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In keeping with the vision of the South African Pharmacy Council, which is 
to ensure quality pharmaceutical services for all the people in South Africa, 
Council has developed the Good Pharmacy Practice standards. The aim of 
the GPP standards is to ensure that all practising pharmacists and other 
health care professionals provide a service of high quality for the public and 
private sector alike. Council therefore encourages every health care profes-
sional providing medicine to the public, to embrace the document and sup-
port its implementation. 

Comments or any other constructive criticism of this document that will 
contribute to the improvement thereof must be send to Council.

Let us help each other to uplift the image of pharmacy.

"Reading make'th a man, learning make'th difference."
What we have discovered today is a Gift,

Yesterday is History and
Tomorrow remains a mystery.

"Knowledge comes from learning but,
Wisdom comes from GOD"

TA MASANGO
REGISTRAR
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The South African Pharmacy Council strives continuously to ensure that the 
highest standards are maintained in the manner in which pharmaceutical serv-
ices are provided and that any new amendments or additions to the Good 
Pharmacy Practice regulations are brought to the attentions of all pharmacists 
and other healthcare professionals at the earliest opportunity.

While this new manual is produced in line with Council’s desire to routinely 
update the manual whenever new developments necessitate this, it is also 
significant that the current amendments, relating to matters of confidential 
maintenance and disposal of patient information as they do, coincide with two 
issues that are likely to dominate the healthcare landscape in South Africa for 
a long time into the future. The first is the scaling up of the battle against HIV 
and AIDS which will require that stigma and lack of confidentiality do not 
continue to be impediments to more people living with HIV seeking to utilize 
the healthcare system, be it in the public or the private sector.

The second issue is occasioned by the fact that Government has decided to 
move along with plans to prepare for the implementation of a national health 
insurance (NHI) system. Whatever forms it takes, all health facilities, including 
community and hospital pharmacies, will have to meet certain standards if 
they are to be accredited to supply services to the NHI authority. It is thus 
important that all our pharmacy facilities continue to strive to be compliant 
with the requirements of GPP.

It is for this reason that we wish to reiterate the call made previously for 
pharmacists, pharmacist's Assistants and other health care professionals to 
boldly take ownership of the GPP document as its contents will always be 
influenced by our joint efforts to improve pharmacy in our country.
Let us rise to the occasion and do the right thing!

BADA PHARASI
PRESIDENT

Copyright © 2010The South African Pharmacy Council. All rights reserved Copyright © 2008 The South African Pharmacy Council. All rights reserved

MESSAGE FROM THE SAPC 
PRESIDENT



CONTENTS
 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 1

 THE UNDERLYING PHILOSOPHY. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 2
 THE SCOPE OF PRACTICE OF PHARMACISTS  . . . . . . . . . . . . . . . . . . . . . . 3
 GOOD PHARMACY PRACTICE REQUIREMENTS  . . . . . . . . . . . . . . . . . . . . 4
 GENERAL OBJECTIVES AND REQUIREMENTS OF
 PHARMACEUTICAL SERVICES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 6

1. INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 9

1.2 MINIMUM STANDARDS FOR PHARMACY PREMISES,
 FACILITIES AND EQUIPMENT. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 10

1.2.1 APPEARANCE OF PHARMACY PREMISES. . . . . . . . . . . . . . . . . . . . . . . . . .  10
1.2.2 ANOTHER BUSINESS OR PRACTICE IN PHARMACY PREMISES OR A
 PHARMACY IN ANOTHER BUSINESS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 11
1.2.3 SECURITY IN PHARMACY PREMISES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  11
1.2.4 CONTROL OF ACCESS TO PHARMACY PREMISES. . . . . . . . . . . . . . . . . . 11
1.2.5 SAFETY OF PHARMACY PREMISES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  12
1.2.6 CONDITION OF PHARMACY PREMISES  . . . . . . . . . . . . . . . . . . . . . . . . . . 12
1.2.7 CONSTRUCTION OF PHARMACY PREMISES  . . . . . . . . . . . . . . . . . . . . . . 13
1.2.8 ENVIRONMENT IN PHARMACY PREMISES  . . . . . . . . . . . . . . . . . . . . . . . . 13
1.2.9 HYGIENCE IN PHARMACY PREMISES. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 14
1.2.10 STORAGE AREAS IN PHARMACY PREMISES. . . . . . . . . . . . . . . . . . . . . . . .  14

1.2.11 DISPENSARY. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  15
1.2.11.1 Size of dispensary  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  15
1.2.11.2 Suitability of dispensary . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 15
1.2.11.3 Waste  disposal  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  15
1.2.11.4 Dispensing equipment. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 16
1.2.11.5 Reference sources. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  17

CHAPTER 1
PROFESSIONAL STANDARDS FOR PREMISES

MINIMUM STANDARDS FOR PHARMACY PREMISES, FACILITIES AND
EQUIPMENT

Page 9

i

ABBREVIATIONS 

AIDS  Acquired Immune Deficiency Syndrome
CHC  Community Health Centre
CCMs  Cold Chain Monitors
DOH  Department of Health
EDL  Essential Drug List
EPI  Expanded Programme on Immunisation
GPP  Good Pharmacy Practice
GMP  Good Manufacturing Practice
HIV  Human Immune Virus
HEPA  High Efficiency Particulate Air
MCC  Medicine Control Council
MDR  Mims Desk Reference
MTCT  Mother-to-Child Transmission
NDOH  National Department of Health
PEP  Post Exposure Prophylaxis
PIN  Personal Identification Number
PHC  Primary Health Clinic
PTC  Pharmacy and Therapeutics Committee
RBC  Red Blood Cells
SAMF  South African Medicines Formulary
SAPC  South African Pharmacy Council
SOP  Standard Operating Procedure
STG  Standard Treatment Guidelines
STIs  Sexually Transmitted Infections
TPN  Total Parenteral Nutrition
VVMs  Vaccine Vial Monitors
VCT  Voluntary Counselling and Testing 
WDTC  Wards, Departments, Theatres and Clinics
WHO  World Health Organisation

Copyright © 2010 The South African Pharmacy Council. All rights reserved Copyright © 2010  The South African Pharmacy Council. All rights reserved



iiiii

1.8 MINIMUM STANDARDS SPECIFICALLY RELATING TO A
 STORAGE AREA FOR PHARMACEUTICALS OUTSIDE THE
 PHYSICAL PREMISES OF A PHARMACY . . . . . . . . . . . . . . . . . . . . . . . 40
1.8.1 MANAGEMENT OF STORAGE FACILITY  . . . . . . . . . . . . . . . . . . . . . . . . . . 40
1.8.2 CONDITION OF THE STORAGE AREA  . . . . . . . . . . . . . . . . . . . . . . . . . . . 41
1.8.3 CONTROL OF ACCESS TO THE STORAGE AREA  . . . . . . . . . . . . . . . . . . 42

2.1 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 43

2.2 MINIMUM STANDARDS FOR MANUFACTURING OF ANY 
 MEDICINE OR SCHEDULED SUBSTANCE . . . . . . . . . . . . . . . . . . . . . . 43

2.3 MINIMUM STANDARDS FOR PROCUREMENT, STORAGE AND
 DISTRIBUTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 44

2.3.1 RESPONSIBILITY FOR PROCUREMENT  . . . . . . . . . . . . . . . . . . . . . . . . . . . 44
2.3.2 SOURCES OF SUPPLY . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 44
2.3.3 SAFE SYSTEMS OF  WORK . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 45
2.3.4 MEDICAL GASES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 46
2.3.5 COLD STORAGE OF PHARMACEUTICALS  . . . . . . . . . . . . . . . . . . . . . . . . 47
2.3.6 MAINTENANCE OF THE REFRIGERATOR  . . . . . . . . . . . . . . . . . . . . . . . . . 47
2.3.7 STORAGE OF VACCINES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 49

2.4 MINIMUM STANDARDS RELATING SPECIFICALLY TO
 INSTITUTIONAL PHARMACIES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 53

2.4.1 SELECTION OF PHARMACEUTICALS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 53
2.4.2 PROCUREMENT AND STORAGE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 53
2.4.3 DISTRIBUTION OF PHARMACEUTICALS TO WARDS, DEPARTMENTS,
 THEATRES, CLINICS (WDTC) AND OTHER OUTLETS. . . . . . . . . . . . . . . 56

2.5 MINIMUM STANDARDS RELATING SPECIFICALLY TO
 MOBILE PHARMACEUTICAL SERVICES . . . . . . . . . . . . . . . . . . . . . . . . 58
2.5.1 STORAGE AND CONTROL OF MEDICINE AND SCHEDULED
 SUBSTANCES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 58

2.6 MINIMUM STANDARDS RELATING SPECIFICALLY TO
 WHOLESALE PHARMACIES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 58

CHAPTER 2
PROFESSIONAL STANDARDS FOR SERVICES

MINIMUM STANDARDS FOR SERVICES PROVIDED IN A PHARMACY 
Page 43

1.2.12 WAITING AREA  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 18

1.2.13 AREAS FOR COUNSELLING AND THE FURNISHING OF ADVICE  . . . . . 19
1.2.13.1 Types of areas for the furnishing of information and advice and the 
 counselling of patients . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 19
1.2.13.2 Semi-private area  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 20
1.2.13.3 Separate private area  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 21
1.2.13.4 Consultation area for the provision of screening and monitoring services  . . 22
1.2.13.4.1 Location. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 23
1.2.13.4.2 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 24

1.3 MINIMUM STANDARDS RELATING SPECIFICALLY TO
 INSTITUTIONAL PHARMACIES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 25

1.4 MINIMUM STANDARDS FOR PHARMACIES PROVIDING MOBILE
 PHARMACEUTICAL SERVICES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 26
1.4.1 PRE-REQUISITES FOR CONDUCTING MOBILE PHARMACEUTICAL
 SERVICES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 26
1.4.2 MOBILE UNIT, FACILITIES AND EQUIPMENT . . . . . . . . . . . . . . . . . . . . . . 27

1.5 MINIMUM STANDARDS FOR PHARMACIES OPERATING 
 INTERNET SITES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 28

1.6 MINIMUM STANDARDS FOR THE SUPPLY OF MEDICINES IN A 
 PRIMARY HEALTH CARE CLINIC . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 30
1.6.1 CLASSIFICATION AND MANAGEMENT  OF FACILITY. . . . . . . . . . . . . . . 30
1.6.2 DESIGNATION OF DISPENSARY OR MEDICINE ROOM. . . . . . . . . . . . . . 32
1.6.3 CONDITION OF A DISPENSARY OR MEDICINE ROOM  . . . . . . . . . . . . . 33
1.6.4 STORAGE AREA IN DISPENSARY OR MEDICINE ROOM  . . . . . . . . . . . . . 34
1.6.5 EQUIPMENT FOR DISPENSARY OR MEDICINE ROOM  . . . . . . . . . . . . . . 35
1.6.6 REFERENCE SOURCES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 35
1.6.7 CONTROL OF ACCESS TO DISPENSARY OR MEDICINE ROOM  . . . . . . 36

1.7 MINIMUM STANDARDS SPECIFICALLY RELATING TO THE
 MEDICINE ROOM OF A PERSON LICENSED TO DISPENSE
 MEDICINE IN TERMS OF THE MEDICINES ACT  . . . . . . . . . . . . . . . . 37
1.7.1 DESIGNATION OF THE MEDICINE ROOM  . . . . . . . . . . . . . . . . . . . . . . . . 37
1.7.2 CONDITION OF THE MEDICINE ROOM. . . . . . . . . . . . . . . . . . . . . . . . . . 37
1.7.3 STORAGE AREAS IN THE MEDICINE ROOM. . . . . . . . . . . . . . . . . . . . . . . 38
1.7.4 EQUIPMENT IN THE MEDICINE ROOM OR PREMISES  . . . . . . . . . . . . . . 38
1.7.5 REFERENCE SOURCES IN THE MEDICINE ROOM OR PREMISES . . . . . . 39
1.7.6 CONTROL OF ACCESS TO THE MEDICINE ROOM. . . . . . . . . . . . . . . . . 40
 

Copyright © 2010 The South African Pharmacy Council. All rights reserved Copyright © 2010  The South African Pharmacy Council. All rights reserved



viv

2.10 MINIMUM STANDARDS FOR DISPENSING SPECIFICALLY IN
 INSTITUTIONAL PHARMACIES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 77
2.10.1 INDIVIDUAL PATIENT DISPENSING (IPD)  . . . . . . . . . . . . . . . . . . . . . . . . . 77
2.10.2 EMERGENCY MEDICINE TROLLEY. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 78

2.11 MINIMUM STANDARDS FOR CLINICAL PHARMACEUTICAL
 SERVICES IN INSTITUTIONAL PHARMACIES  . . . . . . . . . . . . . . . . . . 79

2.11.1 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 79

2.11.2 WARD PHARMACY SERVICES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 79

2.11.3 PRESCRIPTION MONITORING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 80

2.11.4 PROVISION OF DRUG INFORMATION AND ADVICE  . . . . . . . . . . . . . . . 83

2.11.4.1 Minimum requirements for a drug information service  . . . . . . . . . . . . . . . . . 84

2.12 MINIMUM STANDARDS FOR PHARMACIST INTITIATED
 THERAPY  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 85
2.12.1 SERVICES RELATING TO A SPECIFIC PATIENT  . . . . . . . . . . . . . . . . . . . . . 85
2.12.1.1 Response to symptoms . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 85
2.12.1.2 Self Care Products including the supply of Schedule 0, Schedule 1 and
 Schedule 2 medicines  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 86
2.12.1.3 Follow up  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 87

2.13 MINIMUM STANDARDS FOR SCREENING AND MONITORING
 SERVICES IN PHARMACIES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 88
2.13.1 MINIMUM STANDARDS ON PROMOTION OF PUBLIC HEALTH . . . . . . 89
2.13.1.1 Physical facilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 89
2.13.1.2 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 89
2.13.1.3 Professional and ethical aspects  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 90

2.13.2 MINIMUM STANDARDS REGARDING TESTING  . . . . . . . . . . . . . . . . . . . . 91

2.13.2.1 Minimum standards regarding test materials and instruments . . . . . . . . . . . . 91
2.13.2.2 Minimum standards regarding the taking of samples  . . . . . . . . . . . . . . . . . . . 92

2.13.3 MINIMUM STANDARDS FOR BLOOD PRESSURE MONITORING
 SERVICES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .93

2.13.3.1 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 93
2.13.3.2 Procedure and interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 93
2.13.3.3 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 95

2.13.4 MINIMUM STANDARDS FOR THE PERFORMANCE OF PEAK
 FLOW TESTS  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 96

2.13.4.1 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 96
2.13.4.2 Procedure and interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 96
2.13.4.3 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 97

2.7 MINIMUM STANDARDS FOR THE DISPENSING OF MEDICINE
 OR SCHEDULED SUBSTANCES ON THE PRESCRIPTION OF AN
 AUTHORISED PRESCRIBER . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 59

2.7.1 DISPENSING PROCEDURES. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 59
2.7.1.1 Phase 1:  Interpretation and evaluation of the prescription . . . . . . . . . . . . . . 60
2.7.1.2 Phase 2:  Preparation and labeling of the prescribed medicine  . . . . . . . . . . . 62
2.7.1.2.1 Selecting or preparing the medicine . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 62
2.7.1.2.2 Labels  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 62
2.7.1.2.3 Record keeping regarding the supply of medicine  . . . . . . . . . . . . . . . . . . . . . 63
2.7.1.2.3.1 Schedule 1 record . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 63
2.7.1.2.3.2 Prescription Book  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 63

2.7.1.3 Phase 3: Provision of information and instructions to the patient to
 ensure the safe and effective use of medicine  . . . . . . . . . . . . . . . . . . . . . . . . 64
2.7.1.3.1 Supply to the patient . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 64
2.7.1.3.2. Monitoring patient outcomes  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 65

2.7.2 SUPERVISION OF DISPENSING AND SALES/SUPPLY  . . . . . . . . . . . . . . . . 65

2.7.3 SAFETY IN DISPENSING PROCEDURES . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
2.7.3.1 Interpretation of prescription . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
2.7.3.2 Forged prescriptions . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
2.7.3.3 Dispensing containers . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 66
2.7.3.4 Re-use of containers  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 67
2.7.3.5 Re-use of medicines  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 67
2.7.3.6 Confidentiality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 68
2.7.3.7 Recalls  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 68
2.7.3.8 Personal hygiene  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 69
2.7.3.9 Expiry dates. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 69
2.7.3.10 Adverse drug reaction reporting. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 69
2.7.3.11 Generic substitution  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 70

2.7.4 PRICING OF PRESCRIPTIONS AND SERVICES. . . . . . . . . . . . . . . . . . . . . . 71

2.7.5 DELIVERY OF MEDICINES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 72

2.8 MINIMUM STANDARDS FOR PATIENT INFORMATION
  AND ADVICE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 72
2.8.1 PURPOSE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 73
2.8.2 GENERAL CONSIDERATIONS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 73

2.9 MINIMUM STANDARDS FOR RECORD KEEPING PROCEDURES  . 74
2.9.1 PATIENT MEDICATION RECORDS  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 74
2.9.2 DOCUMENTATION OF PROFESSIONAL ACTIVITIES . . . . . . . . . . . . . . . . 76

Copyright © 2010  The South African Pharmacy Council. All rights reserved Copyright © 2010  The South African Pharmacy Council. All rights reserved



viivi

2.13.9.6 Interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 126
2.13.9.7 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 130
2.13.9.8 Confidentiality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 131 

2.14 MINIMUM STANDARDS FOR IMMUNISATION SERVICES  . . . . . . 131
2.14.1 PHYSICAL FACILITIES AND EQUIPMENT. . . . . . . . . . . . . . . . . . . . . . . . . 131
2.14.2 PROCEDURE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 132
2.14.3 DOCUMENTATION AND RECORD KEEPING . . . . . . . . . . . . . . . . . . . . . 135
2.14.4 ETHICAL ASPECTS  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 136
2.14.5 TRAINING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 136 

2.15 MINIMUM STANDARDS FOR REPRODUCTIVE
 HEALTH SERVICES. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 137
2.15.1 PHYSICAL FACILITIES AND EQUIPMENT. . . . . . . . . . . . . . . . . . . . . . . . . . . . 137
2.15.2 PROCEDURE . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 137
2.15.3 DOCUMENTATION AND RECORD KEEPING. . . . . . . . . . . . . . . . . . . . . . . . 138
2.15.4 LEGAL AND ETHICAL ASPECTS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 138
2.15.5 TRAINING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 139

2.16 MINIMUM STANDARDS FOR OTHER HEALTH CARE SERVICES . . 139
2.16.1 RESIDENTIAL AND NURSING HOMES . . . . . . . . . . . . . . . . . . . . . . . . . . . 139
2.16.2 SMOKING CESSATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 140
2.16.3 NUTRITION ADVICE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 141
2.16.4 BABY AND CHILD HEALTH . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 142

2.17 MINIMUM STANDARDS FOR ASEPTIC DISPENSING SERVICE . . 143
2.17.1 INTRAVENOUS ADDITIVE SERVICE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 145
2.17.2 TOTAL PARENTERAL NUTRITION (TPN) PREPARATION SERVICE  . . . 146
2.17.3 CYTOTOXIC PREPARATION AND RECONSTITUTION SERVICE  . . . . . 147

2.18 COMPOUNDING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 151

2.19 PRE-PACKING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 153
2.19.1 MINIMUM STANDARDS FOR PRE-PACKING  . . . . . . . . . . . . . . . . . . . . . . 153

2.20 MINIMUM STANDARDS FOR A TOTAL PARENTERAL
 NUTRITIONAL (TPN) CONSULTATION SERVICE  . . . . . . . . . . . . . . 156

2.21 MINIMUM STANDARDS FOR THERAPEUTIC MEDICINE
 MONITORING SERVICE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 158

2.22 MINIMUM STANDARDS FOR THE PROVISION OF
 COMPLEMENTARY MEDICINE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 159

2.13.5 MINIMUM STANDARDS FOR THE PERFORMANCE OF HIV TESTS. . . . . 98
2.13.5.1 Physical facilities and equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 98
2.13.5.2 Collecting of samples  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 100
2.13.5.3 Informed consent  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 102
2.13.5.4 Counselling  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 104
2.13.5.5 Interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 107
2.13.5.6 Collecting and sending blood samples to a laboratory . . . . . . . . . . . . . . . . . 108
2.13.5.7 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 109
2.13.5.8 Ethical Aspects  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 110
2.13.5.9 Training  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 110
2.13.5.10 Advertising the service  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 112

2.13.6 MINIMUM STANDARDS FOR CHOLESTEROL MONITORING SERVICE 112
2.13.6.1 Physical facilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 113
2.13.6.2 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 113
2.13.6.3 Procedure for carrying out the test  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 113
2.13.6.4 Interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 114
2.13.6.5 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 115
2.13.6.6 Confidentiality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 115
2.13.6.7 Waste Disposal  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 116
2.13.6.8 Counter infection measures  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 116

2.13.7 MINIMUM STANDARDS FOR GLUCOSE MONITORING . . . . . . . . . . . . 117
2.13.7.1 Physical facilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 117
2.13.7.2 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 118
2.13.7.3 Performance of the test  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 118
2.13.7.4 Interpretation of results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 120
2.13.7.5 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 121
2.13.7.6 Confidentiality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 121

2.13.8 MINIMUM STANDARDS FOR PREGNANCY TESTING SERVICE   . . . . . . 121
2.13.8.1 Physical facilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 121
2.13.8.2 Procedure, interpretation and provision of results. . . . . . . . . . . . . . . . . . . . 122
2.13.8.3 Documentation and record keeping . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 123
2.13.8.4 Confidentiality . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 123

2.13.9 MINIMUM STANDARDS FOR URINE ANALYSIS   . . . . . . . . . . . . . . . . . . . 123
2.13.9.1 Physical facilities  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 123
2.13.9.2 Equipment . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 124
2.13.9.3 Procedure for carrying out the test  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 124
2.13.9.4 Obtaining a Clean-Catch Urine Sample  . . . . . . . . . . . . . . . . . . . . . . . . . . . . 124
2.13.9.5 Storage and testing of samples  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 125

Copyright © 2010  The South African Pharmacy Council. All rights reserved Copyright © 2010 The South African Pharmacy Council. All rights reserved



ixviii

2.29 PRODUCTS WHICH MAY NOT BE SOLD IN A PHARMACY . . . . . 182

2.30 MINIMUM STANDARDS REGARDING MAINTENANCE AND
 DISPOSAL OF CONFIDENTIAL INFORMATION RELATING
 TO PATIENTS  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 182

2.30.1 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 182

2.30.2 PURPOSE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 183

2.30.3 GENERAL CONSIDERATIONS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 183

2.30.3.1 Maintenance of patient's records  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 184

2.30.3.2 Computer records  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 184

2.30.3.3 Disposal of the patient's records. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 185

2.31 INFORMATION RELATING TO COMPLIANCE WITH GOOD
 PHARMACY PRACTICE TO BE SUBMITTED IN SUPPORT OF
 AN APPLICATION FOR A LICENCE FOR A PHARMACY 
 PREMISES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 187

2.31.1 SUPPORTING DOCUMENTATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 187

2.31.2 FLOOR PLAN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 188

2.31.3 TRADING TITLE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 189

2.31.4 GENERAL . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 190

3.1 SCOPE OF PRACTICE OF PHARMACY PERSONNEL. . . . . . . . . . . . 191

3.2 RECOMMENDED STANDARDS REGARDING STAFF SELECTION,
 APPRAISAL AND TRAINING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 191

3.2.1 STAFF SELECTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 191
3.2.2 STAFF APPRAISAL AND DEVELOPMENT  . . . . . . . . . . . . . . . . . . . . . . . . . 192
3.2.3 STAFF TRAINING. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 193

3.3 LEGISLATIVE REQUIREMENTS REGARDING THE TRAINING 
 OF PHARMACIST INTERNS AND PHARMACIST'S ASSISTANTS  . . 194
3.3.1 PHARMACIST INTERNS/PRE-REGISTRATION EXPERIENCE. . . . . . . . . . 194
3.3.1.1 Objectives of the internship  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 195
3.3.1.2 Prerequisites for training. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 195

2.23 MINIMUM STANDARDS FOR ANIMAL HEALTH CARE SERVICES  . 160

2.24 MINIMUM STANDARDS FOR AIDS RESOURCE CENTRES IN
 A PHARMACY  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 161
2.24.1 FACILITIES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 161
2.24.2 SERVICES THAT MAY BE PERFORMED IN AN AIDS RESOURCE
 CENTRE IN A PHARMACY . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 161
2.24.3 RESPONSIBILITIES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 162

2.25 REVIEW OF PATIENTS OVERALL MEDICATION REQUIREMENTS  . 162
2.25.1 PATIENT INFORMATION/DATABASE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . 164
2.25.2 ASSESSMENT . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 166
2.25.3 DEVELOPMENT OF A CARE PLAN (TAKING APPROPRIATE 
 ACTIONS). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 167
2.25.4 FOLLOW-UP EVALUATION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 169

