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Status of SAHPRA & CAMS Regulations



• SAHPRA is the South African Health Products Regulatory Authority

• The Medicines and Related Substances Act, 1965 (Act 101 of 1965), was amended by: 

– Act 72 of 2008 → Establishment of SAHPRA

• This provided for the establishment of South African Health Products 

Regulatory Authority (SAHPRA) 

• Schedule 3A public entity, which operates as a separate juristic entity, outside of 

the National Department of Health (NDoH). 

• Focus on Medicines, Medical Devices, Veterinary Products

• Act 72 was enacted on 1 June 2017, which then enacted Act 14 of 2015

– Act 14 of 2015

• Appointment of Governance Board

• Expanded oversight of Medical Devices to include IVD’s

• Address transitional arrangements from MCC to SAHPRA 

– General Regulations published on 11 August 2017

MCC & SAHPRA



• SAHPRA is responsible for monitoring, evaluation, regulation, investigation, inspection, 

registration and control of medicines, clinical trials and medical devices and related 

matters in the public interest

• SAHPRA will:

– Have full-time in-house capacity to support product review & approval and oversee all 

regulatory functions

– Establish cooperation and information sharing with the NRAs to support 

implementation of best practices and timely approval of products

• SAHPRA Board Members were appointed by the Minister of Health on 9 October 2017

• Board had 3 introductory / unofficial meetings with the MCC on 24 November 2017, 13 

December 2017 and 15 January 2018.

• Minister of Health called the first official SAHPRA Board Meeting on 1st February 2018:

– MCC ceased to exist at this 1st meeting

– Board appointed an Acting CEO after consultation with the Minister of Health

– Board appointed committees to assist with work of the Board
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SAHPRA Background



In the interim, the Minister and the SAHPRA Board have appointed Mrs Portia Nkambule, previously a Director 

in the Cluster: Food Control, Pharmaceutical Trade & Product Regulation, as the Acting SAHPRA CEO. 

SAHPRA Board



SAHPRA Structure



• Goal 1: Publicly demonstrate responsiveness and accountability as an effective and 

efficient high performance organisation. 

• Goal 2: Timeous regulatory decision taken on medicines and medical device applications 

to ensure compliance to defined standards of quality, safety, efficacy and performance. 

• Goal 3: Re-evaluate and monitor medicines and medical devices periodically. 

• Goal 4: Investigate, monitor, analyse, solicit and act upon existing and new adverse 

events, interactions, information with regard to post-marketing surveillance and vigilance. 

• Goal 5: Ensure regulatory compliance through a process of active Inspections and 

investigations. 

• Goal 6: Evaluate clinical trial protocols in accordance with defined standards. 

• Goal 7: Evaluate the applications for sale of unregistered health products in accordance 

with defined standards. 

• Goal 8: Establish and strengthen collaborative initiatives with any other regulatory 

authority or institutions in order to achieve the objects of the Medicines Act. 

• Goal 9: SAHPRA is capacitated by adequate, competent and motivated Human Capital. 

SAHPRA Goals



• SAHPRA plans to have the following changes:

– Capacity building – increased full-time in-house technical capacity

– Expanding technical and administrative staff members

– Improving the skills base for newer, emerging technologies

– Improved peer review system – frequency of meetings

– Specialized areas – retainer system for experts

– Provisional approval on early data is being investigated

– Reorganize the appeal process to ensure speedier outcomes

– Website improvements and strengthen communication through dedicated unit

– Strengthen cooperation with recognized regulatory authorities

– Frequent engagements with stakeholders

SAHPRA Envisaged Changes



MCC SAHPRA

• Medicines • Medicines, Devices ( incl. IVDs & 

Radiation control), CAMS (DS & HS)

• Within DoH • Schedule 3A Public entity

• Under resourced? • Sufficiently Resourced

• Limited evaluators 

(own 20/80)

• Increase employed evaluators (80/20)

• Traditional government business 

functions

• Independent business entity  model & 

retained income (70%:30%)

• Paper driven • System driven

• Backlogs • Timelines-based

MCC vs SAHPRA



CAMS Status



Medicines and Related Substances Act, 1965 

(Act 101 of 1965)

