THE HIGH COURT OF SOUTH AFRICA
GAUTENG DIVISION. PRETORIA ( y!

CASE NO: 2820/21

On the 1%t day of April 2021
Before the Honourable Mister Justice Sardiwalla, J

In the matter between: T OF SoUTIT A
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DR GEORGE COETZEE| .t 5% X7, Pretoria oag, First Applicant
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GIDEON SAMSON GU En& 2l G4y 5 @ Second Applicant
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—Fourth Applicant

and

SOUTH AFRICAN HEALTH PRODUCTS

REGULATORY AUTHORITY First Respondent
MINISTER OF HEALTH Second Respondent
DIRECTOR-GENERAL OF THE DEPARTMENT

OF HEALTH Third Respondent
MEMBER OF THE EXECUTIVE COUNCIL

FOR HEALTH: GAUTENG PROVINCE Fourth Respondent
And

CASE NO: 3792/2021

In the matter between:

AFRICAN CHRISTIAN DEMOCRATIC PARTY First Applicant
DOCTORS FOR LIFE Second Applicant
and

SOUTH AFRICAN HEALTH PRODUCTS REGULATORY

AUTHORITY (SAHPRA) First Respondent
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MINISTER OF HEALTH: ZL MKHIZE

And

In the matter between:

“I CAN MAKE A DIFFERENCE”

DOCTORS AND MEDICALPRACTITIONERS GROUP
And

THE SOUTH AFRICAN HEALTH PRODUCTS
REGULATORY AUTHORITY (SAHPRA)

THE MINISTER OF HEALTH

BOITUMELO SEMETE-MAKOKOTLA

PRESIDENT OF THE REPUBLIC OF SOUTH AFRICA

Second Respondent

CASE NO: 6391/2021

Applicant

First Respondent
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CASE NlD: 9086/2021
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PHARMA VALU IRENE CC
MARX & MARX CC

AW & JA DREYER CC

JJ STRYDOM CC

MENLO PARK APTEEK CC
JJ STRYDOM APTEEK CC
PHARMA VALU NEWLANDS CC
STRYDOM & PRETORIUS CC

First Applicant
Second Applicant
Third Applicant
Fourth Applicant
Fifth Applicant
Sixth Applicant
Seventh Applicant

Eighth Applicant
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Having read the documents filed of record, having heard counsel for the applicants

and the respondents and having considered the matters the following order is made:

1. SAHPRA is ordered to report back to the Court, by way of affidavit, every three
months following the date of the granting of this order, until otherwise ordered on inter

alia: -

1.1.  adjustments made to the Programme and why such adjustments were

necessary, for the prevention and/or treatment of COVID-1 9;

1.2, newly approved unregistered Ivermectin products;

1.3.  newly authorised importers;

1.4. the number of Ivermectin products made available for named patients under

the Programme; and

1.5. the particulars of healthcare facilities (including hospitals, pharmacies,

compounding pharmacies and licensed dispensing doctors) that have
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been authorised to hold stock of unregistered and/or compounded Ivermectin

products.

2. Any party to this application may approach the Court, by way of a Notice of
Motion and Supplementary Affidavits, after having given reasonable notice in the

circumstances to all relevant parties, for relief, pertaining to:

2.1. the insufficiency or the impracticality of the Programme, or any amendments

affected thereto by SAPHRA:
2.2.  any party’s failure to give effect to the content of the Court order; and

2.3.  any further aspects relating to the administration and allowance of the use of
Ivermectin as a treatment against COVID-19, which is in the public interest and

necessary to be considered by the Court.

3. ltis the statutory duty of the South African Health Products Regulatory Authority
(SAHPRA) to ensure the efficient, effective and ethical evaluation or assessment and
registration of health products that meet defined standards of quality, safety, and

efficacy.

4. SAHPRA has and will continue to monitor all scientific data and analysis relating to
the potential of ivermectin for use in prevention or treatment of COVID-19 having

regard to the requirements of quality, safety and efficacy.