2.26 MINIMUM STANDARDS FOR EMERGENCY
 POSTCOITAL CONTRACEPTION (EPC) . . . . . . . . . . . . . . . . . . . . . . . 169
2.26.1 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 169
2.26.2 BEFORE TESTING (PHARMACIST MUST CONSIDER THE 
 FOLLOWING BEFORE SUPPLYING EPC)  . . . . . . . . . . . . . . . . . . . . . . . . . 170
2.26.3 EMERGENCY CONTRACEPTION REGIMENS  . . . . . . . . . . . . . . . . . . . . . 171
2.26.4 USE OF EPC WHEN BREASTFEEDING . . . . . . . . . . . . . . . . . . . . . . . . . . . 171
2.26.5 PROFESSIONAL AND ETHICAL RESPONSIBILITY 
 OF PHARMACISTS IN THE PROVISION OF EPC  . . . . . . . . . . . . . . . . . . . . . . 172
2.26.6 CONFIDENTIALITY  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 173
2.26.7 PATIENT COUNSELLING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 174
2.26.7.1 General principles   . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 174
2.26.7.2 Continued contraception  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 175
2.26.7.3 Referral  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 176
2.26.7.4 Repeated use of emergency contraception  . . . . . . . . . . . . . . . . . . . . . . . . . 176
2.26.7.5 HIV & Sexually Transmitted Infections (STI’s) . . . . . . . . . . . . . . . . . . . . . . . . 176
2.26.7.6 Alcohol/drugs  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 177
2.26.7.7 Dealing with children and parents  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 177

2.27 CONTROL OF SCHEDULE 6 MEDICINES OR SUBSTANCES. . . . . 178
 
2.28 APPROVAL OF TUTORS AND PREMISES FOR TRAINING OF 
 PHARMACIST INTERNS AND PHARMACIST’S ASSISTANTS  . . . 178

2.28.1 CRITERIA FOR APPROVAL OF TUTORS OF PHARMACIST INTERNS  . . 178

2.28.2 CRITERIA FOR THE APPROVAL OF PREMISES . . . . . . . . . . . . . . . . . . . . . 180

2.28.3 INTERNSHIP PROGRAMME IN HOSPITAL COMPLEXES

 (PUBLIC SECTOR HOSPITAL COMPLEXES) . . . . . . . . . . . . . . . . . . . . . . . 181

Copyright © 2010  The South African Pharmacy Council. All rights reserved Copyright © 2010  The South African Pharmacy Council. All rights reserved

CHAPTER 3
PROFESSIONAL STANDARDS FOR
PHARMACY HUMAN RESOURCE

MINIMUM STANDARDS FOR HUMAN RESOURCES IN PHARMACY
 Page 183



xix

3.3.2 PHARMACIST'S ASSISTANTS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 196

3.3.2.1 Prerequisites for training. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 196

3.4 MINIMUM STANDARDS FOR PHARMACEUTICAL HUMAN
 RESOURCE DEVELOPMENT. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 196
3.4.1 STANDARDS FOR CONTINUING PROFESSIONAL DEVELOPMENT
 OF PHARMACEUTICAL PERSONNEL . . . . . . . . . . . . . . . . . . . . . . . . . . . . 196
3.4.1.1 Competency . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 196
3.4.1.2 Self-assessment (self-audit) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 198
3.4.1.3 Legislative changes  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 198
3.4.1.4 New services. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 198
3.4.1.5 Other health care professionals  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 198

3.5 PROFESSIONAL INDEMNITY  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 198

3.6 MINIMUM STANDARDS FOR "LOCUM"/RELIEF PHARMACISTS  . 198

3.7 MINIMUM STANDARDS FOR THE MANAGEMENT OF HUMAN
 RESOURCES IN WHOLESALE AND MANUFACTURING
 PHARMACIES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 199

3.7.1 GENERAL . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 199

3.7.2 PHARMACY SUPPORT PERSONNEL. . . . . . . . . . . . . . . . . . . . . . . . . . . . . 200

3.7.3 RESPONSIBLE PHARMACIST  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 201
3.7.3.1 Duties and responsibilities of the responsible pharmacist  . . . . . . . . . . . . . . 201

3.7.4 TRAINING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 202

3.7.5 HYGIENE  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 202

4.1 INTRODUCTION  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 203

4.2 MINIMUM STANDARDS FOR PHARMACY ADMINISTRATION
 AND MANAGEMENT . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 203

4.2.1 PHARMACY MANAGEMENT  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 204
4.2.1.1 Pharmacy Planning  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 205

4.2.2 QUALITY STANDARDS FOR PHARMACY . . . . . . . . . . . . . . . . . . . . . . . . . 206
4.2.2.1 Quality Management . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 206
4.2.2.2 Pharmacy Effectiveness . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 208

4.2.3 ETHICS AND PROFESSIONAL STANDARDS. . . . . . . . . . . . . . . . . . . . . . . 209
4.2.3.1 Inter-professional relationships . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 209
4.2.3.2 Closure of Pharmacies  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 210
4.2.3.3 Standard Operating Procedures  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 210
4.2.3.3.1 Community Pharmacy. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 211
4.2.3.3.2 Institutional Pharmacy . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 212
4.2.3.3.3 Wholesale Pharmacy . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 214
4.2.3.3.4 Primary health facility  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 215

4.3 MINIMUM STANDARDS FOR QUALITY MANAGEMENT IN AN
 INSTITUTIONAL PHARMACY . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 216
4.3.1 MANAGEMENT . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 216
4.3.2 PHARMACY AND THERAPEUTICS COMMITTEES  . . . . . . . . . . . . . . . . . 218
4.3.3 ADVERSE REACTION REPORTING  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 219
4.3.4 MANAGING FORMULARIES, CLINICAL GUIDELINES AND
 TREATMENT PROTOCOLS  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 219
4.3.5 MINIMUM STANDARDS FOR VISITS BY PHARMACEUTICAL
 REPRESENTATIVES  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 220
4.3.6 MINIMUM STANDARDS FOR CONTINUOUS SUPPLY OF MEDICINES  221

ANNEXURE A   SCOPE OF PRACTICE OF PHARMACY PERSONNEL . . . . . . . . . . . 222

INDEX   . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 232

CHAPTER 4
PROFESSIONAL STANDARDS FOR PHARMACY MANAGEMENT

MINIMUM STANDARDS FOR MANAGEMENT OF THE PHARMACY/
PHARMACEUTICAL SERVICE

 Page 203

Copyright © 2010  The South African Pharmacy Council. All rights reserved Copyright © 2010  The South African Pharmacy Council. All rights reserved



Introduction
Page 1

GOOD PHARMACY PRACTICE IN SOUTH AFRICA

INTRODUCTION
 
The vision of the South African Pharmacy Council ("Council"), in serving the pub-
lic interest and in terms of its statutory obligation, is to ensure that pharmaceutical 
services are the best to meet the health care needs of the people. 

The vital element in this vision is the commitment of the pharmacy profession to 
promote excellence in practice for the benefit of those they serve. The public and 
other professions will judge the pharmacy profession on how that commitment is 
translated into the practice they observe.  The education and training of pharma-
cists in South Africa must equip them for the roles they have to undertake in 
practice and be in line with the unit standards for entry-level pharmacists accepted 
by Council. Within the necessary basis of pharmaceutical sciences there must thus 
be adequate emphasis on the action and uses of medicines, a reasonable introduc-
tion to disease states and the relevant elements of the social and behavioural sci-
ences. At all stages, the development and improvement of communication skills 
should be given due emphasis.
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All practising pharmacists are obliged to ensure that the 
service they provide is of high quality and complies with 
Good Pharmacy Practice Standards as published by 
Council in rules. This document (Good Pharmacy Practice 
in South Africa) indicates how that obligation can be met. 
Good Pharmacy Practice is obligatory in terms of Section 
35A of the Pharmacy Act, 53 of 1974, as amended ("the 
Pharmacy Act"), Regulation 20(1) of the Regulations 
Relating to the Practice of Pharmacy and Regulation 7(a) of 
the Regulations Relating to the Ownership and Licensing of 
Pharmacies published in terms of the Pharmacy Act as well 
as Regulation 18(7)(b) of the General Regulations pub-

lished in terms of the Medicines and Related Substances Act, 101 of 1965, as 
amended (the "Medicines Act").

THE UNDERLYING PHILOSOPHY 

Pharmacy as a dynamic, information-driven, patient-orientated profession, 
through its infrastructure, competence and skills, is committed to fulfil the health 
care needs of South Africa and its people by being the:
 
(a) custodian of medicine;

(b) formulator, manufacturer, distributor and controller of safe, effective and 
quality medicine;

(c) adviser on the safe, rational and appropriate use of medicine;

(d) provider of accessible, essential clinical services including screening and 
referral services;

(e) accessible provider of health care information;

(f) provider of pharmaceutical care by taking responsibility for the therapeutic 
outcome of therapy and by being actively involved in the design, implemen-
tation and monitoring of an effective pharmaceutical service;

(g) profession committed to competency and professionalism;
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(h) profession committed to co-operation with other members of the health 
care team in the interest of the patient; and

(i) profession committed to cost-effective pharmaceutical services.

THE SCOPE OF PRACTICE OF PHARMACISTS

In order to fulfil the needs relating to pharmaceutical care of the people of South 
Africa, the scope of practice of the pharmacy profession has been prescribed in 
terms of Section 35A of the Pharmacy Act. 

The following services or acts are regarded as being services or acts pertaining to 
the scope of practice of a pharmacist, the:

(a) provision of pharmaceutical care by taking responsibility for the patient's 
medicine-related needs and being accountable for meeting these needs, 
which shall include but not be limited to the following functions:

(i)  evaluation of a patient's medicine-related needs by determining the 
indication, safety and effectiveness of the therapy;

(ii)  dispensing of any medicine or scheduled substance on the prescrip-
tion of a person authorised to prescribe medicine;

(iii)  furnishing of information and advice to any person with regard to the 
use of medicine;

(iv)  determining patient compliance with the therapy and follow-up to 
ensure that the patient's medicine-related needs are met; and

(v)  the provision of pharmacist-initiated therapy;

(b) compounding, manipulation, preparation or packaging of any medicine or 
scheduled substance or the supervision thereof;

(c) manufacturing of any medicine or scheduled substance or the supervision 
thereof;

(d) purchasing, acquiring, importing, keeping, possessing, using, releasing, stor-
age, packaging, re-packaging, supplying or selling of any medicine or sched-
uled substance or the supervision thereof; 
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in all matters relating to pharmacotherapeutics;

(ii)  the relationship with other pharmacists should be as colleagues, each 
seeking to improve pharmaceutical services, rather than as competi-
tors;

(iii)  there must be input by the pharmacist regarding decisions on medi-
cine use policy at all levels;

(iv)  the relationship with those involved in paying for pharmaceutical serv-
ices should also be one of mutual trust, involving appropriate profes-
sional discretion from the pharmacist; 

(v)  the pharmacist must be aware of essential medical and pharmaceuti-
cal information about each person to whom a pharmaceutical service 
is provided. Obtaining such information is simplified if the patient 
chooses to use only one pharmacy;

(vi)  the pharmacist needs independent, comprehensive, objective and 
current information about therapeutics and medicines in use;

(vii)  the philosophy underlying practice must be professionally rather than 
commercially orientated;

(viii) pharmacists in each field of practice must accept personal responsibil-
ity for the self-assessment and maintenance of competence through-
out their involvement in the profession;

(ix)  good pharmacy practice as published in rules by Council must be 
adhered to by all pharmacists practising in South Africa; and

(x)  educational programmes for entry to the profession and continuing 
professional development programmes should address contemporary 
practice appropriately as well as foreseeable changes in the practice 
of pharmacy.

The following main elements of Good Pharmacy Practice (GPP) will be addressed 
in this document:
 
(a) Professional standards for premises;
(b) Professional standards for services;
(c) Professional standards for pharmacy human resources; and
(d)    Professional standards for pharmacy management.
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(e)  application for the registration of a medicine in 
accordance with the Medicines Act;

(f)  formulation of any medicine for the purposes of 
registration as a medicine;

(g)  distribution of any medicine or scheduled sub-
stance;

(h)  re-packaging of medicines; and 

(i)  initiation and conducting of pharmaceutical research 
and development.

GOOD PHARMACY PRACTICE REQUIREMENTS
 
Good pharmacy practice requirements could thus be summarised as follows:

 (a) a pharmacist's first concern must be the welfare of the patient and of the 
public in general.

(b) the core of pharmacy activity is the supply and distribution of medicines and 
other health care products, the provision of appropriate information and 
advice to the patient, ensuring the correct use of medicine and monitoring 
the effects of the use of medicines (pharmaceutical care).

(c) where applicable, pharmacists must adhere to Good Manufacturing Practice 
as determined by the Medicines Control Council to ensure the safety, qual-
ity and efficacy of medicine.

(d) an integral part of the pharmacist's contribution to health care is the promo-
tion of rational and economic prescribing and optimal use of medicines.

(e) the objective of each element of the care provided by pharmacists is clearly 
defined, relevant to the individual and effectively communicated to and 
accepted by all those involved.

(f) in satisfying these requirements:

(i)  the ongoing relationship with other health care professionals should 
be seen as a therapeutic alliance involving mutual trust and confidence 
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The order in which chapters are presented does not 
reflect their relative importance in pharmacy practice.  An 
extensive table of contents enables quick access to any 
aspect covered in this manual and it is recommended that 
these standards be kept at hand for easy reference in all 
situations.

It must be noted, however, that in cases where a particular 
issue is dealt with in terms of other legislation, including 
for example the acts and regulations dealing with employ-
ment, occupational health and safety and the public serv-
ice, the requirements of the relevant legislation will take 

precedence over the standards laid down in this document.

GENERAL OBJECTIVES AND REQUIREMENTS OF PHARMA-
CEUTICAL SERVICES 

The following broad objectives and requirements are common to pharmaceutical 
services provided by pharmacists: 

(a) a sound management structure must be established to ensure efficient 
practice. The structure must reflect the requirements of various patient 
groups, the organisational needs and the range and level of activity within 
the pharmaceutical service. Lines of professional and managerial accounta-
bility must be established.

(b) quality assurance must be an integral part of pharmaceutical practice.

(c) facilities must comply with statutory requirements, be of sufficient size 
with adequate equipment to provide the range of activities required of the 
pharmaceutical service. They must be secure and situated so as to be con-
venient to both patients and staff.

(d) safe systems of work must be established and maintained to eliminate, as 
far as possible, errors in any component of the pharmaceutical service. This 
requirement is particularly important in the interpretation and dispensing of 
prescriptions and the distribution of medicines. Such systems must take into 
account the need to protect staff from hazardous processes or materials 
and the safe disposal of all waste.
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(e) effective systems of drug supply management must be provided to 
ensure efficiency and economy.

(f) a prescription monitoring service must be established to ensure that 
both prescribing and administration of medicines are monitored regularly 
and to ensure compliance with accepted practice and safe systems of work 
and encourage effective prescribing.

(g) the counselling of patients or their caregivers must be undertaken to 
promote the correct and safe use of medicines. The responsible pharmacist 
must ensure that patients are counselled before they receive medicines that 
they are to self-administer, when they are discharged, transferred or treated 
as outpatients.

(h) medicine information must be provided to promote the safe, effective 
and economic use of medicines by active and passive provision of accurate 
information and advice to all members of the health care professions and 
the public. 

(i) pharmacists must be available to contribute actively to health education 
programmes in schools, community clinics, patient support groups and any 
area where compliance is particularly important.

(j) an adverse drug reaction reporting system must be established to 
facilitate the detection of previously unknown or unpublished adverse 
effects, to permit the evaluation of factors that influence the safety and 
toxicity of medicines and promote the generation of statistics on the inci-
dence of various adverse reactions to medicines. The responsible pharma-
cist must co-ordinate any adverse reaction reporting service.

(k) a pharmaceutical service must be readily available and appropriate for 
both advisory and logistical purposes. The service must reflect the level of 
use of medicines for patient care groups.

(l) pharmacists must initiate, conduct, participate in and support research into 
any pharmaceutical subject in the practice environment.
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CHAPTER 1

1.1 INTRODUCTION

  The keeping, compounding, dispensing or supply of any medicine 
or scheduled substance by a pharmacist, pharmacist intern or 
pharmacist's assistant or the provision of services which form part 
of the scope of practice of a pharmacist, may only take place in or 
from a pharmacy if the pharmacy complies with minimum stand-
ards relating to premises, facilities and equipment and is duly 
licensed by the Department of Health and recorded in terms of the 
Pharmacy Act.

  In adhering to minimum standards of good pharmacy practice it 
must also be taken into consideration that pharmacists are obliged 
to exercise proper and/or reasonable care in respect of and con-
trol over:

(a) the acquisition, storage, manufacture, dispensing, sale, sup-
ply or disposal of medicines, or of raw materials for the 
manufacture of medicines, for human or veterinary use;

(b) chemical and hazardous substances;

(c) access of the public to medicines and scheduled substances;

(d) the hygiene, cleanliness and neatness of a pharmacy; and

(e) the appearance of a pharmacy. 

PROFESSIONAL STANDARDS FOR PREMISES

MINIMUM STANDARDS FOR PHARMACY PREMISES,
FACILITIES AND EQUIPMENT

(m) pharmacists must be involved in clinical trials 
including for example, the development of pro-
tocols, be responsible for medicine supplies, 
monitor administration protocols and maintain 
trial registers.
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Each section sets out minimum standards for premises, 
facilities and equipment for community, institutional, and 
mobile pharmacies as well as primary health care facilities, 
which must be met. Failure to meet the standards could 
form the basis of a complaint of misconduct and in some 
instances even the withdrawal of a licence to own a phar-
macy in terms of the Pharmacy Act.

Manufacturing pharmacies, wholesale pharmacies and 
distributors must comply with standards as prescribed in 
the Guidance Document: Good Manufacturing Practice 
published by the Medicines Control Council (MCC) 

(GNR.7659 of 2 May 2003) and Good Wholesale Practice for 
Wholesalers, Distributors and Bonded Warehouses (MCC 6 June 
2003).

  Good pharmacy practice standards for persons licensed to dis-
pense in terms of the Medicines Act are provided in section 1.7 of 
this chapter.

1.2 MINIMUM STANDARDS FOR PHARMACY PREMI SES, 
FACILITIES AND EQUIPMENT

 
1.2.1 APPEARANCE OF PHARMACY PREMISES

(a) The design and layout of the pharmacy must permit a logi-
cal flow of work, effective communication and supervision 
and ensure effective cleaning and maintenance and must 
minimise the risk of errors, cross-contamination and any-
thing else which would have an adverse effect on the qual-
ity of products.

(b) All parts of the premises must be maintained in an orderly 
and tidy condition.

(c) The name of the responsible pharmacist must be displayed 
conspicuously over the main entrance of a pharmacy.

(d) The name of the pharmacist(s) on duty must be displayed 
conspicuously in or outside the pharmacy for purposes of 
identification of such person(s) by the public.

GOOD PHARMACY PRACTICE IN SOUTH AFRICA
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(e) The pharmacist(s) on duty must wear a name tag or badge 
indicating his/her name and designation for the purposes of 
identification of such person by the public.

(f) The external appearance of pharmacies must inspire confi-
dence in the nature of the health care service that is pro-
vided and portray a professional image.

(g) Entrances, dispensing counters and doorways  must be 
accessible to disabled persons.

1.2.2 ANOTHER BUSINESS OR PRACTICE IN A PHARMACY 
OR A PHARMACY IN ANOTHER BUSINESS

(a) The responsible pharmacist of a pharmacy must obtain the 
approval of Council, prior to allowing a person who is not 
registered with Council, to conduct a separate practice or 
business in the pharmacy.

(b) The pharmacy premises must be clearly demarcated and 
identified from the premises of any other business or prac-
tice.

1.2.3 SECURITY IN PHARMACY PREMISES

(a) Careful consideration must be given to the overall security 
of the pharmacy. It must be lockable and as far as possible 
exclude any unauthorised entry.

(b) A security policy must be implemented which is designed 
to ensure as far as possible the safety of both staff and 
medicines, and must take account of local crime preven-
tion advice.

1.2.4 CONTROL OF ACCESS TO PHARMACY PREMISES

(a) The responsible pharmacist of a pharmacy must ensure 
that every key, key card or other device, or the combina-
tion of any device, which allows access to a pharmacy 
when it is locked, is kept only on his/her person or the 
person of another pharmacist at all times.
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(b) Control of access to pharmacy premises, which 
would include the design and layout of the 
pharmacy, must be of such a nature that only 
registered pharmacy personnel have direct 
access to medicine.

(c) A procedure must be in place to ensure access 
to pharmacy premises in an emergency situa-
tion in compliance with the Occupational Health 
and Safety Act 85 of 1993.

1.2.5 SAFETY OF PHARMACY PREMISES 

(a) Working conditions must be arranged to protect the safety 
of the public and people working on the premises and 
comply with relevant legislation relating to safety in the 
workplace.

(b) There must be a fire extinguisher in the pharmacy which 
must be checked regularly. 

(c) All staff must be familiar with the fire procedure.

(d) Electrical equipment must be safe and maintained regularly.

(e) Proper provision must be made for an adequate number of 
electrical sockets. Care must be taken to avoid trailing 
wires across floors, work surfaces or sinks. 

(f) A health and safety procedure must be available, read and 
signed by all staff.

1.2.6 CONDITION OF PHARMACY PREMISES

(a) The walls, floors, windows, ceiling, woodwork and all 
other parts of the premises must:

(i) be kept clean; and

(ii) be kept in such good order, repair and condition 
as to enable them to be effectively cleaned and to 
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prevent, as far as is reasonably practicable, any 
risk of infestation.

(b) Countertops, shelves and walls must be finished in a 
smooth, washable and impermeable material which is 
easy to maintain in a hygienic condition.

1.2.7 CONSTRUCTION OF PHARMACY PREMISES

 Construction of the premises must ensure that the entry of insects, 
animals (especially rodents) or birds is prevented and that the 
premises can be easily cleaned and disinfected.

1.2.8 ENVIRONMENT IN PHARMACY PREMISES

(a) Storage of thermolabile medicines must be in accordance 
with the storage instructions of the manufacturer.

(b) Refrigerators used for the storage of thermolabile medicine 
must be calibrated regularly.

(c) Products must be protected from the adverse effects of 
light, freezing or other temperature extremes and damp-
ness.

(d) Levels of heat, light, noise, ventilation, etc., must exert no 
adverse effects on pharmaceutical stock as well as person-
nel.

(e) All parts of the premises must have suitable and effective 
means of heating or cooling, lighting and ventilation. If win-
dows can be opened, they must be locked securely when 
the pharmacy is closed.

(f) Background music or other broadcasts in the pharmacy 
must not be played at such a volume so as to cause distrac-
tion.
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1.2.9 HYGIENE IN PHARMACY PREMISES 

(a) There must be an area where equip-
ment and other utensils can be washed 
which has a source of hot and cold tap 
water.

(b) There must be a suitable, clean wash 
hand basin made of a smooth, washable 
and impermeable material which is easy 
to maintain in a hygienic condition and 
has a source of hot and cold tap water 
and  a closed drainage system.

(c) Toilet facilities must be kept clean and in good order.

(d) Hand-washing facilities must be provided in the toilet area 
or the lobby together with a conspicuous notice requesting 
users to wash their hands.  Facilities must include readily 
available hot water, soap and clean towels or other satisfac-
tory means of drying the hands.

(e) Toilet areas must not be used for storage, or as a source of 
water for dispensing.

1.2.10 STORAGE AREAS IN PHARMACY PREMISES

(a) Storage areas must have sufficient shelving constructed 
from a smooth, washable and impermeable material, 
which is easy to maintain in a hygienic condition for the 
keeping of medicines above floor level.

(b) Storage areas for pharmaceuticals must be self-contained 
and secure.

(c) Storage areas must be large enough to allow for orderly 
arrangement of stock and proper stock rotation.

GOOD PHARMACY PRACTICE IN SOUTH AFRICA
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1.2.11 DISPENSARY

1.2.11.1 Size of dispensary 

(a) The size of the dispensary must reflect the volume of pre-
scriptions dispensed and allow a safe and efficient flow of 
work and effective communication and supervision for the 
number of persons working in the dispensary.

(b) The minimum area for the dispensary necessary to allow a 
safe and efficient flow of work and effective communication 
and supervision, will depend on a number of factors, which 
include the number of prescriptions dispensed, the daily pat-
tern of prescription peaks, the configuration of available 
space and the space available elsewhere in the premises for 
storage of stock.

(c) Dispensaries in new pharmacies must be designed to 
accommodate the forecast workload and the maximum 
available space must be allocated.  In existing pharmacies 
space requirements must be monitored on a continuing 
basis.

1.2.11.2 Suitability of dispensary

(a) The dispensary, its fittings and equipment must be ade-
quate and suitable for the purpose of dispensing.

(b) The dispensary surface area must be sufficient for the vol-
ume of prescriptions dispensed. A clear working surface 
area of at least 90cm by 1m must be provided for each 
pharmacist or other person registered with Council who 
works in the dispensary.

(c) The temperature in the dispensing area must be main-
tained below 25°C and there must be an air-conditioner 
installed in the dispensary which is in good working order.

1.2.11.3 Waste disposal 

(a) A suitable and adequate means of waste disposal must be 
available and in use.