Regulation 9

Category 
A

Category 
B

Category 
C

Category D 

Complementary  Medicines

1. Discipline 
Specific CAMS

2. Health 
Supplements

Medicine Categories



Use product for intended purpose



Category A Medicines are called:

• Allopathic

• Orthodox

• Western

• Modern
This is the dominant MEDICINE system in SA:

• Widespread use

• Scientific background

• Political support

• Cultural acceptability

• Biological reasoning: anatomy, physiology, 
biochemistry

Category A Medicines



• Alternative

=  another treatment for same 

medical issue

Affords patients and prescribers more choice, but little 

appreciation of clashes

Current Trend: Integrated medicine

• Complementary

= playing a secondary role 

= complements the body’s natural healing tendency

CAMS Overview



CAMS vs Herbalism vs Alternative Medicine



CAMS market share is substantial:

• 1996: approx. R900 million

• 2003: approx. R1.35 billion

• 2010: approx.  R7.8 billion = 0.7 % global market

• 2015: R8 billion with a growth rate of 13.5 % (Health Eye)

Definition and Scope

• CAMS = groups of diverse treatment systems, practices and products 

which have historic origins outside mainstream medicine

• Alternative : parallel, independent system: a substitute for orthodox 

medicine. Not based on evidence-based scientific method

• Complementary : also alternative but complements i.e. possibility for  

use with orthodox medicine

CAMS Overview



Traditional Medicine (TM):

It is the sum total of the knowledge, skill, and practices based on the theories,

beliefs, and experiences indigenous to different cultures, whether explicable or

not, used in the maintenance of health as well as in the prevention, diagnosis,

improvement or treatment of physical and mental illness.

Complementary Medicine (CM):

The terms “complementary medicine” or “alternative medicine” refer to a

broad set of health care practices that are not part of that country’s own

tradition or conventional medicine and are not fully integrated into the

dominant health-care system. They are used interchangeably with traditional

medicine in some countries.

WHO Definitions



International Trends



Discipline Specific CAMS

SAHPRA CAMS - Definitions



Health Supplements

Combination Products

SAHPRA CAMS - Definitions



Disciplines Identified as “the CAMS that will be subject to these 

guidelines” (CAMS Discipline Specific Safety & Efficacy)

1. Homeopathy

2. Western Herbal Medicine

3. Traditional Chinese Medicine

4. Unani

5. Aromatherapy

6. Additional : Combination products; Other herbals

7. Ayurveda??? →Is this still valid or meant to be put as “Other”

AND Health Supplements

SAHPRA CAMS Disciplines



Category D Medicines



High Risk



Low Risk



On 24 Feb 2017 the MCC published GG No 40637:

This understandably caused confusion and concern in the industry, especially 
for importers

2017 Government Gazettes



On August 2017 the MCC published GG41064 No 859:

This “created” SAHPRA and also regulated Health Supplements as CAMS.

2017 Regulations



SAHPRA Roadmap vs Current situation

VS ???
No. 859 General 

Regulations - Medicines and 

Related Substances Act, 

1965 (GG41064) on 25 

August 2017 resulted in 

previous roadmap being 

rescinded or DELETED. 

This has left the industry in a 

grey area regarding the call-

ups on Discipline Specific 

CAMS and Health 

Supplements

Section 48C – CAMS Road Map



Which Way forward



• SAHPRA hosted a meeting with the CAMS CEOs on 12 June 2018.

• At this meeting the Acting CEO, Mrs Portia Nkambule,  gave an update on SAHPRA.

• Dr Neil Gower also gave a presentation on Complementary Medicines:

• This presentation highlighted a number of things to industry:

– There is currently no Roadmap for Discipline Specific CAMS & Health Supplements

– Health Supplements can still be launched in SA

– SAHPRA have received approx. 246 dossiers which are being evaluated

– However, there still has not been any CAMS product that has been registered thus far

SAHPRA Meeting with CAMS CEOs



31 December 
2019

Discipline Specific CAMS (DS) –

DS ONLY – NOT COMBINATION PRODUCTS

TBC

SSF 6-18m

MSF 30m

CAMS – Health Supplements (HS)

Single Substance Formulations (SSF)

Multiple Substance Formulations (MSF)

Combination 
Products

End 2022

Discipline Specific – Combination  Products (DS+HS)

Dr Neil Gower presented the following as a proposed Amended Roadmap on 12 June 2018 

SAHPRA Amended Roadmap

Is this enough 

time??