5. SAHPRA has and will continye-to-gensiderthe Ommendati relevant
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6. On 2 February 2021 SAPHRA, in the matter under case number: 2820/2021 and
consequent upon the provisions of Section 21 of the Medicines Act, agreed to a court
order incorporating the “lvermectin Controlled Compassionate Use Program
Guideline” (“the Programme”), the relevant portion of the court order as aforesaid

reads as follows:

g In terms of the Notice entitled ‘Ivermectin Controlled Compassionate
Use Programme Guideline’ (‘the Programme”) issued by SAHPRA on
28 January 2021, a copy of which is annexed hereto marked “A” it is
declared that in terms of the Programme:

1.1 Ivermectin will be made available in terms of section 21 of the
Medicines and Related Substances Control Act 101 of 1965;

1.2 Any person, including the second and third applicants, is eligible
for access to Ivermectin in terms of the Programme;

1.3 The first applicant, and an y registered medical practitioner in his
position, are entitled to apply for access to Ivermectin on the
terms and conditions, including the reporting obligations,
Specified in the Programme; and

1.4 Where urgent access to Ivermectin is required, in the clinical
judgment of the first applicant or any attending medical
practitioner, and access is available to bulk stock held by an
authorised health facility, treatment ma y be initiated at the same
time as an application for the individual, named patient is
submitted to SAHPRA, subject to SA HPRA'’s rights in this regard
and the requirements of the Programme”.

7. SAHPRA is enabling the use of ivermectin for the purpose of treating or
preventing COVID-19 at the discretion and responsibility of the prescribing
clinician. To this end medicines containing ivermectin will be available for this

purpose in two ways.

a. First, through the programme Sfu,j‘_PRﬁf'hau launehed,.in derms of sectign
I
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Second, through compounding, in accordance with the provisions of

section 14(4) of the Medicines Act.

Access through the section 21 Programme:

10.

8. On 28 January 2021, after consultations with the scientific and medical

community, SAHPRA adopted a Pregramme under section 21 of the Medicines
and Related Substances Act, 101 of 1965 (‘the Act”) entitled ‘lvermectin
Controlled Compassionate Use Programme Guideline' (“the Programme”),
annexed as Annexure “A”. SAHPRA did so based on the considerations as

outlined in its statement dated 28 January 2021 annexed as Annexure B”.

In essence, the Programme enables access to ivermectin under Section 21 of
the Act, until further data becomes available which may or may not support
the use of ivermectin in the prevention or treatment of COVID-19. Through
this Programme, medical practitioners will be able to apply for approval of
access to unregistered ivermectin for the management of COVID-19 in

individual, named patients.

The Programme follows a tiered mechanism that ensures controlled access,
monitored use and stringent reporting. The tiered approach will ensure that
quality-assured products are available, that appropriate measures are taken
to ensure timely access, and that approval is granted for individual, named
patients, with the obligation to report| ¥ s

this access is, in summary, as follows:




a. Authorisation to registered applicants and holders of a licence to
manufacture, import or to act as a wholesaler of or distribute 3 medicine

or Scheduled substance, issued in terms of section 22C(1)(b) of the Act.

b. Authorisation of licensed healthcare facilities to hold bulk stock. The
intention of this authorisation is to limit the possible delays between
obtaining Section 21 approval for an individual, named patient and

accessing the ivermectin product requested.
. Authorisation of individual named patients:

i. A registered medical practitioner may apply, via the Section 21
online submission portal, for permission to prescribe ivermectin

to an individual, named patient.

ii. The medical practitioner authorised to prescribe unregistered
ivermectin to an individual, named patient must comply with the

reporting requirements stated in the Section 21 approval.

iii. The patient outcomes (both benefits and harms) are to be
reported on SAHPRA's COVI-Vig platform, which is accessible on

the SAHPRA website homepage: www.sahpra.org.za.

11. Subject to compliance with all reporting requirements of the Programme,

where access to ivermectin is required, in the clinical judgment of an attending
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12.

13.

Comgoundmg with ivermectin

14,

15.

16.

17.

A list of approved importers of ivermectin and a list of healthcare facilities
approved to hold bulk stock will be published on SAHPRA'’s website and will

be updated at regular intervals.

SAHPRA will continue to monitor all data and developments locally and

internationally and will make adjustments to the Programme as necessary,
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SAHPRA has recently registered a topical formulation of a medicine
containing ivermectin as an active ingredient, for treatment of moderate to
severe inflammatory lesions of Papulopustular rosacea in aduit patients, in
terms of section 15(3)(a) of the Act. The registration was effected on 16 March
2021 upon successful completion by the applicant for registration of the final

steps in the registration process.

The effect of the registration referred to in paragraph 13 is that Medicines
containing ivermectin may be compounded and is accessible in accordance

with the provisions of section 14(4) of the Act.
In summary, ivermectin is currently available and accessible as follows:

a. Medicines containing ivermectin may be compounded and accessed

in accordance with the provisions of section 14(4) of the Act.
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18.

19.

b. Unregistered ivermectin-containing finished pharmaceutical products

remain accessible under the Programme through the authorised

suppliers of such products.