Chapter 1
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(b) Waste material must not be allowed to accu-
mulate and must be collected in suitable cov-
ered (as applicable) receptacles for removal to 
collection points.

(c) Written sanitation procedures must be available 
detailing schedules, methods, materials and 
equipment available. Responsibility must be 
assigned in writing.

(d) Under no circumstances must substances be 
disposed of down surface water drains, e.g. 
storm water drains.

(e) In all situations, a pharmacist must use his pharmaceutical 
knowledge and skill, together with any necessary expert 
advice from a Local Authority/Provincial Department of 
Health, to segregate and dispose of materials, and bio-
medical waste safely and in accordance with regulations.

1.2.11.4 Dispensing equipment

  There must be adequate, suitable dispensing equipment in the 
dispensary. Each item must be clean, in good repair and of suitable 
material. The list below provides a standard. Equipment must be 
specific for each service which may be provided in the pharmacy:

(a) a suitable means of counting tablets and capsules. This 
equipment must be cleaned regularly so that cross-con-
tamination between products is avoided.

(b) an accurate dispensing balance with proof of annual main-
tenance (if compounding is performed in the pharmacy).

(c) a range of graduated, stamped glass or plastic measures.

(d) a refrigerator equipped with a suitable thermometer which 
is capable of storing products at temperatures between 
2°C and 8°C. The refrigerator must be cleaned, defrosted 
and checked periodically to ensure efficient running. This 
refrigerator must be used only for storing pharmaceutical 
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products. Where applicable, a freezer for the storage of 
polio and measles vaccines and ice packs must be availa-
ble.

(e) a suitable range of dispensing containers for medicinal prod-
ucts. The use of child-resistant closures is encouraged.

(f) dispensing labels. Additional warning labels must be availa-
ble, unless those warnings are printed on the dispensing 
labels. Where computer software is relied on for warnings/
interactions, this must be the latest version available. 

(g) an ointment tile and spatula, stirring rods, pestles, mortars 
and other appropriate equipment (if compounding is per-
formed in the pharmacy).

(h) where sterile or aseptic dispensing is to be carried out in 
accordance with the Medicines Act, suitable facilities must 
be available.

(i) where cytotoxic or other hazardous substance preparation 
is to be carried out in accordance with the Medicines Act, 
a suitable cabinet that complies with generally accepted 
GMP standards must be provided.

(j) suitable means for sterilisation of medicinal products if 
products that require sterilisation are prepared in the phar-
macy.

(k) suitable refuse receptacles.

1.2.11.5 Reference sources 

  The following reference material in the current editions (unless 
otherwise indicated) must be available for consultation in all phar-
macies: 

(a) one of the last three (3) editions of Martindale; 

(b) MIMS;

(c) Daily Drug Use (Tincture Press Publications) or other 
drug interactions reference source;
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(d) MDR or SAMF;

(e) a comprehensive textbook on Pharmacology; 

(f) a medical dictionary;

(g) the latest copy of the Pharmacy Act 53 of 1974, 
as amended, and the Medicines and Related 
Substances Act 101 of 1965, as amended;

(h) a Good Pharmacy Practice Manual;

(i) a comprehensive textbook on complementary 
medicine (where applicable);

(j) a Paediatric Dosing Reference Guide (where applicable);

(k) Pharmacopoeia (BP, USP, EP) (where applicable); and

(l) the latest copy of the Standard Treatment Guidelines and 
Essential Drug List for the appropriate level of  care.

  A wider range of reference material should be available in institu-
tional pharmacies and in premises approved for pre-registration 
training. Electronic access to the required references is also 
acceptable.

  A responsible pharmacist may in exceptional circumstances apply 
to Council for a relaxation of the minimum requirements relating 
to reference books.

1.2.12 WAITING AREA

(a) A waiting area(s), which is under cover, must be situated 
near the dispensing area, areas for counselling and the fur-
nishing of information and/or consultation areas.

(b) Comfortable seating must be provided.

(c) The amount of seating available in the waiting area must 
depend on the number of patients expected to arrive in/at 
the pharmacy any one time.

(d) Appropriate health-related literature must be provided. 
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1.2.13 AREAS FOR COUNSELLING AND THE FURNISHING 
OF ADVICE 

  A minimum standard for pharmacies where medicines are supplied 
directly to the public is a suitable area for the furnishing of advice 
to patients in a reasonably private environment. The following 
minimum standards apply:

(a) the area(s) must be easily accessible and, where possible, 
be close to the dispensary;

(b) clear directions must be provided if the area is not close 
to the dispensary;

(c) the area(s) must be constructed in such a manner as to 
ensure reasonable privacy to the patient at all times and 
eliminate background noise as far as possible;

(d) the area(s) must have a professional appearance and be 
kept clean and tidy; and

(e) the area(s) must have sufficient space to promote appro-
priate counselling and demonstration of the correct and 
safe use of specific medicines as required.

1.2.13.1 Types of areas for the furnishing of information and 
advice and the counselling of patients

  Three types of areas for the furnishing of information and advice 
should be considered for the pharmacy, depending on the services 
offered by the pharmacy and the degree of privacy required.  
These models are:

(a) semi-private area at each point where dispensing of medi-
cine to the patient or the patient’s agent/caregiver occurs; 

(b) a private area; and

(c) a consultation area for the provision of screening and 
monitoring services.
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Every pharmacy must have at least one type of area for 
the furnishing of information and advice. In cases where 
a pharmacy only has a semi-private area(s) at each point 
where dispensing of medicine to the patient or the 
patient’s agent/caregiver occurs, there must in addition 
be access to another separate private room/area where 
communication can take place between a pharmacist 
and a patient or the patient’s agent/caregiver in private.

Standards for the different types of areas, including the 
equipment required, are provided below.

1.2.13.2 Semi-private area

  This area(s) is for the provision of information and/or advice that 
may occur in an area visible to other patients.

(a) the area(s) could be of a modular “bank teller” type, where 
a counter is utilised, offering the patient or his/her agent/
caregiver reasonable private access to the pharmacist. 
Another option is an aperture, which is surrounded by a 
“telephone booth” type structure to prevent other persons 
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from crowding around the patient or his/her agent/caregiver 
who is communicating with the pharmacist. Figure 1 is a 
schematic representation of an example of a semi-private 
area.

(b) in such an area(s), patient counselling may take place in a 
professional manner reqardinq medicine use and other 
relevant information, but does not provide the privacy 
required to advise patients on sensitive issues.

1.2.13.3 Separate private area 

  The area envisaged in this model is a small private room within the 
pharmacy, which is in close proximity to the dispensary:

(a) the area should be professionally planned, furnished and 
equipped, so as to allow the pharmacist to consult and 
counsel patients who may have sensitive emotional or 
health care problems and advise a patient and/or his/her 
agent/caregiver on medicines, and other related issues;

(b) the area should be such that the pharmacist has easy access 
to the area from the dispensary, and the patient easy access 
from the waiting area. 

Figure 2: Private Counselling Area
Chapter 1
Page 20 Copyright © 2010 The South African Pharmacy Council. All rights reserved

Figure 1: Semi-private area
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(c) the size of the area should be adequate. It should 
have a table, comfortable chairs and shelves for ref-
erence books. The pharmacist’s qualifications could 
also be displayed. Informative wall posters and charts 
could be used. Figure 2 is a representation of an 
example of a private area for the furnishing of 
advice.

1.2.13.4 Consultation area for the provision of screening and 
monitoring services

  A consultation area for the provision of screening and monitoring 
services is an isolated area within which the pharmacist can consult 
in private with a patient and/or perform certain screening and 
monitoring services, e.g. cholesterol tests or blood pressure 
monitoring.

GOOD PHARMACY PRACTICE IN SOUTH AFRICA

1.2.13.4.1 Location

(a) The consultation area must have a professional appearance 
and must be kept clean and tidy.  Figure 3 is a schematic 
representation of such a consultation area.

(b) The consultation area should have sufficient space (at least 
7.5 square meters).
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(c) The working surface in the area must be of impermeable 
washable material.

(d) The area must at least have the following:

(i) an examination couch with spare clean sheets;

(ii) a suitable trolley and/or cabinet for the necessary 
equipment;

(iii) an emergency tray;

(iv) applicable facilities for the taking and analysis of 
urine and/or blood samples where necessary;

(v) a wash hand basin with hot and cold running 
water;

(vi) a closable rubbish bin with a lid and disposable 
plastic liners;

(vii) effective equipment for record keeping; and

(viii) a biohazardous materials bin and sharps container.

(e) It is advisable to have a refrigerator with a freezing com-
partment in the consultation area, especially when immu-
nisation services are provided.

(f) A toilet in the vicinity of the consultation area is strongly 
recommended.
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(q) disinfectants (especially disinfectants recommended for 
control of the AIDS virus e.g. 2% gluteraldehyde, 1% 
halocide, sodium hydrochloride, biodecyl 1%) for equip-
ment and clothing/fabric, ready prepared;

(r) applicable equipment for approved screening tests, should 
these services be rendered;

(s) a mirror;

(t) a scale plus baby scale; and

(u) a height chart and tape measure. 

1.3 MINIMUM STANDARDS RELATING SPECIFICALLY 
TO INSTITUTIONAL PHARMACIES

  Minimum standards for pharmacy premises, facilities and equip-
ment are stipulated in items 1.2.1 to 1.2.13 above and must be 
met.  The following additional standards relate specifically to insti-
tutional pharmacies:

(a) the pharmacy must be located in an area easily accessible 
to patients and staff of the hospital/institution;

(b) the communication and transportation system of the hos-
pital/institution must include the pharmacy;

(c) the location of the pharmacy, its equipment and supplies 
and the space allocated must be adequate to cater for the 
professional and administrative activities and actions of the 
pharmacy personnel.  The size of rooms and the number 
and position of work stations must allow proper workflow 
and segregation of activities;

(d) there must be sufficient and suitable space and facilities for 
normal dispensing activities as well as where necessary for 
ward and clinical services, compounding, pre-packing, 
parenteral admixture preparation, other aseptic com-
pounding and cytotoxic preparation;
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(g) A comfortable waiting area for patients situated, if 
possible, near the consultation area is a necessity.

(h) Procedures must be in place to ensure that medi-
cines and working areas are not contaminated by 
infected materials and/or instruments.

1.2.13.4.2 Equipment

  The services rendered would determine the minimum equipment 
needed.  The following list may be used as a guideline:

(a) a sphygmomanometer (Mercury type) and stethoscope;

(b) an otoscope;

(c) a tuning fork;

(d) a snellen chart (E-type);

(e) a blood glucose meter;

(f) a peak flow meter;

(g) a "Road to Health Card" and additional copies for supply 
to patients;

(h) tongue depressors;

(i) equipment used for first aid, e.g. plaster, gauze, cotton 
wool, sterile wound dressings, scissors;

(j) disposable rubber gloves;

(k) oxygen with a flow meter;

(l) a clinical thermometer;

(m) alcohol swabs of 70% alcohol solution or surgical spirits;

(n) a magnifying glass;

(o) tissues;

(p) towels or paper towels;
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(e) a suitable area and facilities (space, equipment, 
journals, books) for providing a medicine infor-
mation service must be provided where appli-
cable;

(f) offices should be appropriate for the size of the 
pharmacy and personnel structure;

(g) separate service areas for outpatients and staff 
must be provided that are large enough to 
allow effective communication.  In addition, 
separate facilities for the provision of informa-
tion or advice must be provided to ensure 
confidentiality of discussion;

(h) where compounding and pre-packing are to be carried out 
in accordance with the Medicines Act, suitable separate 
facilities that comply with GMP standards must be provid-
ed;

(i) where radioactive pharmaceuticals are to be prepared in 
accordance with the Medicines Act, the premises must 
comply with the requirements for aseptic preparation and 
be in line with GMP standards.  The premises must also 
meet the requirements for radioactive products and a suit-
able cabinet that complies with GMP standards must be 
provided;

(j) there must be a separate and secure goods receiving 
area(s), which is under cover; and

(k) there must be a separate and secure goods dispatch area.

1.4 MINIMUM STANDARDS FOR PHARMACIES 
PROVIDING MOBILE PHARMACEUTICAL SERVICES

1.4.1 PRE-REQUISITES FOR CONDUCTING MOBILE PHARMA-
CEUTICAL SERVICES

(a) Mobile pharmaceutical services may only be provided at 
the place or places licensed by the Director-General and 
recorded as such by Council.
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(b) Only medicine, medicinal and relevant products and/or 
approved supplementary services may be sold/provided 
from a mobile unit.

(c) The mobile unit must, except in such circumstances and 
subject to such conditions as may be prescribed by Council, 
be conducted under the continuous personal supervision 
of a pharmacist.

1.4.2 MOBILE UNIT, FACILITIES AND EQUIPMENT

(a) The mobile unit must be:

(i) insulated with double-sided side panels and ceiling; 
and

(ii) cross-ventilated.

(b) Working surfaces, cupboards, shelves and equipment in the 
mobile unit must comply with the same requirements as 
community and institutional pharmacies.

(c) Light conditions, temperature and humidity within the 
mobile unit must comply with the requirements for the 
storage of medicine, other pharmaceutical products, raw 
materials and packaging materials.

(d) Separate facilities for the washing of hands and the cleaning 
of equipment must be provided.

(e) A private area/facility for the collection of samples for 
screening tests, where appropriate, must be available.

(f) If supplementary services such as approved screening tests 
are provided, suitable facilities must be available.

(g) The working surfaces/space within the mobile unit must be 
large enough to allow at least two persons to perform 
dispensing functions or the provision of supplementary 
services under safe conditions.

Chapter 1
Page 26



Copyright © 2010 The South African Pharmacy Council. All rights reserved

1.5 MINIMUM STANDARDS FOR 
PHARMACIES OPERA TING INTERNET 
SITES

 Internet websites which sell medicine (S1-6) 
directly to the public must be operated by and 
constitute part of a pharmacy licensed by the 
National Department of Health (NDOH) and 
recorded with Council. Such a website must fall 
under the authority of the responsible pharma-
cist of the pharmacy of which it forms a part, and 
be operated in compliance with all relevant leg-
islation including the Pharmacy Act, the Medicines 
Act and Good Pharmacy Practice. An Internet 
site cannot exist/operate independently of a 
pharmacy. The following standards apply: 

(a) the decision to sell a medicine must be made by a phar-
macist who must be available for consultation with clients;

(b) the handling of prescriptions must be in compliance with 
all legislation that applies to the supply of medicine includ-
ing that:

(i) a pharmacist must verify the authenticity of all elec-
tronic prescriptions;

(ii) a permanent copy of all electronic prescriptions 
must be recorded and filed;

(iii) all electronic prescriptions must be followed by the 
original prescription within seven working days;

(iv) only the prescriptions of persons authorised to 
prescribe in South Africa may be dispensed (NOTE 
- prescribers not registered in South Africa are not 
authorised prescribers in this country); and

(v) the website must be operated in compliance with 
all regulations and rules regarding the transparent 
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pricing system for medicine and scheduled sub-
stances, the advertising of medicine and the serv-
ices for which a pharmacist may levy a fee and 
guidelines for levying of fees.

(c) the home page of any pharmacy Internet site must identify 
the website as being operated by a pharmacy licensed by 
NDOH and recorded with Council and must provide at 
least the following information:

(i) the registration number (Y number) of the phar-
macy;

(ii) the physical and postal address of the pharmacy; 

(iii) telephone number(s) to contact the pharmacy;

(iv) the name of the responsible pharmacist; and

(v) the hours that a pharmacist is available for consul-
tation.

(d) patient health information must be collected, recorded and 
used in a manner that protects confidentiality and privacy. 

(e) the Internet site must provide information to the public 
regarding policies and procedures for the following: 

(i) counselling patients on new and repeat prescrip-
tions;

(ii) counselling patients on medicines sold without a 
prescription; 

(iii) delivery of medicine;

(iv) return of medicines;

(v) complaints procedures;

(vi) confidentiality of patient information; and

(vii) hours of provision of service or hours of business 
of the pharmacy.
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(f) the responsible pharmacist must inform Council of 
any information as required in terms of the Pharmacy 
Act as well as the following:

(i) when a pharmacy is going to be conducting 
business over the Internet;

(ii) the Internet address;

(iii) nature of the business (e.g. Rx, OTC or 
both, specialties, etc.); and

(iv) the telephone number if different from the 
pharmacy;

(g) the Internet operation must be available for on-site inspec-
tion by Council inspectors; and  

(h) pharmacists remain professionally liable regardless of any 
disclaimers which may be posted on the website.

1.6 MINIMUM STANDARDS FOR THE SUPPLY OF 
ME DICINES IN A PRIMARY HEALTH CARE CLINIC 

1.6.1 CLASSIFICATION AND MANAGEMENT OF FACILITY

(a) The provision of services and/or acts regarded to be acts 
specially pertaining to the scope of practice of a pharmacist 
(pharmaceutical services) in a primary health care clinic or 
mobile clinic must be managed, monitored and supervised 
by the responsible pharmacist of the institutional pharmacy 
in a public health facility from which the services are man-
aged or by a pharmacist designated by a province or a local 
authority, e.g. a district pharmacist, who shall be account-
able to Council for compliance with the applicable legisla-
tion relating to the services which pertain to the scope of 
practice of a pharmacist in the primary health care clinic(s) 
under his or her supervision. 

(b) In cases where the pharmaceutical services in a primary 
health care clinic or mobile clinic are not provided by a 
pharmacist, they must be provided by a pharmacist's assist-
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ant (post-basic) working under the indirect supervision of a 
pharmacist or alternatively a person licensed to dispense 
medicine in terms of Section 22C(1)(a) of the Medicines 
Act.

(c) The responsible pharmacist of the institutional pharmacy in 
a public health facility from which the services are man-
aged/provided or the pharmacist designated by a province 
or a local authority in 1.6.1 (a) above must submit to 
Council, a list of the names and details of the primary health 
care facilities which are managed by the responsible phar-
macist or the designated pharmacist on a form approved 
and provided by Council. Council must be notified in writ-
ing by the relevant pharmacist of any change to the infor-
mation provided, within 30 days of the change taking 
place.

(d) The details of the primary health care facilities managed by 
the responsible pharmacist of an institutional pharmacy in a 
public health care facility or a pharmacist designated in 
1.6.1(a) must be recorded by Council.

(e) At primary health care clinics where the service is provid-
ed by a pharmacist's assistant(s) (post-basic) in accordance 
with his/her scope of practice, indirect supervision may 
only take place under the following circumstances:

(i) a pharmacist must visit and document visits to the 
clinic for purposes of monitoring, supervision and 
support at least once a month;

(ii) a pharmacist based at the pharmacy from which 
the service is provided or the pharmacist designat-
ed in 1.6.1(a) must provide written and updated 
protocols and Standard Operating Procedures 
describing clearly the responsibility of the pharma-
cist's assistant; and

(iii) re-packaged medicines or patient-ready packs must 
be provided to the facility.
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(f) The name of the pharmacist's assistant (post-basic) 
on duty must be displayed conspicuously in or out-
side the dispensary for purposes of identification of 
such person(s) by the public.

(g) The pharmacist's assistant (post-basic) on duty must 
wear a name tag or badge indicating his/her name 
and designation for the purposes of identification of 
such person by the public.

(h) At primary health care clinics where the service is 
provided by licensed dispensers (e.g. doctors or 
nurses), a pharmacist must visit the clinic for pur-
poses of monitoring and support on a monthly 
basis.

(i) The name of the licensed dispenser(s) on duty must be 
displayed conspicuously in the primary health care clinic for 
purposes of identification of such person(s) by the public.

(j) The licensed dispenser on duty must wear a name tag or 
badge indicating his/her name and designation for the pur-
poses of identification of such person by the public.

(k) Compounding of medicine may only be performed at a 
primary health care clinic by a pharmacist or a pharmacist's 
assistant (post-basic) under the indirect supervision of a 
pharmacist provided that the necessary equipment for the 
compounding of medicine as described in Section 1.2.11.4 
of this manual is available in the clinic.

1.6.2 DESIGNATION OF DISPENSARY OR MEDICINE 
ROOM

  In a primary health care clinic where:

(a) the services are provided by a pharmacist's assistant (post-
basic) there must be a suitable room assigned for use as a 
dispensary;

(b) the services are provided by a licensed dispenser in the 
consulting rooms in the primary health care clinic there 
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must be  a suitable room designated as a medicine room 
for use as a storage area for medicine. In such a facility 
the following standards must be observed:

(i) the dispensing must be done in the consulting 
room(s) and not in the medicine room;

(ii) no medicine may be stored in the consulting 
room(s) except in situations where there is an air-
conditioner installed in the consulting room and the 
temperature is controlled;

(iii) where medicine is stored only in the medicine 
room, medicines or scheduled substances must be 
transported to the consulting room(s) on a daily 
basis in, for example, a lockable medicine trolley or 
tray; and

(iv) control of access to the medicine room and the 
consulting room(s) (as applicable) must be of such 
a nature that only a licensed dispenser(s) has direct 
access to medicines.

1.6.3 CONDITION OF A DISPENSARY OR MEDICINE ROOM

(a) The walls, floors, windows, ceiling, woodwork and all 
other parts of the dispensary or medicine room must:

(i) be kept clean; and

(ii) be kept in such good order, repair and condition as 
to enable them to be effectively cleaned and to 
prevent, as far as is reasonably practicable, any risk 
of infestation by insects, birds or rodents.

(b) Countertops, shelves and walls must be finished in a 
smooth, washable and impermeable material which is easy 
to maintain in a hygienic condition.

(c) Light conditions, temperature and humidity within the dis-
pensary or medicine room must comply with the require-
ments for the storage of medicine, other pharmaceutical 
products, and packaging materials.
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(d) The dispensary, its fittings and equipment must be 
adequate and suitable for the purpose of dispens-
ing.

(e) The working surface area in a dispensary must be 
sufficient for the volume of prescriptions dis-
pensed.

(f) The temperature in the dispensary/medicine room 
must be below 25°C.

(g) The dispensary/medicine room must have the following 
fixtures/fittings:

(i) an air-conditioner in good working order;

(ii) a refrigerator in good working order (see below); and

(iii) a wash hand basin with hot and cold water. 

(h) In facilities where there is a designated dispensary, a suita-
ble area for the furnishing of advice and a waiting area for 
patients must be provided which comply with the stand-
ards laid down in sections 1.2.12 and 1.2.13 respectively.

1.6.4 STORAGE AREAS IN A DISPENSARY OR MEDICINE 
ROOM

(a) Storage areas must have sufficient shelving constructed 
from smooth, washable and impermeable material, which 
is easy to maintain in a hygienic condition.

(b) No medicines may be stored on the floor.

(c) Storage areas for medicines must be self-contained and 
secure.

(d) Storage areas must be large enough to allow orderly 
arrangement of stock and proper stock rotation.
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1.6.5 EQUIPMENT FOR DISPENSARY, MEDICINE ROOM 
OR CONSULTING ROOM

  There must be adequate, suitable equipment for the dispensing of 
medicine in the facility. Each item must be clean, in good repair and 
of suitable material.  Equipment must be specific for the medicines 
which may be dispensed in the primary health care facility. The list 
given below provides a standard:

(a) a suitable means of counting tablets and capsules. This 
equipment must be cleaned regularly so that cross-        
contamination between products is avoided;

(b) a range of graduated, stamped glass or plastic measures 
suitable for the medicines dispensed in the facility;

(c) a refrigerator equipped with a suitable thermometer and 
capable of storing medicines at temperatures between 2°C 
and 8°C. The refrigerator must be cleaned, defrosted and 
checked periodically to ensure efficient running. This 
refrigerator must be used only for storing pharmaceutical 
products. Where applicable, a freezer for the storage of ice 
packs must be available;

(d) a suitable range of dispensing containers for medicine. The 
use of child-resistant closures is encouraged;

(e) labels for the dispensing of medicines. Labels and labelling 
must comply with the requirements of Regulation 8 of the 
General Regulations published in terms of the Medicines 
Act; and

(f) suitable refuse receptacles.

1.6.6 REFERENCE SOURCES

  The following reference sources must be available in a primary 
health care clinic or a mobile clinic where the dispensing of medi-
cine takes place:

(a) EDL/STG;
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(b) the latest edition of Daily Drug Use (Tincture Press 
Publications) or another drug interactions reference 
source;

(c) the latest edition of either MDR or SAMF; and

(d) a Good Pharmacy Practice Manual;

provided that there is access to a telephone or other 
means of communication with an institutional or other 
pharmacy, e.g. district or sub-district hospital if further 
information is required. 

1.6.7 CONTROL OF ACCESS TO DISPENSARY OR 
MEDICINE ROOM

(a) The pharmacist's assistant (post-basic) or licensed dis-
penser in charge must ensure that every key, key card or 
other device, or the combination of any device, which 
allows access to a dispensary/medicine room when it is 
locked, is kept only on his/her person or the person of a 
pharmacist's assistant (post-basic), licensed dispenser or a 
pharmacist (as applicable) at all times.

(b) Control of access to the dispensary, medicine room and/or 
consulting room(s) (as applicable) must be of such a nature 
that only authorised personnel have direct access to medi-
cines.

