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IN THE SUPREME COURT OF SOUTH AFRICA 

(APPELLATE DIVISION) 

In the matter between: 

THE ADMINISTRATOR OF THE CAPE APPELLANT 

and 

RAATS RoNTGEN AND VERMEULEN (PTY) LTD .. RESPONDENT 

CORAM : BOTHA, HEFER, NESTADT JJA, 

VAN DEN HEEVER et KRIEGLER AJJA 

HEARD : 26 AUGUST 1991 

DELIVERED : 27 SEPTEMBER 1991 

J U D G M E N T 

KRIEGLER AJA/.... 



1. 

KRIEGLER AJA: 

There are two main issues in this appeal. 

The first is whether a scheme for repacking and 

distributing medicines contravenes the provisions of 

the Medicines and Related Substances Control Act No 101 

of 1965 ("the Act") and the General Regulations 

promulgated thereunder ("the Regulations"). The second 

is whether such provisions bind the Cape Provincial 

Administration ("the Administration"). The issues 

arise for decision in circumstances which are not in 

dispute, save in one subsidiary respect to which will 

be adverted at the appropriate juncture. 

For many years the Administration, in common 

with its counterparts in the other Provinces, has been 

supplying medicine to patients at provincial hospitals. 

Many patients present with common ailments, for which 

standard dosages of certain medicines are usually 

prescribed by the attending medical staff. In time 

2/... 



2. 

experience taught hospital pharmacists to anticipate 

the dispensing of such standard prescriptions. Medicines were taken from the bulk packs in which they had been supplied to the hospital and were repacked into standard dosages, which could then be supplied to patients as and when prescribed. The system spread to other provincial hospitals, not only in the Cape but throughout the country. The benefits in terms of time, effort and money were obvious: instead of the hospital pharmacist having to dispense large numbers of standard prescriptions ad hoc for individual patients, he could prepack them, ready to be handed out. State patients in remote rural areas could however not be catered for in this manner. They were seen by their local district surgeon who would prescribe the appropriate type and dosage of medicine; then either the district surgeon would dispense and supply the medicine or a local pharmacy would do so; the Administration would then 3/... 



3. 

pay for the medicine and for the dispensing. 

The cost of the rural system became 

prohibitive and the Administration devised a new scheme 

which it estimated would reduce the annual cost thereof 

from some R40 million to below R20 million. In a sense 

it entailed rural district surgeons and pharmacies 

playing the role of provincial hospital pharmacists. 

The Administration would appoint one or more so-called 

district pharmacists in each rural district surgeon's 

area, to whom it would dispatch supplies of medicines 

prepacked at one of three major Cape provincial 

hospitals. The district pharmacist would then store 

the medicine for issue to the district surgeon's 

patients as and when prescribed; the Administration 

would pay monthly for the service at a flat rate of 

R5,28 per prescription. A standard contract for 

appointment as a district pharmacist was drafted and 

applications for appointment were invited in the press. 
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4. 

The scheme was to commence on 1 August 1990 and 

applications for appointment closed on 15 June 1990. 

The respondent, which conducts pharmacies in a number 

of Boland towns, applied on 20 June 1990 for their 

appointment. Respondent's managing director, who 

signed the application on respondent's behalf, added a 

postscript below his signature in the following terms: 

"Onderworpe aan die bepalings van die kontrak en 

die wettigheid van die skema." 

There was a sting in the tail. The day 

before the application was signed, respondent's 

attorneys in Malmesbury had written to the 

Administration contending that the scheme would 

contravene both sec 14 of the Act and a provision in 

the ethical code of the Pharmacy Board. (The section 

mentioned which prohibits the sale of medicine in given 

circumstances, will be dealt with shortly.) On 11 July 

5/... 



5. 

1990 Cape Town attorneys wrote another letter to the 

Administration on respondent's behalf, reiterating 

the perceived breach of sec 14 and underscoring the circumstance that the scheme involved repacking medicines. Several questions were also posed relating to whether the sale, delivery and dispensing of repacked medicine would not constitute an offence. The following day the State Attorney replied that the handling and delivery of repacked medicine by a district pharmacist to district surgeons' patients would not be an offence. Respondent then changed tack. In a letter dated 20 July 1990 its Cape Town attorneys advised the State that the scheme contravened sec 15(7) read with sec 29 (e) of the Act (which relates to conditional registration of a medicine). The State Attorney' s reply on 23 July 1990 that the scheme was proceeding, triggered an urgent application by respondent in the Cape Provincial Division on 31 July 6/.... 



6. 

1990. Citing the Administration and six other public 

bodies (of whom only the Administration did battle) the 

respondent sought an order declaring the scheme illegal by reason of its contravention of sec 29 (b) of the Act read with sec 14(1) thereof; and reg 36(3) read with reg 12 of the Regulations. The founding affidavit, deposed to by respondent's managing director, impugned the scheme along corresponding lines. In essence it was contended that repacking medicines in containers differing from those approved upon registration of the medicine - and without package inserts - (1) vitiated the registration and (2) constituted a deviation from the approved standards and specifications of such medicine. By agreement the application was postponed to 22 August 1990; on 15 August 1990 the Chief: Pharmaceutical Services of the Administration deposed to the answering affidavit and joined issue with the respondent on a number of factual averments in the 7/... 



7. 

founding affidavit. In the course of so doing two 

standard packages (complete with labels) to be used in 

the scheme were attached. They elicited a reply, 

supported by the detailed evidence of an expert, to 

the effect that the scheme would also contravene regs 

9 and 10, which prescribe in detail how medicine 

containers should be labelled and what information is 

to be reflected on accompanying inserts. At the same time respondent amended its notice of motion accordingly and invited the Administration to deal with the new matter thus raised. A brief supplementary affidavit by the Administration's pharmaceutical head was filed dealing with the new line of attack. When the matter came to be argued in the court a quo respondent's main prayer was for an order in the following terms: "The First Respondent's proposed scheme (annexure 'E', as further outlined in the State Attorney's 8/... 



8 
letter, annexure 'J' to the founding affidavit), 

concerning the repackaging and distribution of 

medicines which must be registered in terms of the 

provisions of Act No. 101 of 1965 be declared 

illegal and/or to constitute a contravention of 

Section 29(b), read with Section 14(1) of the said 

Act in all cases in which the repackaging and 

distribution in terms of the proposed scheme 

renders as unregistered medicines which must be 

registered in terms of the said Act, and/or to 

constitute a contravention of General Regulation 

36(1), 36(2) and 36(3) read with Regulation 9, 

Regulation 10 and Regulation 12(1) of the 

Regulations promulgated under the said Act in 

Government Notice R352 in Government Gazette No. 

4594 of 21 st February 1975 (as amended), where 

such repackaging and distribution constitute a 

deviation from the standards and specifications 

for such medicine which were furnished to the 

Second Respondent on the prescribed form and which 

were accepted by the Second Respondent with regard 

to such medicine and/or non-compliance with the 

requirements relating to labelling and package 

inserts in respect of registered medicines." 

The learned judge reserved judgment and in due 

course held in favour of the respondent in a reasoned 

judgment, which has since been reported s.v. Raats 

Rontgen and Vermeulen (Pty) Ltd v Administrator, Cape 

and Others 1991(1) SA 827(C). He concluded (at 837 B -
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