Additional matters

In light of the demands of the pandemic, SAHPRA will provide the public with
accurate information regarding the safety, efficacy and quality of ivermectin

and any other potential treatment or preventative medicine for COVID-19.

SAHPRA undertakes to consider proposals for exclusion from the application
of a section or sections of the Act, in accordance with section 36, read with

section 24A, and to engage with the Minister in such circumstances.

The position of the Minister of Health:

20.

The Minister of Health who has been cited as a respondent in all the
applications and the President of the Republic of South Africa who is cited in

one of the applications, place the following on record:

a. That they have complied with and carried out their constitutional and
statutory duties in relation to the protection of public health against the

COVID-19 pandemic:

b. That the Minister of Health has ensured that SAHPRA is held

accountable and provides the ng cessar
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c. That the Minister places reliance on SAHPRA, its expertise,
recommendations and consultations in relation to the medicines and

access thereto as governed by the Act; and

d. That the Minister agrees with and approves, in so far as it statutorily
reposes upon him, the actions taken and decisions made by SAHPRA

in relation to the ivermectin including the issuance of the Programme.

The parties agree to an order in the following terms:

21, A pharmacist, and/or a medical practitioner and/or other persons registered
under the Health Professions Act 56 of 1974, who is the holder of a licence
contemplated in section 22C(1)(a) of the Act, in the course of carrying on their
professional activities, may compound and sell such compounded medicine
which contain ivermectin as an active ingredient, for a particular patient, in a
Quantity not greater than the quantity required for treatment by the medical
practitioner, or a quantity not greater than that prescribed by regulation, for
the sale in the retail trade, on condition that such medicine is prescribed by a

medical practitioner: and

22. Registered medical practitioners, who are entitled to prescribe medicines in
schedule 3 of the Act, may in their professional discretion, prescribe ivermectin

to be compounded into a medicine that contains ivermectin as an active

ition that the medicine is
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23.

25.

24,

Unregistered ivermectin-containing finished pharmaceutical products remain
accessible under the present Programme through the authorised suppliers of

such products.

Subject to compliance with all prescribing and reporting requirements of the
Programme, where in the clinical judgment of an attending medical
practitioner access to Ivermectin is required, treatment may be initiated at the

same time as an application for the individual named patient is submitted to

SAPHRA.

Without admission of any liability, the respondents, jointly and severally, the

one to pay the others to be absolved, shall make payment in the sum of

R350 000.00 (VAT inclusive) as a contribution towards the Applicants’
costs in PHARMA VALU IRENE CC, MARX & MARX CC, AW & JA
DREYER CC, JJ STRYDOM CC, MENLO PARK APTEEK CC,
PHARMA VALU NEWLANDS CC, STRYDOM & PRETORIUS CC and
THE SOUTH AFRICAN HEALTH PRODUCTS REGULATORY
AUTHOURITY, THE MINISTER OF HEALTH, CASE NUMBER:

9086/2021.

R500 000.00 (five hundred and thousand Rand) plus VAT as g
contribution towards the cost of the Applicants in DR GEORGE
COETZEE, GIDEON SAMSON GUMEDE, GEELBOOI MOTSIPA,

AFRIFORUM NON-PROFIT CO
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HEALTH, MEMBER OF THE EXECUTIVE COUNCIL FOR HEALTH:
GAUTENG PROVINCE, CASE NUMBER 2820/2021.

é R500 000.00 (five hundred and thousand Rand) plus VAT as a
contribution towards the cost of the Applicants in AFRICAN CHRISTIAN
DEMOCRATIC PARTY, DOCTORS FOR LIFE and SOUTH AFRICAN
HEALTH PRODUCTS REGULATORY AUTHORITY, MINISTER OF
HEALTH: ZL MKHIZE, CASE NUMBER: 3792/2021.

d. R450 000.00 (four hundred and fifty thousand Rand) plus VAT as a
contribution towards the cost of the Applicants in “I CAN MAKE A
DIFFERENCE” DOCTORS AND MEDICAL PRACTITIONERS GROUP
and THE SOUTH AFRICAN HEALTH PRODUCTS REGULATORY
AUTHORITY (SAHPRA), THE MINISTER OF HEALTH, BOITUMELO
SEMETE-MAKOKOTLA, PRESIDENT OF THE REPUBLIC OF SOUTH
AFRICA, CASE NUMBER: 6391/2021.

REGISTRAR OF THE HIGH COURT OF SOUTH AFRICA
GAUTENG DIVISION,
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