(c) A procedure must be in place to ensure access to the dis-
pensary, medicine room and/or consulting room(s) (as 
applicable) in an emergency situation in compliance with 
the Occupational Health and Safety Act 85 of 1993.
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1.7 MINIMUM STANDARDS SPECIFICALLY RELATING 
TO THE MEDICINE ROOM OF A PERSON LICENSED 
TO DISPENSE MEDICINE IN TERMS OF THE 
MEDICINES ACT 

1.7.1 DESIGNATION OF THE MEDICINE ROOM 

  In a premises where the services are provided by a licensed dis-
penser in the consulting rooms of a health establishment there 
must be a suitable room designated as a medicine room for use as 
a storage area for medicine. In such a facility the following stand-
ards must be observed:

(a) the dispensing must be done in the consulting room(s) and 
not in the medicine room;

(b) no medicine may be stored in the consulting room(s) except 
in situations where there is air-conditioner installed in the 
consulting room and the temperature is controlled; and

(c) where medicine is stored only in the medicine room, 
medicines or scheduled substances must be transported to 
the consulting room(s) on a daily basis in for example, a 
lockable medicine trolley or tray.

1.7.2 CONDITION OF THE MEDICINE ROOM

(a) The walls, floors, windows, ceiling, woodwork and all 
other parts of the medicine room must:

(i) be kept clean; and

(ii) be kept in such good order, repair and condition as 
to enable them to be effectively cleaned and to 
prevent, as far as is reasonably practicable, any risk 
of infestation by insects, birds or rodents.

(b) Countertops, shelves and walls must be finished in a 
smooth, washable and impermeable material which is easy 
to maintain in a hygienic condition.
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(c) Light conditions, temperature and humidity within 
the medicine room must comply with the require-
ments for the storage of medicine, other pharma-
ceutical products, and packaging materials.

(d) The temperature in the medicine room must be 
below 25°C.

(e) The medicine room must have the following fix-
tures/fittings:

(i) an air-conditioner in good working order; and

(ii) a refrigerator in good working order (see 
below).

1.7.3 STORAGE AREAS IN THE MEDICINE ROOM

(a) Storage areas must have sufficient shelving constructed 
from smooth, washable and impermeable material, which 
is easy to maintain in a hygienic condition.

(b) No medicines may be stored on the floor.

(c) Storage areas for medicines must be self-contained and 
secure.

(d) Storage areas must be large enough to allow for orderly 
arrangement of stock and proper stock rotation.

1.7.4 EQUIPMENT IN THE MEDICINE ROOM OR 
PREMISES

  There must be adequate, suitable dispensing equipment in the 
medicine room. Each item must be clean, in good repair and of 
suitable material. The list below provides a standard for equip-
ment, which must be available: 

(a) a suitable means of counting tablets and capsules. This 
equipment must be cleaned regularly so that cross-con-
tamination between products is avoided;

(b) a range of graduated, stamped glass or plastic measures 
suitable for the medicines dispensed in the facility;
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(c) a refrigerator equipped with a suitable thermometer capa-
ble of storing products at temperatures between 2°C and 
8°C. The refrigerator must be cleaned, defrosted and 
checked periodically to ensure efficient running. This 
refrigerator must be used only for storing pharmaceutical 
products. Where applicable, a freezer for the storage ice 
packs must be available;

(d) a suitable range of dispensing containers for medicinal 
products. The use of child-resistant closures is encour-
aged;

(e) dispensing labels. Additional warning labels must be availa-
ble, unless those warnings are printed on the dispensing 
labels. Where computer software is relied on for warnings/
interactions, this must be the latest version available; and

(f) suitable refuse receptacles.

1.7.5 REFERENCE SOURCES IN THE MEDICINE ROOM OR 
PREMISES

In addition to any reference sources required by the statutory 
council of the licensed dispenser, the following must be available on 
the premises of the licensed dispenser,  namely:

(a) the latest edition of MIMS;

(b) the latest edition of Daily Drug Use (Tincture Press 
Publications) or another drug interactions reference 
source; 

(c) the latest edition of either Mims Desk Reference or South 
African Medicines Formulary; 

(d) a comprehensive textbook on Pharmacology; 

(e) a medical dictionary; 

(f) a Good Pharmacy Practice Manual; 

(g) the latest copy of the Medicines and Related Substances 
Act 101 of 1965 as amended; and
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(h) a textbook on complementary medi-
cines (where applicable).

1.7.6 CONTROL OF ACCESS TO THE 
MEDICINE ROOM

(a) The licensed dispenser must ensure that 
every key, key card or other device, or 
the combination of any device, which 
allows access to a medicine room when 
it is locked, is kept only on his/her per-
son. 

(b) Control of access to the medicine room and/or consulting 
room(s) (as applicable) must be of such a nature that only the 
licensed dispenser(s) has direct access to medicine. 

(c) A procedure must be in place to ensure access to the medi-
cine room and/or consulting room(s) (as applicable) in an 
emergency situation in compliance with the Occupational 
Health and Safety Act, 85 of1993.

1.8 MINIMUM STANDARDS SPECIFICALLY RELATING TO 
A STORAGE AREA FOR PHARMACEUTICALS OUTSIDE 
THE PHYSICAL PREMISES OF A PHARMACY

1.8.1 MANAGEMENT OF A STORAGE FACILITY 

  Any storage area, which is not physically an integral part of the 
premises of a pharmacy, must constitute part of a pharmacy licensed 
by the Department of Health and recorded with Council. Such a 
storage area must fall under the authority of the responsible phar-
macist of the pharmacy of which it forms a part, and be operated in 
compliance with Good Pharmacy Practice. Thus, such a storage 
area cannot exist/operate independently of a pharmacy.

GOOD PHARMACY PRACTICE IN SOUTH AFRICA
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1.8.2 CONDITION OF THE STORAGE AREA

(a) The walls, floors, windows, ceiling, woodwork and all 
other parts of the storage area must:

(i) be kept clean; and 

(ii) be kept in such good order, repair and condition as 
to enable them to be effectively cleaned and to 
prevent, as far as is reasonably practicable, any risk 
of infestation. 

(b) Walls must be finished in a smooth, washable and imper-
meable material, which is easy to maintain in a hygienic 
condition.

(c) The storage area must have an air-conditioner in good 
working order. 

(d) Light conditions, temperature and humidity within the 
storage area must comply with the requirements for the 
storage of medicine, other pharmaceutical products, raw 
materials and packaging materials.

(e) The temperature in the storage area must be below 
25°C.

(f) Storage areas must have sufficient shelving constructed 
from a smooth, washable and impermeable material, 
which is easy to maintain in a hygienic condition.

(g) Storage areas for pharmaceuticals must be self-contained 
and secure.

(h) Storage areas must be large enough to allow for orderly 
arrangement of stock and proper stock rotation.

(i) No medicine may be stored on the floor.
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1.8.3 CONTROL OF ACCESS TO THE 
STORAGE AREA

(a) The pharmacist must ensure that every 
key, key card or other device, or the 
combination of any device, which allows 
access to a storage area when it is 
locked, is kept only on his/her person.

(b) Control of access to the storage area 
must be of such a nature that only a 
person authorised by the responsible 
pharmacist has direct access to medi-
cine.

(c) A procedure must be in place to ensure access to the stor-
age area in an emergency situation in compliance with the 
Occupational Health and Safety Act, 85 of 1993.
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CHAPTER 2

2.1 INTRODUCTION

  The Regulations relating to the registration of persons and the main-
tenance of registers (GNR 1160 of 20 November 2000) published 
in terms of the Pharmacy Act make provision for the recording of 
five different categories of pharmacy. The five categories of phar-
macy are: manufacturing pharmacy, wholesale pharmacy, consult-
ant pharmacy, community pharmacy and institutional pharmacy. 
The services which may be provided in the different categories of 
pharmacy, are prescribed in the  Regulations relating to the practice 
of pharmacy (GNR. 1158 of 20 November 2000) published in 
terms of the Act.

  The following minimum standards apply to the provision of the 
services in the different categories of pharmacy referred to 
above. 

2.2 MINIMUM STANDARDS FOR MANUFACTURING OF 
ANY MEDICINE OR SCHEDULED SUBSTANCE

  Manufacturing is defined in the General Regulations published in 
terms of the Medicines Act as all operations including purchasing of 
material, processing, production, packaging, releasing, storage and 
shipment of medicines and related substances in accordance with 
quality assurance and related controls.

PROFESSIONAL STANDARDS FOR SERVICES

MINIMUM STANDARDS FOR SERVICES PROVIDED
 IN A PHARMACY
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Manufacturing must be performed in accordance with the 
Medicines Act and in a manner that will ensure compliance 
with Good Manufacturing Practice (GMP), as described in 
the Guidance Document: Good Manufacturing Practice for 
Medicine in South Africa (GNR. 7659 of 2 May 2003), pub-
lished by the MCC, as well as the relevant provisions of 
the Pharmacy Act.

2.3 MINIMUM STANDARDS FOR PROCUREMENT, 
STORAGE AND DISTRIBUTION

2.3.1 RESPONSIBILITY FOR PROCUREMENT

  The pharmaceutical aspects of the purchase of all medicinal prod-
ucts and related materials must be the responsibility of a pharma-
cist. Written policies for the procurement, storage and distribution 
of medicine and scheduled substances must be available in the 
pharmacy. Written policies must assist in ensuring:

(a) product availability when required;

(b) that the procurement and distribution process is fully docu-
mented;

(c) effective batch recall of medicines when necessary;

(d) that optimal storage conditions are monitored (including 
during transport);

(e) the safety of medicines; and

(f) that patients receive stock that has been suitably stored 
and has an expiry date that allows sufficient time for usage 
by the patient before the expiry date.

2.3.2 SOURCES OF SUPPLY

(a) The responsible pharmacist has a professional responsibil-
ity to exercise control over all medicinal and related prod-
ucts, which are purchased or supplied.
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(b) A purchasing policy must be in place that ensures the 
safety of medicine.

(c) A pharmacist must not purchase, sell or supply any medic-
inal product where the pharmacist has any reason to doubt 
its safety, quality or efficacy. 

(d) The pharmacist must know and select suppliers by applying 
various quality parameters, in accordance with the MCC's 
standards of Good Manufacturing Practice. 

(e) A pharmacist must be satisfied that both the supplier and 
the source of any medicine purchased are reputable and 
recorded with Council. Due regard must be paid to the 
storage conditions before purchase and to the labels, leaf-
lets, appearance, origin and subsequent chain of supply of 
the medicine concerned. 

(f) A MCC registration number must appear on the original 
container of every medicine in the facility, with the excep-
tion of unregistered medicines for which authority for the 
use thereof has been granted by the MCC. 

(g) Stock rotation must always be done on the "FIRST EXPIRY, 
FIRST OUT" (FEFO) or "FIRST IN - FIRST OUT" (FIFO) 
basis. Stock that expires first or is received first (where 
expiry dates are not available) must therefore be used 
first. 

(h) Patients must receive stock that has been stored suitably 
and has an appropriate expiry date.

2.3.3 SAFE SYSTEMS OF WORK

  A pharmacist must take all reasonable steps to ensure that working 
conditions are so arranged as to protect the safety of the public 
and people working in the pharmacy. In adhering to this principle 
the following must be taken into consideration:

(a) safe systems of work must be established and maintained by 
a pharmacist to eliminate, as far as possible, errors in any 
component of the pharmaceutical service;
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(b) secure storage for medicines must be provided in 
all premises and approved store-keeping proce-
dures and adequate stock control systems must be 
maintained;

(c) a policy for the storage and administration of medi-
cines in hospitals must be defined and updated 
regularly. A pharmacist must establish systems, and 
be responsible, for the professional element of the 
procurement of all medicinal products purchased 
through the hospital pharmaceutical service, and

(d) within a multidisciplinary system a pharmacist is responsi-
ble for providing advice as needed on the pharmaceutical 
element of the procurement of surgical dressings.

2.3.4 MEDICAL GASES

  The procurement, storage and distribution of medical gases must 
comply with the requirements as described in the Guidance 
Document: Good Manufacturing Practice for Medicine in South Africa 
(GNR. 7659 of 2 May 2003), published by the MCC, which could 
include but not be limited to the following:

(a) all equipment supplied for use must be fit for its purpose 
and must be maintained in a manner that will ensure the 
safe and proper use thereof;

(b) cylinders and other containers of medical gases must be 
stored in accordance with the current guidelines issued by 
the manufacturers of the gas;

(c) the supply of medical gases to a patient must be in associa-
tion with treatment of a medical condition;

(d) each patient, and appropriate members of the patient's fam-
ily or his/her caregiver, must receive full and proper instruc-
tion from a pharmacist or suitably trained person in the safe 
care and handling of the cylinders and associated equip-
ment;
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(e) to facilitate recalls of faulty oxygen giving sets, the name, 
type, serial number and location of each regulator must be 
recorded and held in the pharmacy; and

(f) the responsible pharmacist in an institutional pharmacy 
must ensure that an appropriate Standard Operating 
Procedure is in place for the handling of medical gases in 
the institution.

2.3.5 COLD STORAGE OF PHARMACEUTICALS

(a) Thermolabile medicines must be kept in a refrigerator.

(b) The refrigerator must be inside the dispensary or clinic and 
must be readily accessible to the pharmacist.

(c) The refrigerator must only be used for storing pharmaceu-
ticals.

(d) The size of the refrigerator must enable the pharmacist to 
keep the necessary stock in an organised manner. The size 
must therefore prevent overloading of the refrigerator at 
any time.

(e) The refrigerator must be connected to a standby generator 
or other emergency power system to ensure uninterrupt-
ed power supply in case of power (current) failure.

2.3.6 MAINTENANCE OF THE REFRIGERATOR

(a) The temperature of the refrigerator must be maintained 
between 2ºC and 8ºC.

(b) The temperature of the refrigerator must be monitored and 
charted twice daily. 

(c) A WHO approved dial thermometer or alcohol or mercury 
thermometer must be used. (NOTE: A minimum/maximum 
thermometer must not be used). The thermometer must be 
hung from the middle shelf of the refrigerator. 
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Alcohol/mercury thermometer

                                          
                                      

                                                 Bi-metal dial thermometer    
    Figure 4: A WHO approved dial thermometer or alcohol/mercury thermometer
 

(d) If the power is off for any length of time, the refrigerator 
should not be opened until the power supply is restored.

(e) The refrigerator must be cleaned and defrosted at least 
once a month.

(f) The cold chain must be maintained when the refrigerator 
is cleaned. Cooler boxes should be used to maintain the 
cold chain.

(g) The following procedures must be followed when the 
refrigerator is cleaned:

(i) the inside of the refrigerator must be cleaned with 
an appropriate cleaning solution and wiped dry;

(ii) the door gasket must be cleaned, especially along 
the bottom edge on upright units;

(iii) when applicable it should be determined whether 
the freezing compartment needs defrosting (more 
than 10mm of ice on the evaporator) and be 
defrosted if necessary;
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(iv) the condenser coil on the back of the refrigerator 
should be cleaned and dust removed from the 
compressor; and

(v) it must be ensured that the door closes tightly.

2.3.7 STORAGE OF VACCINES

(a) All vaccines and diluents must be stored in the refrigerator 
between 2ºC and 8ºC in a pharmacy that issues to the end-
user or clinics.

(b) During distribution all vaccines must be transported in 
insulated containers at a temperature between 2ºC and 
8ºC.

(c) Various aids can be used to monitor the temperature of 
vials, e.g. cold chain monitors cards (CCMs) and vaccine 
vial monitors (VVMs).

(d) Correct packing of vaccines and diluents in the refrigerator 
is vital if they are to be kept at safe temperatures. Figure 5 
indicates how a refrigerator should be packed.

Figure 5: Correctly packed refrigerator
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(e) Vaccines must not be kept:

(i) in the door compartments of domestic refrig-
erators; and

(ii) in such a way that they can come into contact 
with the evaporator plate, i.e. not close to the 
back or top of the refrigerator.

(f)  Vaccines must not be stored for longer than the 
specified storage period.

(g) Vaccines must be stored in such a way that they cannot be 
confused with other thermolabile drugs.

(h) Diluents should be at the same temperature as the vaccine 
at the point of use.

(i) Only the designated diluents must be used for specific vac-
cines.

(j) All vaccines must be protected by insulated packing during 
distribution. The containers must be filled with sufficient 
ice packs to give the container twice the length of cold life 
anticipated for a particular journey. For example: if a cou-
rier service guarantees to deliver a package within 24 
hours, that package must have a cold life of a minimum of 
48 hours. All ice packs must be properly conditioned (the 
ice must rattle in the water inside the ice pack to prevent 
accidental freezing of the vaccines).

 Shake Test:
  
 The Shake Test is designed to determine whether 

adsorbed vaccines (DPT, DT, Td, TT, DTP-Hib or Hepatitis 
B) have been frozen. After freezing, the vaccine is no 
longer a uniform cloudy liquid, but tends to form flakes 
which gradually settle to the bottom after the vial has been 
shaken. Sedimentation occurs faster in a vaccine vial which 
has been frozen than in a vaccine vial from the same manu-
facturer which has never been frozen. 
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  Note that individual batches of vaccine may behave differently 
from one another. Therefore the test procedure described below 
should be repeated with all suspect batches. 

  Test procedure:
 

1. Prepare a frozen control sample: Take a vial of vaccine of the 
same type and batch number as the vaccine you want to 
test, and made by the same manufacturer. Freeze the vial 
until the contents are solid, and then let it thaw. This vial is 
the control sample. Clearly mark the vial so that it cannot 
later be used by mistake. 

2. Choose a test sample: Take a vial of vaccine from the batch 
that you suspect has been frozen. This is the test sample.

3. Shake the control and test samples: Hold the control sample 
and the test sample together in one hand and shake vigor-
ously for 10-15 seconds.

4. Allow to rest:  Leave both vials to rest. 

  Compare the vials: View both vials against the light to compare the 
sedimentation rate. If the test sample shows a much slower sedi-
mentation rate than the control sample, the test sample is probably 
potent and may be used. If the sedimentation rate is similar and the 
test sample contains flakes, the vial under test has probably been 
damaged by freezing and should not be used. Note that some vials 
have large labels which conceal the vial contents. This makes it 
difficult to see the sedimentation process. In such cases, turn the 
sample and reference vials upside down and observe sedimenta-
tion taking place in the neck of the vial.

  Subsequent action: If the test procedure indicates that the test 
sample has been damaged by freezing, you should notify your 
supervisor immediately. Standard Operating Procedures should 
then be followed to ensure that all damaged vaccine is identified 
and that none of this damaged vaccine is distributed or used. 

  Table 1 depicts the official schedule for the Expanded Programme 
on Immunisation in South Africa
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2.4  MINIMUM STANDARDS RELATING SPECIFICALLY 
TO INSTITUTIONAL PHARMACIES

  Minimum standards for procurement, storage and distribution are 
stipulated in items 2.3.1 to 2.3.7 above and must be met. The fol-
lowing additional standards relate more specifically to institutional 
pharmacies.

2.4.1 SELECTION OF PHARMACEUTICALS

(a) A Pharmacy and Therapeutics Committee (PTC) must be 
in place for the selection of pharmaceuticals and the pro-
motion of rational drug use. 

(b) A pharmaceutical code list and/or formulary and/or the 
Essential Drug List must be used as the basis for medicine 
therapy and the promotion of the rational use of medicine. 
This system includes a formulary of approved pharmaceuti-
cal substances as well as a policy and procedures for the 
approval and provision of medicine not included in the 
formulary as required. 

(c) The Pharmacy and Therapeutics Committee must be 
responsible for the formulary.

(d) Pharmaceutical usage review programmes must be devel-
oped to ensure maximum patient benefit on the most cost-
effective basis.

2.4.2 PROCUREMENT AND STORAGE

(a) The pharmaceutical storage area(s) must be under the 
control of the responsible pharmacist.

(b) Delivery of medicines must be made directly to the phar-
macy. Where delivery is not direct to the pharmacy, proce-
dures must be established and followed to ensure secure 
receipt of medicinal products and their onward passage to 
the pharmacy.
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(c) Procurement and stock control of medicinal 
products and all other items dealt with by the 
pharmacy must be the responsibility of a phar-
macist. There must be written procedures, 
which must be updated regularly, covering all 
activities.

(d) The responsible pharmacist must establish and 
maintain adequate records of purchases for 
inventory control and satisfaction of legal and 
audit requirements.

(e) The responsible pharmacist is accountable for:

(i) the selection of medicinal products with due regard 
to quality and registration status, in co-operation 
with the Pharmacy and Therapeutics Committee;

(ii) adherence to central contract or purchasing agree-
ments (as applicable);

(iii) the maintenance of up-to-date price records to 
ensure that the most favourable prices are obtained 
(as applicable);

(iv) establishing and maintaining adequate records of 
purchases for inventory control and satisfaction of 
legal and audit requirements; and

(v) the establishment and maintenance of a system for 
reporting errors and withdrawing defective prod-
ucts.

(f) All orders must be on official documents carrying a unique 
order number. There must be only a small number of 
authorised signatories. Telephonic orders must be con-
firmed in writing immediately.

(g) The responsible pharmacist must ensure that all areas 
where medicines are stored are of acceptable standard.
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(h) The responsible pharmacist must ensure that all medicine 
storage areas are inspected regularly (at least monthly) to 
at least ensure that:

(i) medicines and scheduled substances are stored and 
handled in accordance with the pharmaceutical 
manufacturer's requirements;

(ii) no expired or obsolete medicines are stocked;

(iii) medicines requiring special environmental condi-
tions are stored properly;

(iv) stock levels are adequate to ensure the continuous 
supply and accessibility of medicine at all times, 
including the availability of essential drugs as per the 
latest edition of the EDL / Formulary (as applica-
ble);

(v) inflammable substances are stored separately and 
in an appropriate manner;

(vi) disinfectants and preparations for external use are 
stored separately from medicines for internal use; 
and

(vii) medicines are pre-packed only in accordance with 
the provisions of the Medicines Act.

(i) Adequate inventory control systems for pharmaceutical 
stock held in the pharmacy and or pharmacy store as well 
as for ward and clinic pharmaceutical stock must be main-
tained by:

(i) establishing minimum and maximum stock/re-order 
levels;

(ii) stock control accounting for pharmaceutical prod-
ucts, received into and removed from stock;
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(iii) identification and proper disposal of 
expired, deteriorated, recalled or obso-
lete pharmaceutical products and the 
timely return of items for credit; and

(iv) recording of orders, usage as well as 
financial data for analysis, interpretation 
and planning by pharmacists, the 
Pharmacy and Therapeutics Committee 
and pharmaceutical services (as applica-
ble).

2.4.3 DISTRIBUTION OF PHARMACEUTICALS TO WARDS, 
DEPARTMENTS, THEATRES, CLINICS (WDTC) AND 
OTHER OUTLETS

(a) Distribution of medicines within a hospital/institution must 
take place under the direction and control of a pharmacist 
and must be in accordance with Regulation 36 of the General 
Regulations published in terms of the Medicines Act.

(b) For each WDTC, and other outlet(s), agreement must be 
reached with nurses and clinicians for those items, which are 
to be held as stock. Stock levels must be determined from 
analysis of previous issues and agreed with nursing staff.

(c) A stock list must be prepared for WDTC and other out-
lets.

(d) A copy of the stock list must be made available to nursing 
staff who will be responsible for obtaining supplies of stock, 
and to prescribers servicing the ward.

(e) Written SOPs must be provided on how supplies of stock 
medicines are to be obtained from the pharmacy together 
with an indication of nurses' responsibilities for signing 
approved requisition documents, which comply with the 
latest requirements of the Medicines Act.

(f) Procedures must define normal action to be taken by phar-
maceutical staff for routine stock replacement and action 
to be taken in the case of incomplete documentation or 
other queries. 
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(g) A record must be kept for a minimum period of 5 years of 
the quantity of each item supplied and each requisition 
must be dated and signed. 

(h) Procedures must be agreed upon for the return of empty 
stock packs to deter potential misuse.

(i) Procedures must be established to ensure that adequate 
control of issues is maintained and that regular review of 
stock ranges are carried out to minimise wastage and over-
stocking.

(j) Regular stock checking by pharmacy personnel must be 
undertaken at least monthly to ensure that stock rotation 
is maintained in all medicine storage areas in the hospital/
institution.

(k) Where applicable, procedures must be agreed upon with 
nursing staff to allow pharmacist's assistants access to 
medicine storage facilities with the prior agreement of the 
nurse-in-charge or other responsible person.

(l) Procedures must ensure that a thorough stock-check is 
carried out prior to topping up to agreed stock levels.

(m) When a topping up list is drawn up by pharmacist's assist-
ants, the order must be signed by the nurse-in-charge or 
other responsible person. The order must be sent to the 
pharmacy for processing in accordance with the agreed 
stock control system, whether electronic or manual.

(n) Stock must not be returned to the pharmacy without the 
agreement of the nurse-in-charge or other responsible 
person. A written record of its removal must be made on 
the topping-up list.

(o) Stock rotation must be practised.
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2.5 MINIMUM STANDARDS RELATING 
SPECIFICALLY TO MOBILE 
PHARMACEUTICAL SERVICES

2.5.1 STORAGE AND CONTROL OF 
MEDICINE AND SCHEDULED 
SUBSTANCES

(a) Medicines and scheduled substances 
stored must be in original packaging or 
could be pre-packed in accordance with 
the Medicines Act. If, in specific cases, 
certain products have to be transferred 
to appropriate new containers, con-
tamination must be avoided and the 
new containers labelled correctly.

