need to be considered for medication with a very limited shelf

life, for example 10 days from manufacturing date.

Conclusion

Fif You will appreciate that international logistics requires certainty, careful planning, a clear
understanding of lead times and all regulatory requirements, all of which must be carefully
costed. Failure on any one of these issues will result in disruption and potentially serious
financial implications. Further to this, we are talking about products that have potential life
saving or serious health care implications.

8. While we appreciate the steps taken by SAHPRA to ensure legitimate trade, it is
imperative that SAHPRA has a full understanding of the big picture involved in the

importation of the very broad spectrum of products we understand will be encompassed
under PIA.

0. Given that 1 September 2026 is fast approaching, we would be grateful for an urgent
response.

Yours faithfully,

David Logan

Executive Officer
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