But nothing has been finalised or gazetted yet



• Discipline Specific CAMS:

– According to SAHPRA NO new Discipline Specific CAMS can be launched in 

the market as a result of the 15 November 2013 Regulations

• Health Supplements:

– SAHPRA have confirmed that HS are not subjected to the 15 November 2013 

Regulations

– As a result there is no cut-off date that is formally prescribed (yet)

– NOTE there are only 4 Annexures that have been finalised:

• Annex C – Probiotics  

• Annex D – Prebiotics

• Annex E – Vitamins

• Annex F – Minerals 

– This would be applied to SSF, MSF and Combination (DS+HS) products

– Risk: need to look at the HS Annexures before finalizing the formulation. If falls 

outside substance, limit and claims then could be considered a Category A 

medicine.

SAHPRA’s view on New Products



Health Supplement Annexures



• SAHPRA is meant to be doing things differently to achieve greater results

• Being a Schedule 3A Public Entity, SAHPRA is meant to have more flexibility

• SAHPRA is investigating an electronically guided application process / dossier formulation for LOW 

RISK CAMS

– HS: SSF → MSF

– DS CAMS: Low Risk -----→ Progress to High Risk

• NB: for Tracking and evaluation of applications

• SAHPRA application process is a risk-based approach system

• Aim to minimise the HIGH RISK Claims (or substantiate):

– Consideration of more efficient review of LOW RISK

– Guidance on LOW RISK Clinical Info

– Guidance on LOW RISK Quality Info

– DS Medicine: Low risk vs High Risk

• Health Supplements: de facto listing system with application requirements focussed on quality

Problem = This has not been finalised yet and no timeline or update has been gazetted

SAHPRA’s Application Process

Industry has proposed:

• Interim Licencing System

• Appropriate GMP

• Abbreviated / Expedited HS 

submission

• Notification / Listing System



A Practical Approach



EfficacySafetyQuality

Premises

Product

Quality

Safety

Efficacy

Medicine Regulation Core Principles



Practical Approach to Product Evaluation 

Is it a DS CAMS or HS?

OR Category A?

Label, PI and PIL 

Compliance

API Sourcing 

and Procurement

Dossier Development

Manufacturing 

(Finished products 

and APIs)

Research and 

Development

36

Innovative, 

safe and 

efficacious 

product for the 

end-user

Formulation Evaluation

Quality Testing &

Stability Testing



• Make sure it’s a CAMS or a HS!

• Use the Category D Decision Tree

• If it is not a Health Supplement – it must be 

DISCIPLINE-SPECIFIC CAMS (or Category A)

• Choose a discipline – 6 + 1 are recognised:

– Homeopathy

– Western Herbal Medicine

– Unani Medicine

– Traditional Chinese Medicine

– Aromatherapy

– Combination Products / Other Herbal

– Ayurveda??

Where to start?



• Complementary Medicine – Category D medicines

• Discipline-specific CAMS’s versus Health Supplements

• The importance of determining and demonstrating a discipline

• Is this formula congruent with the discipline?

• Is the formulation within API limits

• Is the dosage form suitable and stable?