(b) Where applicable, proper facilities (e.g. a refrigerator with 
a temperature of 2° - 8°C) for the storage of thermolabile 
medicines and substances must be provided or installed 
and the temperature monitored regularly.

(c) Medicines must not be stored on the floor or outside the 
mobile unit.

2.6 MINIMUM STANDARDS RELATING SPECIFICALLY 
TO WHOLESALE PHARMACIES

  Minimum standards for procurement, storage and distribution are 
stipulated in items 2.3.1 to 2.3.7 above and must where applicable 
be met. Additional minimum standards for wholesale pharmacies 
or Good Pharmaceutical Wholesale Practice (GPWP) are pre-
scribed in the guidance document: Good Manufacturing Practice for 
Medicine in South Africa (GNR. 7659 of 2 May 2004), published by 
the MCC, as well as in Good Wholesale Practice for Wholesalers,  
Distributors and Bonded Warehouses (MCC 6 June 2003). 

  Minimum standards for "distributors" are not provided in this GPP 
document and more information in this regard must be obtained 

from the MCC. 
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2.7 MINIMUM STANDARDS FOR THE DISPENSING OF 
MEDICINE OR SCHEDULED SUBSTANCES ON THE 
PRESCRIPTION OF AN AUTHORISED PRESCRIBER 

  "Dispensing" as defined in terms of the Pharmacy Act means "the 
interpretation and evaluation of a prescription, the selection, manipu-
lation or compounding of the medicine, the labelling and supply of the 
medicine in an appropriate container according to the Medicines Act 
and the provision of information and instructions by a pharmacist to 
ensure the safe and effective use of medicine by the patient and "dis-
pense" has a corresponding meaning" (GNR. 1158 of 20 November 
2000).

2.7.1 DISPENSING PROCEDURES

  This section must be read and applied in the context of its rele-
vance and pertinence to the various persons authorised to partici-
pate in the dispensing process in terms of their scope of practice.

.
  The dispensing process is divided into three phases, namely:

  Phase 1: Interpretation and evaluation of the prescription.
  Phase 2: Preparation and labelling of the prescribed medicine.
  Phase 3: Provision of information and instructions to the   

  patient to ensure the safe and effective use
    of medicine. 

  The three phases may be performed by a pharmacist or pharma-
cist intern under the direct personal supervision of a pharmacist. 
Phases 2 and 3 may be performed by pharmacist's assistants (post-
basic) under the direct personal supervision of a pharmacist. In 
terms of the scope of practice of a pharmacist's assistant (post-
basic) he/she may read and prepare a prescription, select, manipu-
late or compound the medicine, label and supply the medicine 
following the interpretation and evaluation of the prescription by a 
pharmacist. He/she may also provide instructions regarding the 
correct use of medicine supplied.

  Notwithstanding the above, a pharmacist's assistant (post-basic) 
working under the indirect supervision of a pharmacist may, under 
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certain conditions, in terms of Regulation 12 of the 
Regulations relating to the practice of pharmacy, read and 
prepare a prescription, select, manipulate or compound a 
medicine, label and supply medicine in an appropriate 
container and provide instructions regarding the correct 
use of the medicine supplied.

The person who is responsible for the dispensing of a 
prescription must ensure that all three phases of the dis-
pensing process have been performed by an appropriately 
authorised person.

2.7.1.1 Phase 1: Interpretation and evaluation of the prescrip-
tion 

 
(a) Receipt of the prescription and confirmation of the integ-

rity of the communication. Adequate procedures must 
exist for:

(i) identifying the patient, the prescriber and the entity 
responsible for payment (as applicable);

(ii) ensuring the legality/authenticity of the prescrip-
tion; 

(iii) a permanent copy of a faxed, e-mailed, telephonic 
or other electronically transmitted prescription or 
order made for record purposes. A faxed, e-mailed, 
telephonic or other electronically transmitted pre-
scription or order must be followed by the original 
prescription or order within seven working days; 

(iv) helping the patient to resolve the problem when 
the prescription cannot be dispensed;

(v) interpreting the type of treatment and the pre-
scriber's intentions;

(vi) identifying the medicine, and checking the pharma-
ceutical form, strength, appropriate dosage, pres-
entation, method of administration and duration of 
treatment;
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(vii) informing the patient of the benefits and implica-
tions of the substitution for a branded medicine of 
an interchangeable multi-source medicine. Refer 
Section 7.3.11 of this chapter.

(b) Assessment of the prescription to ensure the optimal use 
of medicine. Each prescription must be professionally 
assessed by a pharmacist with respect to:

(i) therapeutic aspects (Pharmaceutical and 
Pharmacological) i.e. 

 the safety of the medicine;
 possible contra-indications;
 drug/drug interactions;
 drug/disease interactions;
 treatment duplications;

(ii) appropriateness for the individual and the indica-
tion for which the medication is prescribed; and 

(iii) social, legal and economic aspects.

(c) Pharmacist interventions

 Whenever necessary, the pharmacist should communicate 
with the prescriber regarding any identified problems and 
work out a plan of action with the prescriber and/or the 
patient.

(d) For the assessment of a prescription the following informa-
tion sources can be used:

(i) questions put to the patient or caregiver;

(ii) questions put to the prescriber where doubts arise 
or further information is required;

(iii) pharmacopoeias, formularies, technical books, elec-
tronic sources, professional journals, compendia of 
pharmaceutical legislation and medicine supply 
agreements with the health services; and

(iv) outside information from drug information centres, 
competent authorities and pharmaceutical manu-
facturers.
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2.7.1.2 Phase 2: Preparation and labelling of the 
prescribed medicine

2.7.1.2.1 Selecting or preparing the medicine 
includes the following activities:

(a) Patient-ready packs/pre-packed medi-
cines are correctly selected;

(b) Preparation of extemporaneous prepa-
rations. Where applicable, the  phar-
macy must have adequate facilities for 
the extemporaneous dispensing of indi-
vidual prescriptions. When medicines 
are compounded in a pharmacy this 
must be done in accordance with the 
details laid down in section 2.18;

(c) Counting must be done on a clean counting tray and the 
final dosage form placed in a suitable container;

(d) The container of the medicine must be clearly labelled with 
the correct directions along with any other information for 
the safe, proper and effective use of the medicine. 
Cautionary/advisory labels and instructions must always be 
used;

(e) All dispensing procedures, whether performed by a phar-
macist, pharmacist intern or pharmacist's assistant (post-
basic), must be carefully checked for accuracy and com-
pleteness; and

(f) Signing the prescription. Accountability must be accepted 
by the pharmacist or other authorised person who signs 
the prescription or copy of the prescription accepting liabil-
ity for the correctness of the dispensing of the medicine 
and confirming that the medicine was supplied.

2.7.1.2.2 Labels 

(a) Labelling of dispensed products must be clear, legible and 
indelible. Lettering must as far as possible be mechanically 
printed;
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(b) The following information must be indicated on the label in 
accordance with Regulation 8(4) of the General Regulations 
published in terms of the Medicines Act:

(i) the proprietary name, approved name, or the 
name of each active ingredient of the medicine, 
where applicable, or constituent medicine;

(ii) the name of the person for whose treatment such 
medicine is sold;

(iii) the directions in regard to the manner in which 
such medicine should be used;

(iv) the name and business address of the person 
authorised to sell such a medicine;

(v) date of dispensing; and

(vi) reference number.

2.7.1.2.3 Record keeping regarding the supply of medicine

  Regulation 11 of the General Regulations published in terms of the 
Medicines Act, specifies the information that must be recorded 
when medicine is supplied. 

2.7.1.2.3.1 Schedule 1 Record

  According to Regulation 11 the following information must be 
recorded with regard to the supply of Schedule 1 medicines with-
out a prescription:

(a) the name of the person to whom it was sold; 

(b) its name and quantity; and

(c) the name of the pharmacist, pharmacist intern or pharma-
cist's assistant who sold it.

2.7.1.2.3.2 Prescription Book

  According to Regulation 11, a prescription book or other permanent 
record in respect of Schedule 2, 3, 4, 5 and 6 medicines or sub-
stances must be kept on all premises where prescribed medicines 
are dispensed or sold and must contain the following details:
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(a) the name of the medicine or scheduled sub-
stance;

(b) the date on which the prescription was dis-
pensed;

(c) the dosage form and quantity of the medicine or 
scheduled substance;

(d) the name and address of the patient, or, in the 
case of a prescription issued by a veterinarian, 
the name and address of the person to whom the 
medicine or scheduled substance was sold;

(e) where applicable, the name of the medical prac-
titioner, dentist, veterinarian or any other author-
ised person who issued the prescription; and

(f) prescription reference number.

 A prescription record must be retained at the business 
address of the seller for a period of at least five years after 
the date of the last entry made therein.

2.7.1.3 Phase 3: Provision of information and instructions to the 
patient to ensure the safe and effective use of medicine. 

2.7.1.3.1 Supply to the patient 

(a) Advising a patient or the patient's agent/caregiver (physical 
presence is preferred) must be carried out by a pharmacist 
or other authorised person. 

(b) A patient information leaflet, containing the information as 
prescribed in the General Regulations published in terms of 
the Medicines Act should be available at the point of dis-
pensing. 

(c) Information must be structured to meet the needs of indi-
vidual patients. 

(d) Pharmacists must ensure that any information or services 
offered by a pharmacy to patients in the area of health 
promotion are safe, up-to-date and in accordance with the 
relevant local and national guidelines.
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(e) Information provided to patients regarding their medicine 
use must always be done with professional judgement and 
the prescriber should be contacted when necessary.

2.7.1.3.2 Monitoring patient outcomes 

(a) The pharmacist or pharmacist intern under the personal 
supervision of a pharmacist must assess the patient for signs 
of compliance, effectiveness and safety of the therapy.

(b) The pharmacist should identify areas for modification, 
implementation of modifications (taking into account legal 
requirements), revise the patient record and record the 
action taken.

2.7.2 SUPERVISION OF DISPENSING AND SALES/SUPPLY

(a) Dispensing must be done by or under the supervision of a 
pharmacist in accordance with applicable legislation.

(b) In a pharmacy with only one pharmacist present, this phar-
macist must be able to supervise activities in the medicines 
sales area (as applicable) at the same time as supervising 
dispensing.

(c) A pharmacist responsible for supervising the dispensing, 
sale or supply of any medicine in a pharmacy bears the 
associated legal and professional responsibility.

(d) Every prescription dispensed in a pharmacy must be seen 
by a pharmacist and judgement made by him/her as to 
what action is necessary.

(e) The pharmacist must exercise judgement to ensure fulfil-
ment of professional duties to the patients in the best pos-
sible way. The pharmacist must thus be able to delegate to 
pharmacist's assistants (post-basic) tasks that he/she is con-
fident can be undertaken by them and fall within the scope 
of practice of a pharmacist's assistant (post-basic). The 
pharmacist must be available in the pharmacy to intervene, 
to advise and to check the dispensing of any prescription 
under his/her supervision.

(f) Systems must be developed to ensure that the distribution 
of medicines is reliable and secure to the point of delivery.
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2.7.3 SAFETY IN DISPENSING PROCEDURES

2.7.3.1 Interpretation of prescription

(a) In cases of uncertainty, the pharmacist 
or pharmacist intern must make every 
effort to contact the prescriber. If it is 
impossible to contact the prescriber, 
the pharmacist must use his/her profes-
sional judgement and decide, in all cir-
cumstances, what course of action 
would be in the best interest of the 
patient.

(b) Where the problem cannot be resolved and if there 
appears to be a potential risk to the patient, the pharmacist 
may decide not to dispense the prescription even if the 
prescriber confirms that the product should be dispensed. 
In taking this decision, however, the pharmacist should 
assess the relative harm, which may result from this refusal 
and use his/her professional judgement to decide what 
course of action would be in the best interest of the 
patient.

(c) The prescription must be endorsed according to any action 
taken e.g. telephonic confirmation of an unusual dosage, 
etc.

2.7.3.2  Forged prescriptions

  A pharmacist must be aware of the probable methods of prescrip-
tion forgery and exercise reasonable care to satisfy himself/herself 
that prescriptions are genuine.

2.7.3.3 Dispensing containers 

(a) The container must be appropriate for the product dis-
pensed, bearing in mind the need to protect the product 
from moisture and sunlight as well as from mechanical 
stresses imparted by transport and use of the product. 
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(b) All containers intended for medicinal products must be 
protected and kept free from contamination.

(c) All solid dose oral preparations must be dispensed in a re-
closable container or in unit packaging of strip or blister 
type unless:

(i) the original pack is such as to make this inadvisa-
ble;

(ii) the patient is elderly or handicapped and will have 
difficulty in opening the re-closable container; or

(iii) a specific request is made that the product shall not 
be dispensed in a re-closable container. 

(d) Advice must be given to keep all medicines out of the reach 
of children.

2.7.3.4 Re-use of containers

(a) Plastic containers and caps for solid or liquid dose prepara-
tions must not be reused.

(b) Under no circumstances may re-closable child resistant 
closures be used more than once.

(c) Glass containers may be reused only after satisfactory 
cleaning and drying. 

2.7.3.5 Re-use of medicines

  A pharmacist must use his/her professional knowledge/judgement 
in relation to the re-use of medicines as follows: 

(a) medicines brought in by patients remain the patient's own 
property. Under no circumstances may they be used by 
any one else.
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(b) medicines returned from a hospital ward:

(i) all expired medicines must be 
destroyed;

(ii) only blister packs may be considered 
for re-use provided that the pharmacist 
is confident that the correct storage 
conditions have been adhered to; and

(iii) the continued use of patients' own 
medicines while in hospital may be nec-
essary in special circumstances. 
Appropriate safeguards are required. 

2.7.3.6 Confidentiality

  No information may be divulged about the affairs of any person 
obtained in the course of dispensing a prescription except to a 
person authorised to have access to such information and acting 
within his/her lawful jurisdiction. More information regarding this 
minimum standard can be found in the Code of Conduct as pub-
lished by Council in rules.

2.7.3.7 Recalls

(a) A pharmacist must comply immediately with any warning 
about or recall of defective medicines.

(b) Every pharmacy must have a recall policy.

(c) A pharmacist must actively participate in any arrangements 
made for warning the profession of problems associated 
with medicines, and must inform appropriate bodies of 
hazards which come to their attention.

2.7.3.8 Personal hygiene

(a) High standards of personal cleanliness must be observed in 
dispensing.

(b) Direct contact between the dispensed product and the 
operator's hands must be avoided.
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(c) Cuts or abrasions must be covered with a suitable occlu-
sive dressing. A person with an open lesion or readily 
transmittable infection must report to the pharmacist who 
will decide whether they may be engaged in the dispensing 
process.

(d) No personnel may smoke or prepare or consume food in 
any area where medicines are dispensed, sold or supplied.

2.7.3.9 Expiry dates

(a) Expired medicine must not be dispensed or supplied to the 
public.

(b) Particular care must be taken with prescriptions for sev-
eral months' treatment. Ideally, prescriptions should be for 
a maximum of 28 days' treatment but, where a quantity 
covering a longer period is dispensed, the pharmacist must 
ensure that the product will still be in date at the end of 
that period. 

(c) A record of the expiry dates of all medicine procured by 
the pharmacy must be kept.

(d) Pharmacists in hospitals/institutions or registered nurses in 
charge of units must return excessive and short-dated 
stock to the pharmacy timeously.

(e) Those items which have expired must be recorded and 
priced. 

(f) The destruction of expired medicine must only take place 
in accordance with the General Regulations published in 
terms of the Medicines Act.

2.7.3.10 Adverse drug reaction reporting 

  Adverse drug reactions must be reported to the patient's medical 
practitioner, as well as to the MCC in accordance with guidelines 
published in this regard (GNR. 7659 of 2 May 2003).
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2.7.3.11 Generic substitution

 Section 22F of the Medicines Act states that:

(1) A pharmacist shall:

(a) inform all members of the public 
who visit his or her pharmacy with 
a prescription for dispensing, of 
the benefits of the substitution for 
a branded medicine of an inter-
changeable multi-source medi-
cine; and

(b) dispense an interchangeable multi-source medicine 
instead of the medicine prescribed by a medical prac-
titioner, dentist, practitioner, nurse or other person 
registered under the Health Professions Act, 1974, 
unless expressly forbidden by the patient to do so.

(2)  If a pharmacist is forbidden as contemplated in subsection (1)
(b), that fact shall be noted by the pharmacist on the prescrip-
tion.

(3) When an interchangeable multi-source medicine is dispensed 
by a pharmacist, he or she shall note the brand name or where 
no such brand name exists, the name of the manufacturer of 
that interchangeable multi-source medicine in the prescription 
book.

(4) A pharmacist shall not sell an interchangeable multi-source 
medicine:

(a) if the person prescribing the medicine has written in 
his or her own hand on the prescription the words 'no 
substitution' next to the item prescribed;

(b) if the retail price of the interchangeable multi-source 
medicine is higher than that of the prescribed medi-
cine; or
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(c) where the product has been declared not substitutable 
by the Medicines Control Council.

  NOTE: Interchangeable multi-source medicine - is defined in 
terms of the Medicines Act as medicines that contains the same 
active substances which are identical in strength or concentration, 
dosage form and route of administration and meet the same or com-
parable standards, which comply with the requirements for therapeu-
tic equivalence as prescribed.

2.7.4 PRICING OF PRESCRIPTIONS AND SERVICES

(a) Pricing of the prescription or copy of the prescription 
(where applicable) must include the following:

(i) all information necessary to prevent a member of a 
medical aid scheme from gaining any benefit to 
which he/she would not otherwise be entitled; 
and

(ii) the final price paid by the patient/member or an 
indication of the total cost of the account rendered 
if payment is not effected.

(b) Pricing of prescriptions must be in accordance with the 
Regulations relating to a transparent pricing system (GNR. 
553 of 30 April 2004).

(c) Pricing for approved services must be in accordance with 
the Rules relating to services for which a pharmacist may 
levy a fee and guidelines for the levying of such fee or fees 
(once published).

(d) The advertising of prices must be in accordance with 
Regulation 45 of the General Regulations published in 
terms of the Medicines Act. Logos or pack shots may not 
be used.
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(e) Prices for services, including dispensing, must not 
be advertised in a manner that:

(i) is calculated to suggest that a pharmacist's 
professional skills or ability or his/her facili-
ties for practising his/her profession or 
rendering his/her professional services are 
superior to those of other pharmacies; or

(ii) could be construed as touting or attempting 
to tout for prescriptions or business with 
regard to the sale of medicines or the provi-
sion of approved supplementary services.

2.7.5 DELIVERY OF MEDICINES 

(a) All efforts must be made to enable face-to-face counselling 
of the patient by a pharmacist.

(b) When a person other than a pharmacist delivers medicines 
to a patient or a patient's caregiver, the pharmacist must 
furnish comprehensive written instructions, that shall 
include the patient's details and information regarding the 
correct use of the medicine, as well as the statement and a 
patient information leaflet.

(c) All medicines should, whenever possible, be delivered to 
patients at an agreed time.

(d) In the absence of an adult (a person above 14 years) to receive 
the medicine, it must be taken back to the pharmacy.

2.8 MINIMUM STANDARDS FOR PATIENT INFORMATION 
AND ADVICE

  Patient information is of vital importance in the correct use of 
medicines. Lack of information and misunderstanding contribute 
to the failure of the therapy, thus wasting resources and adding to 
the costs of care.
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2.8.1 PURPOSE
 
  Patient information must respect patient autonomy, improve 

health and enhance the outcome of medical treatment by:

(a) empowering consumers to make informed decisions about 
their medical treatments and take responsibility for their 
own health care;

(b) improving communication between patients and health 
care providers; and

(c) aiding and encouraging effective use of medicines.

2.8.2 GENERAL CONSIDERATIONS 

(a) Pharmacists and other persons registered with Council 
must (within their scope of practice) give advice and infor-
mation to patients on how to use medicines safely and 
effectively to maximise therapeutic outcomes.

(b) Pharmacists must have access to as much information as 
they require within their ethical and professional judge-
ment to meet the individual needs of patients. Such infor-
mation should include the patient's medical/clinical 
records.

(c) Although specific presentation and language must be 
adapted to local communities and public comprehension, 
information presented to patients must as far as possible be 
nationally consistent.

(d) Pharmacists must assess and, where appropriate, com-
ment on promotional materials for medicines and other 
products associated with health.

(e) Upon receipt of a prescription, or a request for dispensing 
of medicine on own initiative, a pharmacist must counsel 
each patient or patient's caregiver on matters which, in the 
pharmacist's professional judgement, will enhance or opti-
mise the medicine therapy prescribed.
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(f) Care must be taken to assess the wishes of the 
prescriber and the information and counselling 
needs of individual patients.

(g) Written information must be used to supplement 
verbal communication as appropriate.

(h) The pharmacist must assess each patient's ability to 
understand the information imparted by question 
and answer and must be able to modify his/her 
approach accordingly. Care should be taken with 
counselling where understanding is likely to be a 
problem.

(i) Confidentiality of the patient must be respected.

(j) The provision of advice must take place in a suitable envi-
ronment and the patient should be put at ease, especially 
with regard to sensitive information.

2.9 MINIMUM STANDARDS FOR RECORD KEEPING 
PROCEDURES

  Patient medication records must be kept in the pharmacy, except 
in institutional pharmacies where the pharmacist has access to the 
necessary information in the patient's medical/clinical records.

2.9.1 PATIENT MEDICATION RECORDS

(a) Patient medication records must be developed, preferably 
using computer technology.

(b) Patient medication records must respect the patient's pri-
vacy.

(c) The following information must be captured in a patient 
medication record: 

(i) the full name of the patient;
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(ii) the address and telephone number of the patient; 

(iii) the patient's age or date of birth; 

(iv) the patient's gender; 

(v) current mass of the patient; 

(vi) medical aid details;

(vii) the name of the prescriber and date of consultation;

(viii) a list of all medicines obtained (prescription as well 
as non-prescription) by the patient at the point of 
supply during the twelve-month period immedi-
ately preceding the date of dispensing;

(ix) the number allocated to each prescription dis-
pensed and the date thereof;

(x) any known allergies of the patient;

(xi) any possible reactions of the patient towards medi-
cine;

(xii) family history;

(xiii) idiosyncrasies or negative reactions of the patient 
towards medicine;

(xiv) the presence of other factors, e.g. smoking;

(xv) chronic conditions or disease states of the patient; 
and

(xvi) the identity of any other medicine or devices cur-
rently being used by the patient, and any related 
information indicated by a medical or other health 
care professional.
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(d) Patient medication records must:

(i) be readily retrievable by manual or 
electronic means;

(ii) enable the pharmacist to identify medi-
cine dispensed previously and known 
disease conditions; and

(iii) enable the pharmacist to determine the 
impact of medicine dispensed previ-
ously and known disease conditions 
upon the newly submitted prescription 
or other medicine sold or supplied to 
the patient.

(e) The pharmacist must ensure a system is in place to 
guarantee the confidentiality of data relating to 
individual patients.

2.9.2 DOCUMENTATION OF PROFESSIONAL ACTIVITIES

  Pharmacists must keep records of professional activities in a man-
ner that allows access to information. Particular attention must be 
given to the following:

(a) the pharmacist must record all professional actions that 
might require confirmation in the future;

(b) up-to-date records must be kept of prescriptions as dis-
cussed above; and

(c) any warning or precaution issued by professional institu-
tions or authorised officials regarding medicines or phar-
maceutical legislation must be recorded and complied with 
immediately.
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2.10 MINIMUM STANDARDS FOR DISPENSING 
SPECIFICALLY IN INSTITUTIONAL PHARMACIES

  Section 2.7.1 of this Chapter provides minimum standards for the 
dispensing of medicines on the prescription of an authorised pre-
scriber. The following additional minimum standards relate specifi-
cally to the dispensing of medicine in institutional pharmacies.

2.10.1 INDIVIDUAL PATIENT DISPENSING

(a) In the case of medicines dispensed for individual patients, 
the pharmacist must be responsible for ensuring that 
medicines are dispensed in individually labelled containers 
and are delivered to the ward in time for the next medicine 
round.

(b) A suitable lockable trolley for patient's medication must be 
available. Ideally it should contain sufficient drawers for 
each patient's medication and a large compartment to 
accommodate those items too large for the drawers.

(c) Medicines dispensed to wards, departments, theatres and 
clinics but not used must be returned to the pharmacy. 
Procedures must be established to ensure that the inspec-
tion of returned medicines, their return to stock (if appro-
priate) and crediting take place in accordance with local 
policy.

(d) The responsible pharmacist must ensure that medicines 
prescribed outside normal pharmacy hours are made avail-
able either by the use of an emergency medicine cupboard 
or  are provided by a pharmacist who is on call.

(e) The responsible pharmacist must also ensure that an on-
call pharmacist is available to provide other services as 
necessary.

(f) Policies must be agreed upon, in conjunction with the 
Pharmacy and Therapeutics Committee at local and/or 
provincial level as applicable, regarding the quantity of  indi-
vidually dispensed items to be supplied.
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(g) The pharmacist must be responsible for ensur-
ing that medicines dispensed for individual 
patients are labelled in accordance with 
Regulation 8(4) of the General Regulations pub-
lished in terms of the Medicines Act and in 
addition must contain the following minimum 
detail:

(i) name of ward;

(ii) the proprietary name, approved name, 
or the name of each active ingredient of 
the medicine, where applicable, or con-
stituent medicine;

(iii) the directions with regard to the manner in which 
such medicine should be used;

(iv) number of dose units in container;

(v) name of patient and hospital number;

(vi) date of dispensing;

(vii) expiry date and batch number where appropriate; 
and

(viii) additional labels, warnings and storage instructions 
according to local policy.

(h) The frequency of ward visits should be determined by the 
needs of patients in individual wards.

2.10.2 EMERGENCY MEDICINE TROLLEY

(a) Emergency trolleys must be equipped with essential medi-
cines and equipment so that medical and nursing personnel 
can respond immediately should an emergency situation 
develop in a ward or clinic, e.g. cardiac arrest or anaphylac-
tic shock.

(b) The responsible pharmacist must implement procedures 
to ensure adequate control over medicine kept on the 
emergency trolley(ies). 
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(c) Policies must be agreed upon, in conjunction with the 
Pharmacy and Therapeutics Committee at local and/or 
provincial level as applicable, specifying those medicines to 
be included in emergency stocks.

(d) Procedures must be instituted to review the contents and 
expiry dates of these trolleys/trays periodically.

2.11 MINIMUM STANDARDS FOR CLINICAL 
PHARMACEUTICAL SERVICES IN INSTITUTIONAL 
PHARMACIES

2.11.1 INTRODUCTION

  Clinical pharmacy is concerned with the application of pharmaceu-
tical expertise to help maximise drug efficacy and minimise drug 
toxicity in individual patients. Clinical pharmacy can be separated 
into two components. The first is the overall management of 
medicines in the ward through advice on safe handling and formu-
lary management. The second is the contribution to the care of the 
individual patient through the provision of drug information and 
assistance in problem solving.

2.11.2 WARD PHARMACY SERVICES

  Ward pharmacy is a patient-orientated, decentralised service 
where the pharmacist becomes an integral and indispensable part 
of the professional health team of the hospital/institution:

(a) ward pharmacists must utilise their knowledge and skills of 
pharmaceutical sciences and product awareness to pro-
mote safety, efficacy and economy in the use of medi-
cines;

(b) ward pharmacists must offer advice to clinicians and nurses 
on appropriate medication to ensure that medicines are 
used correctly and in the appropriate therapeutic context;

(c) the responsible pharmacist must co-operate with clinicians 
in determining the minimum number of ward rounds to be 
attended to ensure that the ward pharmacist has a full 
appreciation of the clinical context in which advice on the 
use of medicines is given;
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(d) ward pharmacists should participate in special-
ist care teams;

(e) close involvement with decisions on therapy 
will bring the pharmacist closer to the patient 
and provide opportunities for advising patients 
on self-administration of medicines;

(f) where a local formulary is in operation the 
ward pharmacist in close co-operation with 
other health care professionals is responsible 
for ensuring that all new treatment prescribed 
takes account of the recommendations of the 
formulary; 

(g) ward pharmacists must provide a patient counselling serv-
ice where the need arises; and

(h) in order to safeguard the patient and ensure that docu-
ments relating to prescribing and administration remain at 
ward level, a prescription monitoring service must be pro-
vided. It should be tailored to the individual needs of 
patients on each type of ward.

2.11.3 PRESCRIPTION MONITORING 

  The purpose of prescription monitoring is to help ensure that 
patients receive drug treatment as intended by the prescriber and 
as required for optimal care. Prescription monitoring is a compo-
nent of, and not a substitute for, the assessment of patients to 
identify patient and medication risk factors. Through prescription 
monitoring, the pharmacist must identify problems or opportuni-
ties for optimising treatment:

(a) a multi-disciplinary approach must be followed regarding 
the monitoring of prescriptions;

(b) the prime objective of this service is to safeguard the 
patient and ensure the optimal use of medicine. Potential 
problems must be communicated to the prescriber and 
resolved preferably before the medicine is dispensed or 
the first dose is administered;
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(c) use should be made of all information available, including 
that contained within the patient's notes, obtained on ward 
rounds, by direct communication with the patient, the 
prescriber and/or other health care professionals;

(d) potential medicine-related problems must be discussed 
with the clinician(s) and suitable advice relating to alterna-
tive treatment should be offered. The frequency of moni-
toring should be determined according to the patient's 
condition and the nature of medicines prescribed;

(e) the occurrence of any problems relating to the use of 
medicines must be documented by a pharmacist, clinician 
or nurse and must become a permanent record in the 
patient's notes. Confidentiality must be respected at all 
times;

(f) prescriptions must be evaluated for the following:

(i) legality, legibility and completeness;

(ii) relative efficacy of the medicine for the clinical indi-
cation;

(iii) duplication of pharmacologically similar drugs;

(iv) potential adverse reactions to medicines, including 
allergies;

(v) possible drug/disease incompatibilities;

(vi) significant drug/drug interactions;

(vii) correct dosage, route, dosage interval and duration 
of treatment;

(viii) appropriate dosage form and route of administra-
tion; 

(ix) problems relating to intravenous administration, 
including potential incompatibilities, medicine sta-
bility, volume of intravenous fluid for medicine 
administration and rate of administration; and

(x) compliance with any applicable formulary/treat-
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ment guidelines, e.g. appropriate EDL/STG.
(g) patients and their medicine therapy must be 

monitored for the following:

(i) the manifestation of adverse reactions 
or drug toxicity. The pharmacist should 
attempt to detect these adverse effects 
at an early stage. Any recognised reac-
tion or adverse effect whether possibly 
or definitely drug-related, must be 
investigated and reported according to 
the guidelines published by the MCC;

(ii) possible altered kinetics of drug absorption, distri-
bution, metabolism or excretion which may affect 
therapy. This may include the interpretation of 
pharmacokinetic laboratory data and utilisation of 
the data to establish an appropriate dose. If neces-
sary, recommendations should be made regarding 
the need for blood concentration monitoring of 
certain drugs and the critical relationship between 
the time of administration and the collection of the 
blood samples;

(iii) the appropriate duration of therapy;

(iv) administration errors and omissions;

(v) drug/laboratory test interference;

(vi) drug/food interactions;

(vii) drug/drug interactions;

(viii) additional medication which may be needed for 
optimum response or prevention of adverse effects; 
and

(ix) the patient's response to therapy to determine if it 
is adequate or excessive in relation to the desired 
therapeutic endpoint.
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(h) patients with special problems likely to affect therapeutic 
efficacy of medicines, will require more intensive monitor-
ing, according to the following criteria:

(i) patients whose age, weight, clinical state or condi-
tion may affect drug absorption or disposition, alter 
dosage requirements or predispose the patient to 
adverse reactions or drug toxicity;

(ii) patients taking medicines known to have a high risk 
of toxicity and a narrow therapeutic index;

(iii) patients taking medicines which may interact;

(iv) patients taking an investigational medicine;

(v) patients whose therapy is changed frequently; and

(vi) patients receiving intravenous therapy.

(i) monitoring schedules must be set at a frequency suitable 
for the patient mix and prescribing practice; and

(j) all pharmacists monitoring prescriptions must be able to 
provide appropriate information on request using local or 
other information sources.

2.11.4 PROVISION OF DRUG INFORMATION AND ADVICE

  The purpose of this service is to ensure that appropriate advice is 
available timeously to meet the requirements of health care pro-
fessionals. The advice could range from the rational choice of 
medicines within a particular class of drugs in order to support 
formulary review, to the selection of an appropriate dosage regi-
men for an individual patient. 

  If a drug information service is established within the hospital, it 
must be maintained and developed in conjunction with other 
established drug information centres. This service must take cog-
nisance of the specific needs of the hospital personnel and patients. 
If a drug information service is established, it must comply with the 
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standards as set out hereunder. 
2.11.4.1 Minimum requirements for a drug infor-

mation service

(a) Allocated space should be sufficient for 
reference collection and provision of 
the service.

(b) Minimum essential furniture and equip-
ment including a dedicated telephone, 
computer and lockable filing cabinets 
must be available.

(c) The unit should maintain a current collection of reference 
materials appropriate to the scope and nature of the serv-
ice provided. These references should include books, 
journals, drug profiles, relevant formularies and manufac-
turers' information.

(d) The unit should have access to at least one secondary 
reviewed and referenced literature source.

(e) A system for consultation with specialists in the various 
fields for problem cases is necessary.

(f) Access to a medical library with an inter-library loan facility 
is recommended.

 

(g) Access to other drug information centres, including special-
ised centres, is necessary for:

(i) handling of enquiries beyond the unit's scope;

(ii) providing access to appropriate computer-based 
information; and

(iii) providing access to a medical library with an inter-
library loan facility.

(h) Adequate personnel for the size of the institution and the 
number of enquiries must be employed.

(i) The personnel must develop and maintain a current 
Standard Operating Procedure manual outlining proce-
dures appropriate to the services provided.
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(j) The service must be available during normal pharmacy 
hours. If provided, a toxicology service must be available 24 
hours a day.

(k) Methods must be in place for:

(i) the receiving, researching, answering, referencing, 
logging and storing of medicine information que-
ries;

(ii) a patient counselling service;

(iii) publication of a bulletin or newsletter directed at 
identified drug-related problem areas of that spe-
cific hospital;

(iv) reporting adverse drug events;

(v) providing statistical analyses of enquiries;

(vi) research and retrieval of new data and previously 
researched and answered queries;

(vii) filing of collected material and product informa-
tion;

(viii) providing verbal and written responses to queries;

(ix) continuing education of pharmacists and other per-
sonnel of the hospital/institution; and

(x) quality assurance.

2.12 MINIMUM STANDARDS FOR PHARMACIST INITIATED 
THERAPY 

2.12.1 SERVICES RELATING TO A SPECIFIC PATIENT 

2.12.1.1 Response to symptoms

  When called upon by a member of the public to advise on symp-
toms, the request must be dealt with  by  a  pharmacist  or  ano ther 
member of staff in the pharmacy who is appropriately registered 
with Council or is an appropriate health care professional. Where 
necessary, arrangements must be in place to ensure that an inter-
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vention by a pharmacist can be made at an appropriate 
stage. 

The following steps must be taken:

(a) sufficient information must be obtained to ena-
ble a proper assessment of the situation to be 
made. This should include information about 
who has the problem, what the symptoms are, 
how long the condition has persisted, any 
action that has already been taken, and which 
medicines the person concerned is already 
using;

(b) it must be decided whether the symptoms might be associ-
ated with a serious condition, and in such circumstances 
the patient must be referred for immediate medical 
advice;

(c) in the case of a minor self-limiting health problem, appro-
priate advice must be given and a medicine recommended 
only when necessary; and

(d) the patient record must be updated, whether medicine has 
been supplied or not and the patient advised to consult a 
doctor should the symptoms persist beyond a stated 
time. 

2.12.1.2  Self-Care Products, including the supply of Schedule 0, 
Schedule 1 and Schedule 2 medicines

(a) The pharmacist must utilise experience to select medicines 
taking into account their quality, efficacy and safety.

(b) If a medicine is supplied, the pharmacist should do his/her 
best to ensure that the patient or caregiver has no doubts 
as to:

(i) the name (generic/trade) and physical description 
of the medicine;

(ii) intended use of the medicine and expected action;
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(iii) route, dosage form, dosage and timing of adminis-
tration;

(iv) any special directions or precautions for the prepa-
ration or administration of doses;

(v) duration of treatment;

(vi) any relevant drug/drug, drug/food, drug/alcohol 
interactions;

(vii) common severe side or adverse effects or interac-
tions and therapeutic contra-indications that may 
be encountered, including their avoidance, and the 
action required if they occur;

(viii) techniques for self-monitoring of medicine thera-
py;

(ix) storage conditions; and

(x) action to be taken in the event of a dose not taken 
or in the event of an overdose.

(c) The supply of all medicine must be indicated in the patient's 
profile.

(d) For each type of health problem that can be treated within 
the framework of self-care, protocols for the action of 
pharmacist's assistants and members of staff who are not 
registered with Council  must be established.

(e) The protocol must define when referral to a pharmacist is 
necessary.

2.12.1.3 Follow-up

(a) The pharmacist should assess the outcome of the therapy 
with the patient's co-operation.
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not be misleading and must not bring the profes-
sion into disrepute.

(f) with the exception of screening tests for HIV, pharmacists 
may sell screening and monitoring tests to the public to 
perform at home. If the pharmacist performs the test, he/
she is entitled to a professional fee based on an hourly 
tariff and the disposable items used (see services for which 
a pharmacist may levy a professional fee and guidelines for 
levying such a fee or fees).

2.13.1 MINIMUM STANDARDS ON PROMOTION OF PUBLIC 
HEALTH

2.13.1.1 Physical facilities

  The taking of samples, the performance of screening tests and 
blood pressure monitoring must be done in a private consultation 
area in the pharmacy. The consultation area must comply with the 
requirements described in 1.2.13 (please see page 19  of this 
ma nual).

2.13.1.2 Documentation and record keeping

(a) The patient must give informed consent for the test to be 
performed. Consent may be either written or oral as 
appropriate.

(b) Results must be provided to the patient in writing. Such 
written confirmation could also be used as a referral docu-
ment, to be presented to the patient's medical practitioner 
or other health care practitioner.

(c) Patients must be counselled regarding the test results and 
advice must be given concerning health risks and healthy 
lifestyles when appropriate.

(d) All referral documents must be signed by the pharmacist as 
a confirmation that the test has been done by a profession-
ally trained person.

(e) The name of the pharmacy as well as the name of the 

(b) The pharmacist must advise the patient to consult a 
doctor if the symptoms persist beyond a stated time.

2.13 MINIMUM STANDARDS FOR 
SCREENING AND MONITORING 
SERVICES IN PHARMACIES

 SCREENING AND TESTING 
BIOCHEMICAL AND PHYSIOLOGICAL 
PARAMETERS

(a) A pharmacy can offer services relating 
to screening and testing a patient's bio-
chemical and physiological parameters. 
Pharmacists who are competent to do 
so may provide such screening and 
monitoring services.

(b) Protocols must be established which specify records to be 
kept of test results and allow objective validation of the 
quality of both methods and equipment used for screening. 
Testing should be carried out at regular intervals within the 
protocol.

(c) There must be effective communication with the patient's 
doctor and other relevant health care professionals.

(d) Pharmacists and members of staff involved must have suffi-
cient training to enable them to give appropriate and sound 
advice.

(e) The specific service should be introduced to local mem-
bers of the health professions (such as doctors, private 
registered nurses, etc.) and local clinics. The purpose of the 
service, for example, that it is a screening and/or monitor-
ing service, should be clearly emphasised:

(i) pharmacists are entitled to inform the public of the 
availability of screening and monitoring tests; and

(ii) according to the code of conduct of pharmacists, 
the advertisement must be factually correct, must 
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pharmacist who performed the test must appear on all 
referral documents.

(f) Should results be given telephonically, the phar-
macist must ensure that the results are given to 
the appropriate person. This practice should, 
however, be avoided and results should be 
confirmed in writing.

(g) The pharmacist must comply with any request 
from the patient that patient records and test 
results be made available to other health care 
professionals caring for the patient.

(h) The following information must be kept for a period of at 
least three years:

(i) a complete record of patient information;

(ii) the kind of test used;

(iii) the batch number of the testing material;

(iv) the test results; and

(v) a record of advice given to patients.

2.13.1.3 Professional and ethical aspects

(a) Pharmacists must ensure that they have adequate training, 
knowledge and skills to perform screening tests and inter-
pret and discuss the results thereof.

(b) Confidentiality of patient information must be ensured 
throughout.

(c) Patient information may only be disclosed with the consent 
of the patient or, in the case of a minor, with the consent of 
the parent or guardian, or where such information must be 
furnished to a person authorised by law to request it, 
unless such disclosure is in the interest of the patient.
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(d) The pharmacist must always act in the best interest of the 
patient.

(e) Pharmacists must establish criteria for the referral of 
patients. It is preferable that these criteria are determined 
in consultation with local medical practitioners.

2.13.2 MINIMUM STANDARDS REGARDING TESTING

(a) A person suffering from a communicable disease should 
not treat patients.

(b) Disposable units must be used for biohazardous substanc-
es. Puncture-resistant containers must be used that are 
located as close as possible to the area of use.

(c) Suitable procedures must be adopted for the disposal of 
waste material, bearing in mind the risks associated with 
materials contaminated with blood.

(d) Needles or other sharp objects must not be recapped, 
bent or broken.

2.13.2.1  Minimum standards regarding test materials and instru-
ments

(a) Reliable tests and instruments must be used at all times.

(b) Pharmacists performing the tests must be familiar with the 
instructions and requirements of individual products on the 
market, and must be aware of the limitations of the tests 
and realise that no test is 100% accurate.

(c) The storage requirements of the test material must be 
noted and the product stored according to the manufac-
turer's instructions.

(d) All unused material must be stored in the original contain-
ers.

(e) If applicable, the drying material should not be removed 
from the original container. Lids must be replaced immedi-
ately after use.
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(f)      Contamination of material and samples 
must be prevented.

(g) The testing areas of reagent strips must not be 
touched.

(h) Any discoloration or darkening of material can 
be an indication of deterioration of the reagent 
strips.

(i) Expiry dates of material must be checked 
before use.

(j) Instruments must be kept clean and in good 
working order and be calibrated regularly.

2.13.2.2 Minimum standards regarding the taking of samples

(a) Correct methods for sample collection must be followed.

(b) Samples must be collected in clean, dry containers not 
contaminated with cleansers. If manufacturers supply con-
tainers, these must be used.

(c) Gloves must be worn in the following instances:

(i) when touching blood and body fluids, mucous 
membranes or non-intact skin of patients; and.

(ii) when handling items or surfaces soiled with blood 
or body fluids.

(d) Gloves must be changed after contact with each patient 
and hands washed.

(e) Masks and protective eyewear or face shields must be 
worn during procedures that are likely to generate drop-
lets of blood or body fluids.

(f) Plastic aprons and gowns must be worn during procedures 
where blood or body fluid splashes are likely.
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(g) Hands and other skin surfaces must be washed immedi-
ately and thoroughly if they become contaminated with 
blood or body fluids.

(h) All blood and body fluid specimens must be placed in 
sturdy containers with a secure lid and contamination of 
the outside of the container avoided.

2.13.3 MINIMUM STANDARDS FOR BLOOD PRESSURE 
MONITORING SERVICES

  The following standards must be considered when a blood pres-
sure monitoring service is established in a community pharmacy.

2.13.3.1 Equipment

(a) The equipment needed for the performance of blood pres-
sure monitoring is blood pressure monitors and stetho-
scopes and/or electronic monitors.

(b) The equipment must be accurate, reliable, simple to use, 
easily cleaned and easily maintained.

(c) To ensure ongoing accuracy and precision of determina-
tions, a suitable quality control system of apparatus used, 
must be implemented and applied on a regular basis.

2.13.3.2 Procedure and interpretation of results

  The following aspects must be considered in blood pressure moni-
toring:

(a) the procedure must be explained to the patient, his/her 
permission obtained and the patient made to feel comfort-
able;

(b) the person monitoring blood pressure must be thoroughly 
trained. When a monitor with a stethoscope is used instead 
of electronic equipment, eye, hand and ear co-ordination is 
essential to control the rate of inflation and deflation and to 
note the correct reading;
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(c) blood pressure measurements of a specific patient 
should as far as possible be performed by the same person 
with the same instrument every time;

(d) the patient should do no strenuous exercise, 
smoke, eat or drink coffee in the preceding 30 
minutes. Blood pressure should not be taken 
immediately following defecation or urination;

(e) the patient should be relaxed and sit in a com-
fortable chair in a pleasant and relaxing atmos-
phere for at least three minutes before the 
reading;

(f) the patient's arm should rest on a soft surface. 
The arm from which the reading is to be taken 
should be on the same level as the heart in a 
horizontal position. This is especially important 
in the standing and seated positions;

(g) the pulse rate should be determined at the same time as 
the blood pressure;

(h) when the patient's blood pressure is being monitored at 
brief intervals the same arm should be used;

(i) readings must be rounded off to the nearest whole 
number. This rounding off must be maintained consistently 
in order to prevent differences in interpretation;

(j) criteria for referral should be compiled in cooperation with 
local medical practitioners;

(k) the diagnosis of hypertension is made on multiple sustained 
high blood pressure values taken on at least three occa-
sions, preferably on different days or with intervals of 15 
minutes. The patient must be calm and relaxed during the 
intervals;

(l) the patient's age must be taken into account in the inter-
pretation of blood pressure values;
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(m) the influence of certain drugs on the blood pressure of a 
patient must be taken into account; and

(n) when the blood pressure reading is noted, it should also be 
indicated whether the patient was seated, prone or stand-
ing up, as well as the extremity to which the apparatus was 
connected (left or right upper arm or thigh). Both systolic 
and diastolic pressure must be noted. Presence of arrhyth-
mias and unusual circumstances such as anxiety must be 
noted.

2.13.3.3 Documentation and record keeping

  For regular monitoring of a patient's blood pressure it is essential 
that a complete patient profile system is kept. Apart from informa-
tion that must be kept as described earlier, the following informa-
tion must also be available:

(a) height and body mass;

(b) medicines used and dosages for hypertension as well as 
other conditions;

(c) family history (chronic diseases and problems);

(d) presence of other risk factors such as smoking; and

(e) results of blood pressure measurements including the date 
on which the measurement was done, the position of the 
patient, the extremity to which the apparatus was con-
nected and the pulse.

2.13.4 MINIMUM STANDARDS FOR THE PERFORMANCE 
OF PEAK FLOW TESTS

  The performance of peak flow tests in a pharmacy has a dual func-
tion. The first is to identify patients with reduced lung function, for 
referral to a medical practitioner. Secondly it provides an opportu-
nity to advise asthma patients and other patients with respiratory 
diseases receiving medication on a chronic basis about the control 
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of their condition with the help of peak flow tests. The 
following standards must be used when such a service is 
provided in the pharmacy. 
2.13.4.1 Equipment

(a) Equipment needed for the rendering of 
the service are peak flow meters and 
standard charts with expected peak 
expiration flow values for men, women 
and children.

(b) Equipment must be accurate, reliable, 
simple to use, easily cleaned and easily 
maintained.

(c) Individual manuals of the various types of peak flow meters 
must be followed for the cleaning procedures. Instruments 
must be cleaned at least once a week. Peak flow meters 
must be checked regularly to ensure that they function 
correctly. A damaged instrument must never be used.

(d) Pharmacists must implement a suitable quality assurance 
programme and apply it regularly to instruments to ensure 
the reliability of the determinations.

2.13.4.2 Procedure and interpretation of results

  The following aspects are of particular importance in the determi-
nation of peak expiration flow:

(a) the procedure must be explained to the patient, his/her 
permission obtained and the patient made to feel comfort-
able;

(b) the peak expiration flow rate gives an objective indication 
of lung function. It is not an absolute value, but varies with 
the age, sex, height and medical condition of a person. It is 
important to observe the patient's age, sex and height in 
the interpretation of results;
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(c) peak expiration flow rate is totally dependant on the cor-
rect technique being used;

(d) the patient should preferably be in a standing position, 
otherwise he/she must sit upright;

(e) determinations should always be done with the patient in 
the same position and with the same peak flow meter;

(f) there is a natural variation in the peak expiration flow rate 
with values in the morning generally lower than those 
taken in the evening. Determination should be done two or 
three times a day. On each occasion three determinations 
must be taken. The best value, date and time should be 
noted. The mean of the three determinations should not 
be noted;

(g) individual results of the patient must be compared to the 
expected average peak flow values (according to sex, age 
and height) on the nomograms that are supplied with the 
peak flow meter. Individual results can also be compared to 
the goal value determined by the patient's medical practi-
tioner. The goal value of a patient must be re-evaluated 
annually to provide for the growth of children and possible 
changes in the disease of the patient;

(h) on their own, peak flow determinations are not adequate 
to make a diagnosis. A diagnosis of asthma and other respi-
ratory diseases involving airway obstruction must be con-
firmed through the determination of lung function with the 
help of a spirometer by a medical practitioner; and

(i) the patient's medical practitioner must be consulted in the 
case of reduced lung function concerning the criteria for 
referral of the patient or adjustment of drug therapy.

2.13.4.3 Documentation and record keeping

  For regular monitoring of a patient's peak expiration flow it is 
essential that a complete patient profile system is kept. Apart from 
general information that must be kept, the following information 
must also be available:

Chapter 2
Page 97

Chapter 2
Page 96 Copyright © 2010 The South African Pharmacy Council. All rights reserved Copyright © 2010 The South African Pharmacy Council. All rights reserved



(a) medicines used for asthma and/or other respiratory 
diseases and the dosages as well as medicines used for 
other conditions;

(b) family history (chronic diseases and problems);

(c) presence of other risk factors such as smoking;

(d) goal peak flow value (determined by the 
patient's doctor);

(e) results of peak flow measurements including 
the date, time and any abnormal symptoms 
experienced by the patient; and

(f) results of peak flow measurements must be 
kept for at least three years.