• Low Risk versus High Risk claims – burden of proof

• Modules 1.5.1 & 2.5 [ & Modules 1.3; 5]

Product / Formulation Evaluation 



Low Risk High Risk
Module 1

Including Application Form, PI, PIL, Label

Module 1

Including Application Form, PI, PIL, Label

Module 1.5.1

Traditional Use / Low Risk Rationale

Module 1.5.1

Traditional Use

Module 2

Relevant Summaries

Module 2

Relevant Summaries

Module 3 Module 3

Not Required

Unless Necessary

Module 4

Not Required

Unless Necessary

Module 5

Clinical Evidence

SAHPRA’s Application Process



Afriplex — Source to Shelf 40

Innovation & Formulation Importance

Discovery Scale-up
Formulation

development

Commercial scale 

supply fill / finish
Early development

Active 

pharmaceutical 

ingredient

Product
Mass 

production
Commercial packagingMedicineMolecule



Using the Health Supplement Annexures available

Ensure your limits are within the API levels if HS



42

• Now is the time to ensure your formulation has USP benefits

• Ensure dosage form is suitable

• Check your OOS, deviations and customer complaints to improve 

product formulation

• Use R&D staff to evaluate formulation, dosage, API and design

Research and Development



Use the SAHPRA Guidelines



Sourcing Ingredients / APIs

• What can be in a CAMS? Combination Products?

• Extracts, concentrated extracts, standardised extracts & isolates?

• Is there a 3.2.S section? If not what next?

• GMP Status of API manufacturer vs ISO accreditation

• Does the API have monographs?

Procuring APIs

• Ensure it is from the SITE you approved

• Ensure it is the correct grade (esp botanical extractions)

• Test the incoming APIs

• Justify the sampling model you use

• Keep reccords

API Sourcing and Procurement
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Plant Cultivation & 

Procurement
With a strong emphasis on reliable 

quality and sustainability, Our high-

quality raw materials are harvested from 

sustainable resources and transformed 

into a range of innovative, industry 

specific active ingredients

Comprehensive Quality 

Control & Assurance
All incoming components undergo 

vigorous testing to eliminate possible 

quality issues early on in the process, 

which ultimately ensures a 

uncompromised final product. 

State of the art facility 

and processes
Our manufacturing activities are supported 

by our integrated Material Resource 

Planning (MRP) system, allowing direct 

access to real-time data concerning stock 

availability, product requirements and 

progress

Fully-integrated product solutions

Standardised

Botanical Extracts
Our portfolio includes a range of Botanical 

extracts (Liquid and Powder), Plant 

material and Oils. By utilising our 

research and development capabilities, 

we also ventured into Active 

Pharmaceutical Ingredient (API) 

development and supporting API master 

files

Initialization Road Map



What is Quality?



Using GMP Manufacturing Sites
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The 4 P’s of GMP

Premises 
& 

Equipment

Process
Procedures & 

Documentation

People
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6 M’S of Six Sigma
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Manufacturing - Processing Facilities
Specialised equipment for manufacturing finished products 

• Bulk batches (1,000,000 litres per annum) of 

plant extracts, tinctures and other medicinal 

liquids – (largest tank being 6,340 litres)

• AtEx (explosive atmospheres) 

rated area

Bulk liquid 

manufacturing

• After bulk liquid manufacturing the product is 

placed on hold, sampled and sent to Quality 

Control for testing, approval and releasing

• 6 × 5,000 litres stainless steel tanks 

continuous stirring ability with each tank 

mounted on three weight load cells so as to 

control and reconcile bulk liquid batches 

Bulk liquid 

storage

• State of the art liquid filling carousals for a 

diverse range of applications, e.g. varying 

viscosity and filling size

• There are three liquid filling and packing 

lines

• Total capacity – 8,000,000 units per annum 

ranging from 20 ml – 1000 ml per unit

Liquid filling 

and packing
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Manufacturing - Processing Facilities
Specialised equipment for manufacturing final products 

Temperature / humidity 

controlled warehousing

Water 

treatment

Oral solid dosage 

(OSD) manufacturing

• The latest technology / energy efficient fully 

integrated and real time controlled 

• HVAC systems 

• An integrated Material Resource Planning 

(MRP) system ensures on-time delivery to 

our client base

• Reverse Osmosis (RO) treatment plant 

capable of supplying 2,000 liters of purified 

water per hour 

• Circulated closed loop supply to 11 take-off 

points 

• These manufacturing areas are equipped to 

fill gelatin capsules (size “0” & “00”) or 

compress tablets in various shapes and 

mass, complimented by 3 primary OSD 

counting and 3 OSD secondary 

packing lines 



• Labelling / Advertising

– Regulation 10 “Labelling of medicines intended for human use”