2.13.5 MINIMUM STANDARDS FOR THE PERFORMANCE 
OF HIV TESTS 

  Tests to detect HIV1 or HIV2 antibodies are now widely used in 
order to identify patients and to screen blood products. HIV infec-
tion is usually not noticed in the first few years after infection. Later 
signs and symptoms may suggest HIV infection or AIDS. The HIV 
antibody test is often the first and only definite evidence of HIV 
infection. The following standards must be applied when such a 
service is provided in the pharmacy.

2.13.5.1  Physical facilities and equipment

(a)  Consultation area

(i) taking of samples and the performance of HIV anti-
body tests must be done in a private allocated area 
in the pharmacy.

(ii) the consultation area must comply with the require-
ments laid down in section 1.2.13 (please see page 
19  of this  manual).

(iii) the following minimum furniture and fittings must 
be available in the consultation area:

GOOD PHARMACY PRACTICE IN SOUTH AFRICAGOOD PHARMACY PRACTICE IN SOUTH AFRICA

Chapter 2
Page 99

 a desk with seating;
 a working surface of impermeable washable 

material;
 a wash hand basin with hot and cold running 

water;
 an instrument cabinet or trolley with an emer-

gency tray;
 a filing cabinet for keeping records;
 a mirror;
 a scale;
 facilities for the disposal of biohazardous mate-

rials; and
 access to a fridge (for storage of test materials).

  Note: It is advisable that the fridge be situated in the consultation 
area, so that observers / bystanders cannot link the client with the 
removal of test material from the fridge.

  If the pharmacy sends the samples to local pathology laboratories, 
the pathologists should be satisfied that the clinic facilities comply 
with the applicable standards and that the person performing the 
tests (pharmacist or nurse) is competent to collect samples and to 
counsel the patients.

(b)  reliable tests must be used. The most commonly used HIV 
antibody tests used by laboratories are the ELISA and the 
Western Blot tests. Some other rapid immunofiltration 
tests are currently used for the screening of HIV1  or HIV2 
antibodies (e.g. HIV-1/HIV-2 Rapid Assay, Sensy test). 

(c)  the following equipment must be available:

(i) a reliable HIV antibody test with its sample contain-
ers, diluents, etc. that is recommended by the 
MCC and purchased from a reputable company;

(ii) requirements for the collecting of samples (e.g. 
blood tubes, etc);

(iii) disposable latex gloves;
(iv) alcohol swabs or 70% alcohol solutions;
(v) tissues;
(vi) paper towels; and
(vii) disinfectants (especially disinfectants recommended 
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for control of the AIDS virus, e.g. 2% gluteralde-
hyde, 1% halocide, sodium hydrochloride, biodecyl 
1%).

 (Please note that at present the MCC does not 
register HIV tests, but recommends that these 
tests must be purchased from reputable com-
panies. It is recommended that it be ascertained 
whether the test is registered in the country of 
origin).

(d) pharmacists must be familiar with the instruc-
tions and requirements of individual products 
on the market. Instructions pertaining to one 
product will not necessarily be applicable to 
another.

(e) pharmacists must be aware of the limitations of tests used 
and realise that no test is 100% accurate.

(f) expiry dates of HIV antibody tests must be checked.

(g) the manufacturer's storage requirements for the test mate-
rial must be followed.

2.13.5.2 Collecting of samples

(a) The correct method of collecting samples (serum, plasma, 
whole blood or saliva) has an important influence on the 
accuracy of the results. Personnel must be trained in the 
correct method of collecting samples.

(b) A procedure to prevent interchange of blood samples must 
be implemented. Contamination of blood samples must be 
prevented. The samples must be clearly and correctly 
marked if they are sent to a laboratory.

(c) Samples must be collected in clean, dry containers which 
are not contaminated. If manufacturers supply containers, 
these must be used.

(d) Results are most accurate if samples are tested immediately.

(e) Instructions for the execution of the different tests and the 
interpretation of results must be followed closely.
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(f) The person executing the test must be aware of his/her 
own physical limitations which could influence the inter-
pretation of the results, for example, colour blindness.

(g) Pharmacists must be familiar with the WHO guidelines for 
the prevention of HIV and hepatitis. The WHO has recom-
mended that "universal" precautions be taken with all 
patients, i.e. all patients be treated as if potentially infected 
and all body fluids and specimens from all patients be 
treated as potentially infectious. Infection control precau-
tions existing in health care settings for Hepatitis B are 
sufficient to prevent transmission of HIV.

(h) Recommendations for universal precautions are as fol-
lows:

 
Wear gloves in the following situations:

 
(i) when touching blood and body fluids, mucous 

membranes or non-intact skin of all patients;

(ii) when handling items or surfaces soiled with blood 
or body fluids; and

(iii) when performing venipuncture or finger pricking 
procedures.

 
 Change gloves or wash your gloved hands after contact 

with each patient.
 
 Wear masks and protective eyewear or a face shield during 

procedures that are likely to generate droplets of blood or 
body fluids.

 
 Wear plastic aprons and gowns during procedures where 

blood or body fluid splashes are likely.
 
 Wash your hands and other skin surfaces immediately and 

thoroughly if they become contaminated with blood or 
body fluids.

 
 Wash your hands immediately after removing gloves.

Chapter 2
Page 100 Copyright © 2010 The South African Pharmacy Council. All rights reserved Copyright © 2010 The South African Pharmacy Council. All rights reserved



 
 Do not recap, bend or break needles or other sharp 
objects.
Place large-bore re-useable needles in a puncture-resistant 
container for transport to reprocessing areas.
 
Make mouthpieces, resuscitation bags and other ventila-
tion devices available in areas where the need for resusci-
tation is likely.
 
Do not treat patients yourself or handle patient care 
equipment if you have exudative lesions or weeping der-

matitis.
 

 If a glove is torn, replace glove with a new one as soon as possi-
ble.

 
 Place all blood and body fluid specimens in sturdy containers with 

secure lids. Avoid contaminating the outside of the containers.

 Suitable procedures must be adopted for the disposal of waste 
material, bearing in mind the risks associated with materials con-
taminated with blood or other body fluids.

Note:  Circumstances which require Post Exposure Prophylaxis 
(PEP)

(a) a pharmacist must seek counselling from other health care 
professionals if he/she incurs a needle stick injury during 
the performance of his/her duties. The HIV test must be 
done by another health care professional.

(b) in a case of rape, the pharmacist must refer patients to a 
centre where post-exposure prophylaxis is available. 
Pharmacists in community pharmacy who are able to 
recover their cost on medicines for HIV post-exposure 
prophylaxis (PEP) may provide these medicines in accord-
ance with the provisions of the Medicines Act and the 
guidelines of the National Department of Health.

2.13.5.3 Informed consent
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  When a patient requests an HIV test, he/she must sign an informed 
consent form.

  What is informed consent?

  Informed consent is legal authorisation given to the pharmacist or 
other health care worker to proceed with the HIV testing.

  Informed consent to HIV testing must be specific and explicit and 
means that the individual has been made aware of, and under-
stands, the implications of the test.

  Consent to HIV testing is not covered by the standard contractual 
agreement which is implied when a patient consults a doctor/
pharmacist/nurse as the implications of a positive test may be 
extreme.

  What does informed consent imply in the context of HIV 
testing?

  Informed consent implies that the patient has received at least the 
essential amount of pre-test information and understands the fol-
lowing:

(a) the reason or purpose for which the test is being per-
formed;

(b) the potential advantages and disadvantages of having his/
her HIV status determined;

(c) the influence the result of the HIV test may have on his/her 
treatment;

(d) the possible psycho-social impact of a positive test result;

(e) the patient is free to decide against HIV testing even after 
having received pre-test counselling;

(f) the testing procedure;

(g) when the patient is ready for such counselling, post-test 
counselling is done one week after pre-test counselling and 
the blood test. The principle of informed consent implies 
that once the patient's test result is known (whether posi-
tive or negative), appropriate counselling must follow. Post-
test counselling is an ongoing process; and
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(h) points (a) - (g) above must be conveyed clearly by a 
pharmacist to the patient in a manner that the patient will 
understand.

Proxy consent

Proxy consent is consent by a person legally entitled to 
grant consent on behalf of another individual. A parent or 
guardian of a child below the age of consent to medical 
treatment may give proxy consent to HIV testing of a 
child.

2.13.5.4. Counselling

(a) HIV testing needs to be done with much care and consid-
eration. Due to the implications of receiving a positive 
result a person must always be counselled before testing in 
order to prepare the person as far as possible for the 
impact of the results (a pre-test counsel or interview).

(b) Careful counselling must be provided to a person after the 
test (a post-test counsel or interview).

(c) Counselling must be provided to persons whose results are 
negative to ensure that their results remain negative.

(d) It is critical to establish a trusting relationship with the 
patient.

(e) Total privacy must be assured during the consultation with 
the patient.

  Pre-Test Counselling

  Pre-test counselling is counselling given to an individual before an 
HIV test to make sure that the individual has sufficient information 
to make an informed decision about having an HIV test. Pre-test 
counselling must include discussions on: 

(a) ensuring confidentiality;

(b) the definition of HIV and AIDS;
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(c)     transmission of HIV infection;

(d)      what an HIV test is, the purpose of the test;
(e)      the procedure and when to expect a result;

(f)       the meaning of a negative HIV test;

(g)  the concept of the window period;

(h)  the meaning of a positive result, including the practical 
implications such as medical treatment and care, sexual 
relations, psycho-social implications, work, etc;

(i)     the personal and practical implications of performing the 
test;

(j) assessment of personal risk of HIV infection;

(k) safer sex and strategies to reduce risk;

(l) possible reactions to negative and positive test results;

(m) coping with a positive test result, including whom to tell 
and identifying needs and support services; 

(n) the social support available;

(o) the return appointment;

(p) the need to avoid blood/plasma/organ donation; and

(q) an opportunity for decision-making about taking the HIV 
test.

  Post-Test Counselling

  Post-test counselling is the counselling provided when an individu-
al receives his or her HIV test result. Post-test counselling involves 
one or more sessions (ideally at least two) and must include discus-
sions on: 

(a) feedback and understanding of results;

(b) if the result is negative:

(i) strategies for risk reduction;
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(ii) possibility of infection in the “window”period; and

(iii) suggest retesting in three months' time;

(c) if the result is positive:

(i) immediate emotional reaction and con-
cerns;

(ii) personal, family and social implications;

(iii) difficulties a client may foresee and pos-
sible coping strategies;

(iv) who the client wants to share the 
results with;

(v) immediate needs and social support identification;

(vi) follow-up supportive counselling;

(vii) follow-up medical care;

(viii) possible routes of transmission ;

(ix) explain that the person is both infected and infec-
tious;

(x) the importance of notifying sexual partners;

(xi) the likely progression of infection; and

(xii) the availability of care programmes, such as Aid for 
AIDS.

(d) the counsellor must therefore ensure that the HIV positive 
patient is directed to an appropriate facility where he/she 
will receive ongoing counselling, support and care. If pos-
sible, sexual partners and/or families should also undergo 
counselling;

(e) it is, therefore, essential to establish referral systems in the 
area, such as social workers, clinical psychologists, ministers 
of churches and other caregivers in the community. Meet 
with them to discuss this very important matter and establish 
whether they are knowledgeable about HIV and AIDS and 
whether they are prepared to collaborate with you; and
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(f) monthly statistics of all pre-test and ongoing counselling 
sessions as well as the number of tests completed during 
the month must be kept.

2.13.5.5  Interpretation of results

(a) It usually takes up to 12 weeks for the pathology labora-
tory tests to be able to detect the presence of HIV antibod-
ies. This means that an HIV antibody test may be negative 
very early after infection (before the 12 week period). This 
is called the "window" period.

(b) If the HIV test is negative it usually means that the person 
has not been exposed or infected with the HIV virus (this 
is a "true" negative test). It may be a false negative test. This 
means that the person has been exposed and infected with 
the HIV virus, but the test may have been done too soon 
after infection (1 - 12 weeks) and he/she is still in the "win-
dow" period.

(c) If the HIV test is positive it means that the person is infect-
ed with HIV and can spread the virus to another person 
during sex or through his/her blood or during pregnancy, 
childbirth or breastfeeding. It does not mean that the per-
son has AIDS or that the person will definitely develop 
AIDS. Many people who are HIV positive will, however, 
develop AIDS within 3 - 7 years after having been infect-
ed.

  Tests performed in pharmacies

  Note:  A doctor's signature is not required for an HIV test to be 
carried out.

(a) the wide availability of rapid tests enables pharmacists to 
contribute to the important measure of voluntary testing 
and counselling (VCT). Rapid tests have the advantage that 
the patient can receive the result virtually immediately and 
does not have to return to the pharmacy later. A major 
disadvantage is that the short time interval between the 
performance of the test and the receipt of the result poses 
challenges for counselling. Only rapid tests which use a 
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blood sample may be performed in a pharmacy.

 The following precautions and procedures must be 
borne in mind:
(i) Follow the test instructions exactly;
 

(ii)   Screening tests alone cannot be used to diagnose 
AIDS;

(iii)  If the test is positive, the patient must be referred 
to a laboratory to confirm the result with an ELISA 
and/or Western Blot;

(iv) A negative test result at any time does not exclude 
the possibility of exposure to, or infection with HIV 
1/2; and

(v) If the test result is negative and you suspect that the 
test has been done too early after a possible infec-
tion, advise the person to undergo a test again. This 
repetition of the test must be done at least 12 
weeks after any likely infection.

(b) one way of deciding that the patient should be tested again 
or referred is by finding out whether the patient or his/her 
sexual partner has been at risk for acquiring HIV in the 12 
weeks preceding the test. Ask if there has been any risky 
sexual activity in the 12 weeks before having been tested. 
Also make sure that you ask whether the patient's sexual 
partner has been at risk in the past three months.

(c) risky sexual activity may include having sex without a con-
dom with a new partner, with more than one partner or 
with a sex worker (prostitute). Other risk factors that are 
important include sexually transmitted diseases in the past 
three months, sharing of needles or blood transfusions in 
the past three months.

2.13.5.6  Collecting and sending blood samples to a laboratory

  If a pharmacist only collects the blood samples and sends them to 
a laboratory the following must be considered:
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(a) if a positive test is found with the ELISA with a low risk 
patient, the same test should be repeated on the same 
sample;

(b) if it is positive a second time, the recommendation is to 
confirm the ELISA with a test that is more specific, i.e. the 
Western Blot; and

(c) patients with repeatedly positive ELISA and confirming 
tests (e.g. Western blot) results must be considered infect-
ed and contagious.

2.13.5.7  Documentation and record keeping

(a) A patient must request in writing, i.e. give informed con-
sent, that an HIV antibody test be performed. 

(b) Results must be provided to the patient in writing. Such 
written confirmation can also be used as a referral docu-
ment, to be presented to the patient's doctor or local 
pathology clinic.

(c) All referral documents must be signed by the pharmacist or 
other health care professional, as a confirmation that the 
tests had been done by a professional person.

(d) The name of the pharmacy, as well as the name of the 
pharmacist/health care professional who performed the 
test, must appear on all referral documents.

(e) Results must not be given telephonically.

(f) The following information must be kept for a period of at 
least one year:

(i) name and address of patient, as well as ID 
number;

(ii) date of birth of patient;

(iii) brand of HIV antibody test used;

(iv) lot number of the testing material;

(v) result of tests;

(vi) action taken by the pharmacist/ Chapter 2
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health care professional; and

(vii) the name of the pharmacist/health care profes-
sional who performed the test.

2.13.5.8   Ethical aspects

(a) It is advisable for the patient to make 
the final decision and choice whether to 
have the test or not.

(b) Cooperation should be maintained with 
local pathology laboratories, local doc-
tors and clinics.

(c) A patient can only be tested with his/
her informed consent.

(d) Confidentiality of patient information must be ensured 
throughout. Patient information may only be disclosed with 
the consent of the patient, or in the case of a minor, with 
the consent of the parent or guardian, or where such infor-
mation must be furnished to a person authorised by law to 
request it, unless such disclosure is in the interest of the 
patient.

(e) In the provision of the service, the pharmacist must always 
act in the best interest of the patient.

(f) Total privacy must be assured during the consultation with 
the patient.

(g) All clients require and deserve the full attention of the per-
son interviewing them. Rushed appointments, abbreviated 
counselling sessions and inadequate record keeping in no 
way serves the best interest of the patient.

(h) Pharmacists must not sell HIV tests for patients to perform 
at home.

(i) It is preferable that the infected person should tell his/her 
partners and family themselves. A counsellor can be pre-
sent.

2.13.5.9 Training
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(a) According to the "Ethical Rules", pharmacists who want to 
perform HIV antibody testing have to ensure that they 
have adequate training, knowledge and skills to perform 
HIV antibody tests, interpret the results and counsel 
patients being tested.

(b) Every pharmacist who wants to do HIV antibody testing 
must be a trained HIV counsellor. Such training is provided 
for example, by AIDS training and information centres.

(c) Pharmacists involved in this service must be aware of: 

(i) the importance of a professional appearance;

(ii) the importance of pre and post-test counselling;

(iii) confidentiality of patient information;

(iv) the instructions and requirements of individual HIV 
antibody tests;

(v) correct interpretation of results; and

(vi) the necessity of record keeping and referral of 
patients.

(d) Pharmacists have to ensure that they have adequate 
knowledge about:

(i) the immune system and the molecular biology of 
the virus;

(ii) signs and symptoms of HIV and AIDS;

(iii) opportunistic infections;

(iv) major diseases associated with AIDS;

(v) drug therapy;

(vi) transmission of the virus;

(vii) counselling;

(viii) ethical and legal aspects; and
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(ix) the role of the pharmacist in the prevention of HIV 
and AIDS .

2.13.5.10  Advertising the service

(a) The specific service should be intro-
duced to local members of the health 
care professions (such as local pathol-
ogy laboratories, doctors, local clinics, 
private registered nurses, etc). 

(b) Pharmacists are entitled to inform the 
public about the availability of HIV 
antibody tests. The advertisement 
must be factually correct, must not be 
misleading and must not harm the 
dignity of the profession.

(c) The following methods can be used:

(i) oral information given to people visiting the       phar-
macy;

(ii) enclosures in accounts;

(iii) newsletters to regular clients;

(iv) posters in the pharmacy, etc.

2.13.6 MINIMUM STANDARDS FOR CHOLESTEROL 
MONITORING SERVICE 

 
  Accuracy and precision of blood cholesterol measurement, which 

are critical for the classification and referral of screening partici-
pants, depend on appropriate quality control and staff training. As 
these services are professional services, any publicity should com-
ply with the Code of Conduct and Minimum Standards for screen-
ing and monitoring services. Before undertaking testing, pharma-
cists should ensure they are adequately covered by insurance in 
respect of themselves, their staff and the patients who are being 
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tested.

  The following standards must be applied when a cholesterol moni-
toring service is established in a community pharmacy.

2.13.6.1 Physical facilities

(a) When taking samples, the performance of screening tests 
must be done in a private consultation area in the pharma-
cy.

(b) The consultation area must comply with the requirements 
as described in 1.2.13 (please see page 19 of this manual).

2.13.6.2 Equipment 

(a) Equipment must be accurate, reliable, simple to use, easily 
cleaned and easily maintained.

(b) To ensure ongoing accuracy and precision of determina-
tions, a suitable quality control system is used which must 
be implemented and applied on a regular basis.

(c) A reliable method of testing should be used.

(d) Equipment must be maintained in good order to ensure 
that performance is not impaired.

2.13.6.3 Procedure for carrying out the test

(a) The service should be fully explained to the patient before 
any readings are taken.

(b) Written consent must be sought and obtained before any 
test is carried out.

(c) All procedures and arrangements should be in accordance 
with the requirements of the National Health Laboratory 
for clinical laboratories.

(d) The pharmacist should wash his/her hands and then put on 
new, clean non-sterile examination gloves.

(e) The site of puncture for sample extraction from the 
patient's finger should be wiped clean using a sterile alcohol 
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swab.

(f) Allow time for the alcohol to evaporate, otherwise 
this might interfere with the sample.   
      

(g) Care should be exercised when taking the sam-
ple.

(h) Set the finger-pricking device at a suitable depth 
for thickness of skin to puncture.

(i) Place the finger-pricking device on the cleaned 
puncture site and press activating button.

(j) Time should be allowed for a large enough 
droplet of blood to develop. The pharmacist 
must inform the patient that care must be taken 
to ensure that the blood does not spill or 
drop.

(k) The patient's droplet sample should be guided to the sam-
ple plate and the droplet placed on the blood stick.

(l) The sample area should be saturated with the blood to 
ensure an accurate reading.

(m) Record the Total Cholesterol and where possible the HDL 
reading immediately.

(n) Where results are not within the desirable range, in addi-
tion to providing counselling and advising medical consulta-
tion where appropriate, pharmacists should provide suita-
ble printed information leaflets where these are available.

(o) Wipe and clean equipment with alcohol swabs. Dispose of 
waste from the procedures in front of patient. They can 
therefore be assured that the cleaning happens after each 
patient and can witness the procedure in order to achieve 
confidence in the service.

2.13.6.4 Interpretation of results

(a) The result of the test should be provided in writing on a 
standard form. Where the results are not within a desired 
range, the patient's consent must be sought for this infor-

GOOD PHARMACY PRACTICE IN SOUTH AFRICAGOOD PHARMACY PRACTICE IN SOUTH AFRICA

mation to be sent to his/her GP. If a patient does not give 
permission for the pharmacist to contact his/her GP, he/she 
must be advised to seek medical advice, and must be sup-
plied with the results in writing.

(b) The form should be dated and signed by the pharmacist, 
with the name and address of the client provided. 

(c) At all stages, before and during and after the test, the 
patient should be kept fully informed about the process 
and implications of the test and be given opportunities to 
ask questions.

(d) A single elevated cholesterol measurement does not estab-
lish the diagnosis of high blood cholesterol; two or more 
cholesterol measurements are needed before the diagnosis 
of high blood cholesterol.

(e) Pharmacists are advised to be careful not to make any 
diagnostic decisions when undertaking cholesterol testing.

(f) The patient's medical practitioner has the clinical responsi-
bility for the diagnosis and subsequent clinical responsibility 
for the treatment of the patient.

2.13.6.5 Documentation and record keeping

(a) The pharmacist must retain a written record of the result 
of the test, together with the following information for at 
least three years:

(i) the type of test;

(ii) batch number of the test material; and

(iii) advice or referral given to the patient.

(b) Such records must be stored safely to preserve confidenti-
ality.

2.13.6.6 Confidentiality
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  The pharmacist must keep all information 
provided by the patient and the result of the test, confi-
dential and only disclose information with the consent of 
the patient.

2.13.6.7    Waste Disposal

(a) Dressings, swabs and other contami-
nated wastes from treatment areas 
should be placed in a suitable clinical 
waste storage bag or bin with a suita-
ble plastic liner at the point of genera-
tion.

(b) Liner bags should be removed at least 
daily or when three-quarters full. They 
should be securely fastened with 
adhesive plastic tape before removal 
and deposited in a clinical waste stor-
age bag - which should also be secure-
ly fastened. The waste should then be 
sent for incineration.

(c) Syringes, needles and cartridges should be discarded intact 
and placed in a suitable 'sharps container', which when full 
should be sealed and placed into a chemical waste bag for 
storage prior to removal and disposal by incineration.

2.13.6.8 Counter infection measures

  All procedures and arrangements should be in accordance with the 
requirements of the National Health Laboratories for clinical labo-
ratories. The main counter-infection measures, where applicable, 
should include:

(a) preventing puncture wounds, cuts and abrasions in the 
presence of blood and body fluids, and protecting existing 
wounds, skin lesions, conjunctivae and mucosal surfaces 
(aseptic hand washing techniques, use of an appropriate 
antiseptic etc, gloves, spillage procedures and cleaning 
procedures);
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(b) applying simple protective measures designed to avoid 
contamination of the person or clothing and using good 
basic hygienic practices, including regular hand washing;

(c) controlling surface contamination by blood by ensuring 
containment and disinfection;

(d) avoiding the use of sharps where possible but where their 
use is essential, exercising particular care in handling and 
disposal; and

(e) disposing of clinical waste in accordance with Standard 
Operating Procedures.

2.13.7 MINIMUM STANDARDS FOR GLUCOSE 
MONITORING

  
  Definition

  Blood glucose monitoring is the measurement of glucose in the 
blood that can be done at any time on a portable machine. It can 
be used as a self-test for the diabetic. 

  Alternative names:

  Glucose monitoring;
  Random glucose;
  Glucose - random; and
  Serum glucose - random. 

  Why the test is performed

(a) This test is used as a screening test for blood glucose levels. 

(b) It may be used to screen for diabetes.

(c) The test allows the diabetic to carefully monitor blood 
glucose levels to assure that they are within the normal 
range. 

(d) It may be used to monitor control in patients who have 
diabetes and to detect uncontrolled diabetic patients.

(e) The individual can then respond quickly to high or low 
blood sugar levels with appropriate intervention.

  

  The following standards must be considered when a glucose 
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monitoring service is established in a community pharma-
cy:

2.13.7.1 Physical facilities

(a) The taking of samples for the performance of screening 
tests must be done in a private consultation area in the phar-
macy.

(b) The consultation area must comply 
with the requirements as described in 
1.2.13 (please see page 19 of this 
ma nual).