– Regulation 11 “Professional information for medicines for human use”

– Regulation 12 “Patients information leaflet”

– Regulation 13 “Labelling of veterinary medicines”

– Regulation 14 “ Professional information for veterinary medicines”

– Regulation 42 “Advertising of medicines”

• Prescribed levels / indications

• No scheduled substances > S0

• Low risk indications as defined by SAHPRA

– Complementing health

– Supplementing the diet or

– A nutritional effect

Requirements for Continued Right of Sale

Labelling, PI & PIL Requirements



55

Quality control systems should be in line with cGMP.

To keep pace with the current ZACTD regulatory

requirements, some companies have invested in the

necessary equipment and expanded our quality

control system.

Quality Assurance
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General Chemistry Lab

• FT/IR identification

• Viscosity

• pH

• Conductivity

• SG

• Loss on drying

• Dissolution, Solubility

• Disintegration of capsules and 

tablets

Instrument Lab

• High-performance liquid 

chromatography

• Thin layer chromatography 

and fingerprinting

• Gas chromatography

Specialized QC Testing
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Microbial Lab

• Total plate count

• Yeast & Moulds

• E.coli (quantitative analyses)

• Salmonella (quantitative analyses)

• Bile-tolerance estimations

Stability Room

• Long term stability chambers

• Short term stability chambers

• Accelerated stability chambers

Specialized QC Testing
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“Registration Dossier” – Common Technical Document (CTD) is the 

document that contains all the technical data (administrative, quality, 

nonclinical and clinical) of a pharmaceutical product to be approved / 

registered / marketed in a country

• DMF: Drug Master File DATA proving; Quality, Efficacy, Safety

• 3.2S: Active Ingredient (Active Pharmaceutical Ingredient)

• 3.2P: Final pharmaceutical product

Dossier: Common Technical Document Format-
Multisource products

Extensive technical documents for CAMS regulations
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Module 1

• Administrative 

information

• Completion of 

application 

documentation

Module 2

• Overview of 

application

• Formulation

• PI/PIL

Module 3

• Stability data

• Raw material 

information

• Pharmaceutical 

and analytical

Module 4

• Pre-clinical 

studies

• Data analysis

• Result 

publication

Module 5

• Clinical studies

• Data analysis

• Results 

publication

CTD value-adding capabilities



CAMS Future



SAHPRA Relocation to CSIR



Recent Guidelines for Review



Recent Guidelines for Review



SAHPRA Job Adverts



• SAHPRA will need to overcome the following challenges in order to be successful:

– Communication & Interaction with Stakeholders

– National Health Insurance – seen as a priority

– National Drug Policy

– Antimicrobial Resistance National Strategy Framework

– Regulatory Pipeline or Backlog Project for Category A Medicines

– Resource Constraints

– Database & Infrastructure

– Organizational culture – recent strikes and fires

– Timing and Result Driven

• Although SAHPRA is made up of the same people from DoH/MCC, it is important to 

remember that it is still very new and thus will likely experience “teething” issues during 

the next few months.

• I believe it is the CAMS Industries responsibility to work with SAHPRA to ensure we have 

a regulatory framework that is appropriate and adds value not only to the public but also to 

all the stakeholders.

SAHPRA Challenges



Remember … 
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Copyright & Liability
Our intellectual property is key to your and our business success

We emphasize that the contents of this presentation constitute works subject to protection under the laws of copyright.

Any reproduction, dissemination, further processing or other use of the presentation, of the information and contents

thereof, or of corresponding excerpts thereof, shall be subject to our express consent.

The presentation was drawn up to the best of its authors knowledge and belief and is offered for information purposes.

Absent further agreement, any information or contents found therein shall serve as non-binding indications only and

shall represent no promise or pledge. The authors of the presentation cannot accept liability for damage that may arise

as a result of utilization of the information and contents of which the presentation consists, unless information and

contents of which the presentation consists have been made part of a concrete agreement as between our customer

and us.
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+27 84 232 7961

WayneR@afriplex.co.za

Wayne Robinson

Director: Business Development