2.13.7.2    Equipment 

The following aspects must be considered in 
glucose monitoring tests:

(a) equipment must be accurate, reliable, 
simple to use, easily cleaned and easily 
maintained;

(b) accuracy and precision of blood glucose measurements, 
which are critical for the classification and referral of 
screening participants, depends on appropriate quality 
control and staff training;

(c) to ensure ongoing accuracy and precision of determina-
tions, a suitable quality control system is used which must 
be implemented and applied on a regular basis;

(d) the use of calibration and control solutions by the pharma-
cist shall assure accuracy of results;

(e) the user should know whether the instrument is calibrated 
to whole blood or plasma glucose; and

(f) equipment must be maintained in good order to ensure 
that performance is not impaired.

 2.13.7.3 Performance of the test

(a) The service should be fully explained to the patient before 
any readings are taken.

(b) Written consent from the patient must be sought and 
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obtained before any test is carried out.

(c) It is important to have all test items within reach before 
starting the test.

(d) All procedures and arrangements should be in accordance 
with the requirements of the National Health Laboratory 
for clinical laboratories.

(e) The pharmacist should wash his/her hands and then put on 
non-sterile examination gloves.

(f) The site of puncture for sample extraction from the 
patient's finger should be wiped clean using a sterile alcohol 
swab.

(g) Allow time for the alcohol to evaporate, otherwise it might 
interfere with the sample.

(h) Care should be exercised when taking the sample and cor-
rect procedure must be followed or the results will not be 
accurate.

(i) Set the finger-pricking device at a suitable depth for thick-
ness of skin to puncture.

(j) Place the finger-pricking device on clean sample area and 
press activating button.

(k) Time should be allowed for a large enough droplet of 
blood to develop. The operator must inform the patient 
that care must be taken to ensure that the blood does not 
spill or drop.

(l) The patient's blood droplet should be guided to a reagent 
strip, which uses a chemical substance to react to the 
amount of glucose in the blood.

(m) When using enzyme impregnated strips for glucose meas-
urement it is imperative that the strips are properly stored 
in the screw cap airtight container provided until use, to 
ensure for maximum shelf life.

(n) The reagent strip should be saturated with the blood to 
ensure an accurate reading.
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(o) The meter then reads the strip and displays the 
results as a number on a digital display. 

(p) Newer monitors can use blood from other areas of 
the body besides the fingers, reducing discomfort.

(q) Record the glucose reading immediately.

(r) Patients must be provided with the results in a 
written form. Where the results are not within 
a desired range, the patient's consent must be 
sought for this information to be sent to his/her 
GP.  If a patient does not give permission for the 
pharmacist to contact his/her GP, he/she must 
be advised to seek medical advice, and must be 
supplied with the results in writing.

(s) Where results are not within the desirable 
range, in addition to providing counselling and 
advising medical consultation where appropri-
ate, pharmacists should provide suitable printed 
information leaflets where these are available.

(t) Before undertaking testing, pharmacists should ensure they 
are adequately covered by insurance in respect of them-
selves, their staff and the patients who are being tested.

(u) Dispose of waste from the procedures in front of patient 
who can therefore be assured that the cleaning happens 
after each patient and can witness the procedure in order 
to achieve confidence in the service.

 2.13.7.4 Interpretation of results

(a) The result of the test should be provided in writing on a 
standard form. 

(b) The form should be dated and indicate the name and 
address of the client. 

(c) At all stages, before and during and after the test, the 
patient should be kept fully informed about the process 
and implications of the test and be provided with the 
opportunity to ask questions.
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(d) A single elevated glucose measurement does not establish 
the diagnosis of high blood glucose. Two or more glucose 
measurements are needed before the diagnosis of high 
blood glucose.

(e) Pharmacists may not make any diagnostic decisions when 
undertaking glucose testing.

(f) Pharmacists must take into account any food that the 
patient may have eaten prior to the test when interpreting 
the results.

(g) The medical practitioner has the clinical responsibility for 
the diagnosis and subsequent clinical responsibility for the 
treatment of the patient.

 2.13.7.5 Documentation and record keeping

  The pharmacist must retain a written record of the result of the 
test, together with information and the consent form provided by 
the client as well as the type of test and batch number of the test 
materials, for at least 3 years. Such records must be stored safely 
to preserve confidentiality.

 2.13.7.6 Confidentiality

  The pharmacist must keep all information provided by the patient 
and the result of the test confidential and only disclose information 
with the consent of the patient.

2.13.8 MINIMUM STANDARDS FOR PREGNANCY TESTING     
SERVICE

  
  The following standards must be considered when a service offer-

ing performance of pregnancy tests is established in a community 
pharmacy.

 2.13.8.1 Physical facilities 

(a) The performance of pregnancy tests must take place in a 
private consultation area in the pharmacy.
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(b) A clean toilet facility attached to the pharmacy is a 
necessity for the production of a urine sample.

(c) The consultation area must comply with the require-
ments as described in 1.2.13 (please see page 19 of this 
manual).

(d) A reliable method of testing must be used.
2.13.8.2 Procedure, interpretation and provi-

sion of results 

 The following aspects must be considered in 
pregnancy testing:

(a) the procedure must be explained to 
the patient, her permission obtained 
and the patient made to feel at ease;

(b) a signed and dated confirmation of the 
request for the test should be 
obtained; 

(c) the form on which confirmation is obtained should state 
the limits of accuracy of the test; 

(d) all questions relating to the test must be asked by the phar-
macist and the answers recorded in writing;

(e) a Standard Operating Procedure, to be available in the 
pharmacy for inspection, must be devised and followed to 
ensure that no confusion occurs between samples;

(f) care must be taken to prevent contamination, which can 
result from the handling of samples of urine;

(g) persons carrying out tests should wash their hands before 
leaving the consultation area;

(h) any cuts and grazes on hands or on exposed parts of the 
body must be covered with waterproof dressings;

(i) the result of the test must be provided in writing on a 
standard form;

(j) the form must be dated, signed by the pharmacist, and 
bear the name and address of the client;
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(k) the result should be given as positive or negative with an 
explanation of such terms and the limits of accuracy of the 
test, e.g. "The specimen provided has been tested for uri-
nary gonadotrophin and has been found to be: Positive / 
Negative. A positive result indicates a probable pregnancy";

(l) at the request of the client, a copy of the form should be 
sent to her medical practitioner; and

(m) not withstanding the result of the test, the client should be 
strongly advised to consult her medical practitioner or 
reproductive health service.

 2.13.8.3 Documentation and record keeping

  The pharmacist must retain a written record of the result of the 
test, together with information and the consent form provided by 
the client as well as the type of test and batch number of the test 
materials, for at least 3 years. Such records must be stored safely 
to preserve confidentiality.

 2.13.8.4 Confidentiality

  The pharmacist must keep all information provided by the patient 
and the result of the test confidential and only disclose information 
with the consent of the patient.

2.13.9 MINIMUM STANDARD FOR URINE ANALYSIS
  
  Urine analysis can be used to detect and measure the level of a 

variety of substances in the urine, including leucocytes, nitrite, 
urobilinogen, protein, pH, blood, specific gravity, ketones, bilirubin 
and glucose. These tests use a thin strip of plastic (dipstick) impreg-
nated with chemicals that react with substances in the urine and 
change colour. For confirmation, the test may need to be repeated 
with more sophisticated and accurate laboratory analysis of the 
urine, in which case the patient should be referred to a medical 
practitioner. The following standards must be considered when a 
service offering performance of urine analysis is established in a 
community pharmacy.

 2.13.9.1 Physical facilities
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(a) A clean toilet facility attached to the pharmacy is 
essential.

(b) Screening tests must be performed in a private con-
sultation area in the pharmacy.

(c) The consultation area must comply with the require-
ments as described in 1.2.13 (please see page 19 of this 
manual).
2.13.9.2 Equipment 

 The urine sample must be collected in a suitable 
clean container, which should be supplied to 
the patient.

  
2.13.9.3 Procedure for carrying out the test

 The following aspects must be considered in 
urine testing:

(a) the procedure must be explained to the patient, his/her 
permission obtained and the patient made to feel at ease;

(b) a signed and dated confirmation of the request for the test 
must be obtained;

(c) the form on which confirmation is obtained should state 
the limits of accuracy of the test; 

(d) all questions that the patient or the patient's caregiver may 
have relating to the test must be answered by the pharma-
cist and the answers recorded in writing;

(e) a Standard Operating Procedure, to be available in the 
pharmacy for inspection, must be devised and followed to 
ensure that no confusion occurs between samples; and

  
2.13.9.4 Obtaining a Clean-Catch Urine Sample

 The following information and procedure for obtaining a clean-
catch urine sample must be explained to the patient or the patient's 
caregiver, the:
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(a) procedure is quite simple; there is usually no fluid or food 
restriction before the test; 

(b) head of a man's penis or the opening of a woman's urethra 
is cleansed, usually with a small pad that contains an anti-
septic substance; 

(c) first few drops of urine are allowed to flow into the toilet, 
washing out the urethra;

(d) patient must collect the mid-stream urine in a sterile con-
tainer; and

(e) last few drops of urine are allowed to flow into the toilet.

 2.13.9.5 Storage and testing of samples

(a) Contamination of testing material and samples must be 
prevented.

(b) Urine samples must be stored at room temperature and  
tested within 4 hours of collection.

(c) Urine must not be exposed to direct sunlight as this may 
result in the oxidation of bilirubin and urobilinogen.

(d) The testing areas of reagent strips must not be touched by 
hand or come into contact with the working surfaces or 
other materials.

(e) Expiry dates of material must be checked before use.

(f) Remove one strip at a time and replace the lid immediately.

(g) Strips must be checked for any discolouration or darkening 
of material which could be an indication of deterioration of 
the reagent strips.

(h) Dip the test strip into fresh urine for approximately 2 sec-
onds.

(i) Drain excess urine on the rim of the container in which the 
urine was collected. Remove excess urine by briefly blot-
ting the side of the strip on absorbent tissue.
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 high or low temperature 
 during pregnancy 

Pathological proteinuria 

External 

 colic 
 liver cirrhosis 
 plasmacytoma 
 cardiac insufficiency  

  Renal 

 pyelonephritis 
 glomerulonephritis 

  Glucose: Glucose in the urine (glucosuria) can be detected accu-
rately by dipstick. The most common cause of glucose in the urine 
is diabetes mellitus. 

  Abnormal glucose values may be indicative of: 

 Renal Glycosuria 
 Diabetes Mellitus 
 Renal glycosuria during pregnancy 
 Excessive consumption of carbohydrates 

  Ketones: Ketones in the urine (ketonuria) can be detected by 
dipstick. Ketones are formed when the body breaks down fats, 
rather than glucose which are used to produce energy. Ketones 
are harmful to the body if allowed to accumulate.

  Abnormal ketones values may be indicative of: 

 Diabetic ketoacidosis 
 Insulin overdose 
 Insufficient food intake 
 Nausea and vomiting 
 Starvation 
 Strict dieting 
 Severe stress 
 Severe fever due to infection 

  Blood:  Blood in the urine (haematuria) is detectable by dipstick and 
confirmed by microscopic examination of the urine, and other labo-

(j) After 30-60 seconds (60-120 seconds in the case of the 
leucocytes test patch) compare the test strip with the col-
our scale or the colour grades on the label.

(k) NB: Colourations which appear only along the edges of the 
test patches, or develop after more than two minutes, do 
not have any diagnostic significance.

(l) Persons carrying out tests should wash their hands before 
leaving the consultation area. 

(m) Any cuts and grazes on hands or on 
exposed parts of the body must be 
covered with waterproof dressings.

2.13.9.6 Interpretation of results

(a) The result of the test should be pro-
vided to the patient or his/her car-
egiver in writing on a standard form, 
which includes the date and the 
name and address of the patient and 
which is signed by the pharmacist.

(b) Where the results are not within the desired range, the 
patient's consent must be sought for this information to be 
sent to his/her medical practitioner. If a patient does not 
give permission for the pharmacist to contact his/her GP, 
he/she must be advised to seek medical advice, and must 
be supplied with the results in writing.

(c) Abnormal findings indicate certain problems e.g.

 Protein: Protein in the urine (proteinuria) can usually be 
detected quickly by using a dipstick. Protein may appear 
constantly or only intermittently in the urine, depending on 
the cause. Proteinuria is usually a sign of kidney disorders. 
Proteinuria may be benign or pathological. 

 Abnormal protein values may be indicative of: 

 Benign proteinuria 

 postural 
 excessive exercise 

Chapter 2
Page 126 Copyright © 2010 The South African Pharmacy Council. All rights reserved Copyright © 2010 The South African Pharmacy Council. All rights reserved



ratory tests.  Sometimes there is enough blood in the urine 
to be visible, making the urine appear red or brown.  The 
patient must be referred to a medical practitioner when 
blood cells or haemoglobin are detected in urine, as it is of 
pathological significance.

  Abnormal blood / haemoglobin values 
may be indicative of: 
  

  Haematuria (blood in urine)

 
kidney and bladder calculi 

 damage to kidney or urinary tract 
Haemaglobinuria (haemoglobin in urine) 

 breakdown of red blood cells 
 poisoning 

 Myoglobinuria 

  myocardial infarct  
 muscle damage 

Nitrites: Nitrites in the urine (nitrituria) are also detectable by dipstick. High 
nitrite levels indicate urinary tract infection.

  

  Abnormal nitrite values may be indicative of: 

  Bacterial infection

  E Coli 
 Salmonella 
 Citrobacter 
 Proteus 
 klebsiella 

  Leukocyte Esterase: Leukocyte esterase (an enzyme found in 
certain white blood cells) in the urine can be detected by dipstick. 
Leukocyte esterase is a sign of inflammation, which is most com-
monly caused by a urinary tract infection.

  Abnormal leukocytes values may be indicative of: 

 kidney infection 
 cystitis 
 urethritis 
 contamination 
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 vaginal secretion 

 pH levels in urine: The acidity or alkalinity  of urine is measured 
by dipstick. Certain foods and metabolic disorders may change the 
acidity of urine.

 Abnormal pH values may be indicative of: 

  Persistent alkaline urine (pH 7 - 8) 

  suggests urinary tract infection 
 vegetarian diet 
 alkalosis 
 pyloric stenosis / obstruction 
 vomiting 
 alkalizing drugs  

  Persistent acid urine (pH 5 - 7)

  gout 
 fever 
 phenacetin intake 
 predisposition to uric acid calculi (kidney stones) 

  Concentration: The concentration of urine (also called the osmola-
lity or specific gravity) may be important in diagnosing abnormal kid-
ney function. The kidneys lose their capacity to concentrate urine at 
an early stage of a disorder that leads to kidney failure. In one special 
test, a person drinks no water or other fluids for 12 to 14 hours; in 
another, a person receives an injection of antidiuretic hormone. 
Afterward, urine concentration is measured. Normally, either test 
should make the urine highly concentrated. However, in certain kid-
ney disorders (such as nephrogenic diabetes insipidus), the urine 
cannot be concentrated even though other kidney functions are 
normal.

 

  Abnormal specific gravity values may be indicative of: 
 

  Reduced specific gravity
 

 diabetes insipidus 
 certain renal diseases 
 excess fluid intake 
 diabetes mellitus 

  Raised specific gravity
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dehydration 
 

adrenal insufficiency 
 

nephrosis 
 

congestive cardiac-failure 
 

liver disease 

Constant specific gravity 

 chronic renal disorder 
  

  Urobilinogen: When abnormal values of urobilinogen are found 
during a urine test, further investigation is required to ascertain 
patient 's health status. In the intestines bacteria form urobilinogen 
from bilirubin. This is then absorbed and passes to the liver and 
urine.

  

Abnormal urobilinogen values may be indicative of: 

Increased values
 

 overburdening of the liver 
 excessive RBC (red blood cells) breakdown 
 increased urobilinogen production 
 re-absorption - a large hematoma 
 restricted liver function 
 hepatic infection 
 poisoning 
 liver cirrhosis 

 Low values
 

 failure of bile production 
 obstruction of bile passage 

  Bilirubin: Bilirubin levels in urine is a result of haemoglobin break-
down. In the liver, bilirubin is conjugated to an acid to make conju-
gated bilirubin. Conjugated bilirubin is water soluble and can 
therefore be excreted in urine. 

  Abnormal bilirubin values may be indicative of:

  Pre-hepatic condition
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 anaemias 
 excessive breakdown of RBC

  Hepatic condition

 hepatitis 
 cirrhosis
 obstruction of biliary duct, 
 toxic liver damage 

 

  Post-hepatic condition

 biliary tree obstruction 

 2.13.9.7 Documentation and record keeping

(a) The pharmacist must retain a written record of the result 
of the test, together with information provided by the 
patient, the type of test used and the batch number of the 
test material, for at least one year.

(b) Such records must be stored safely to preserve confidenti-
ality.

 2.13.9.8 Confidentiality

  The pharmacist must keep all information provided by the patient 
and the result of the test, confidential and only disclose information 
with the consent of the patient.

2.14 MINIMUM STANDARDS FOR IMMUNISATION  
SERVICES

  Although the pharmacist's involvement with immunisation varies 
with each practice setting, the pharmacist can be actively involved 
in the following activities:

(a) educating the public and other health care professionals 
about immunisation;

(b) advocating paediatric immunisation;

(c) providing immunisation for international travel;

(d) screening patients who are at risk of preventable infectious 
diseases by occupation, life-style or an underlying disease 
state;

(e) administering immunisation agents; Chapter 2
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(f) recording immunisation data; and

(g) using the immunisation database to generate remind-
er letters for booster doses.

  The following standards must be consid-
ered when a service offering performance for immunisa-
tion is established in a community pharmacy.
 
2.14.1 PHYSICAL FACILITIES AND 
EQUIPMENT

(a) Counselling and administration of immunisation agents 
must be done in a private allocated area in the pharmacy. 

(b) The consultation area must comply with the requirements 
described in Section 1.2.13 (please refer to page 19 of this 
manual).

(c) The correct storage procedures for vaccines 
must be adhered to according to the standards 
for the cold storage of pharmaceuticals 
described in Chapter 2 of this manual.

(d) The following equipment must be available:

(i) syringes and administering devices; and

(ii) biohazardous materials and sharps dis-
posal container(s).

(e) Adequate drugs for use in emergencies such as 
adrenaline 1:1000 solution, antihistamine (e.g. 
chlorpheniramine) injection, hydrocortisone 
injection and equipment (e.g. plaster, gauze, 
cotton wool, sterile wound dressings, etc.) 
must be available.

2.14.2 PROCEDURE

(a) Pharmacists must be familiar with the instructions, require-
ments and guidelines of the National Expanded Programme 
on Immunisation (EPI) policy.

GOOD PHARMACY PRACTICE IN SOUTH AFRICAGOOD PHARMACY PRACTICE IN SOUTH AFRICA

(b) Pharmacists must be familiar with the instructions and 
requirements of individual vaccines and human immu-
noglobulins on the market. Instructions pertaining to one 
product will not necessarily be applicable to another.

(c) The storage requirements of the different products must 
be noted and products must be stored according to the 
manufacturer's instructions. Refer Chapter 2 for standards 
for the storage of vaccines.

(d) The cold chain (system of ensuring that a product is stored 
at the correct temperature during transport and storage up 
until the moment of immunisation) must be maintained.

(e) Live virus vaccines may be used after they have been fro-
zen, but repeated freezing and thawing must be avoided. 
The National open vial policy must be followed, namely:

 Opened vials of DPT, DT, TT, HepB and Oral Polio which are 
used in a pharmacy, may be used at more than one immunisa-
tion session, provided that the cold chain is maintained. The 
same vaccines, taken on an outreach, must be destroyed at the 
end of the day. No reconstituted vaccines may be kept for re-
use. Reconstituted measles and BCG must be discarded after 
six hours or the end of a session, which ever is the shorter.

(f) Vaccines must never be used beyond the expiry date.

(g) If required, reconstitution of vaccines must be done imme-
diately prior to their use, and only with the diluent pro-
vided by the manufacturer. The diluent should be at the 
same temperature as the vaccine which is being reconsti-
tuted. If unused, reconstituted vaccines must be discarded 
at the end of the working day.

(h) Prior to the administration of immunisation agents, patients 
must be questioned about:

(i) previous reactions to vaccines;

(ii) sensitivity to eggs, antibiotics and preservatives;
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(iii) possibility of pregnancy;

(iv) concurrent medication such as immuno-suppres-
sive agents;

(v) presence of other diseases, for example febrile 
conditions, active untreated tuberculoses, eczema, 
leukaemia, lymphoma, other malignancies, etc.; 
and

(vi) general health status of the patient, including the 
immune status of the patient (e.g. immuno-sup-
pression).

(i) Pharmacists performing immunisations must be familiar 
with the handling of syringes and administration devices.

(j) Pharmacists performing immunisations must have the 
ne cessary skills to administer injections.

(k) Pharmacists performing immunisations must be 
familiar with the National and Provincial sched-
ules for immunisation of infants, children and 
travellers.

(l) Pharmacists performing immunisations must be 
familiar with the WHO guidelines for the pre-
vention of HIV and Hepatitis virus. The WHO 
has recommended that "universal" precautions 
be taken with all patients, i.e. all patients be 
treated as if potentially infected and all body 
fluids and specimens from all patients must be 
treated as potentially infectious. Infection con-
trol precautions existing in health care settings 
for Hepatitis B are sufficient to prevent trans-
mission of HIV.

(m) The following general injection procedures must be fol-
lowed:

(i) ensure privacy;

(ii) strict aseptic technique must be applied;

 (iii) locate the injection site anatomically;
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 (iv) prepare medication. Determine the correct syringe 
capacity, needle gauge and needle length;

 (v) check the dosage;

 (vi) get the patient to relax; and

 (vii) get assistance if the patient is very young or nerv-
ous.

(n) Pharmacists must be familiar with the:

(i) possible adverse reactions to vaccines;

(ii) recommended time and route of administration of 
the different vaccines;

 (iii) contra-indications for injections in general and for 
vaccines in particular;

 (iv) local effects of injections;
(v) management of anaphylaxis including the preven-

tion of anaphylaxis; and

 (vi) management of cardio-pulmonary resuscitation.

(o) The pharmacist must carefully review package inserts 
before deciding to administer a vaccine as some contain 
preservatives (e.g. thiomersal) or trace amounts of antibi-
otics (e.g. neomycin) to which patients may be hyper-    
sensitive.

 (p) After immunisation the pharmacist must complete the 
patient immunisation card.

2.14.3  DOCUMENTATION AND RECORD KEEPING

(a) Immunisation cards must be completed to keep a record 
of immunisations. This information must be kept for a 
period of at least five years. The record cards must contain 
the following details:

 (i) patient name, and address, and ID number;
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 (ii) date of birth of patient;

 (iii) date of administration of vaccine;

 (iv) name of manufacturer;

 (v) batch number of vaccine;

 (vi) expiry date;

 (vii) route of administration;

 (viii) date of next injection;

 (ix) signature of pharmacist/nurse who administered 
vaccine; and

 (x) other important information, e.g. previous reac-
tions to vaccines and sensitivity to eggs, antibiotics 
and preservatives which may be contained in vac-
cines.

(b) Immunisation of children must be noted on the 
growth chart supplied by the Department of 
Health ("Road to Health card").

(c) Should it be requested that all patient records 
be made available to doctors, this must be 
complied with.

(d) Cooperation with local clinics must be main-
tained.

(e) The pharmacist must provide immunisation 
statistics to the local District Health Co-ordinator 
for epidemiological purposes and for proper 
stock control.

2.14.4 ETHICAL ASPECTS

(a) Confidentiality of patient information must be ensured 
throughout. Patient information may only be disclosed with 
the consent of the patient or, in the case of a minor, with 
the consent of the parent or guardian, or where such infor-
mation must be furnished to a person authorised by law to 
request it,  unless such disclosure is in the interest of the 
patient.
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(b) In the provision of the service, the pharmacist must always 
act in the best interest of the patient.

2.14.5 TRAINING

(a) Pharmacists must ensure that they have adequate training, 
knowledge and skills to provide the service.

(b) Pharmacists must be competent in cardio-pulmonary 
resuscitation techniques.

(c) Pharmacists involved in this service must be aware of:

(i) the importance of a professional manner;

 (ii) confidentiality of patient information;

 (iii) the benefits and risks associated with the use of 
immunisation agents;

(iv) the instructions and requirements of individual vac-
cines; and

 (v) the necessity of record keeping.

2.15 MINIMUM STANDARDS FOR REPRODUCTIVE 
HEALTH SERVICES 

  A community/institutional pharmacist may render a comprehen-
sive reproductive health service if he/she has obtained the neces-
sary training and has registered his/her supplementary training with 
Council. Contraceptives may be sold/supplied in accordance with 
the provisions of the Medicines Act. Pharmacists can administer 
injectable contraceptives and hormone injections, if the pharmacist 
is competent in injection techniques. 

  The folowing standards must be considered when a reproductive 
health service is provided in a community pharmacy.

2.15.1 PHYSICAL FACILITIES AND EQUIPMENT

  Reproductive health counselling must be done in a private designat-
ed area in the pharmacy. The consultation area must comply with 
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the requirements as described in Section 1.2.13 (please see 
page 19 of this manual).
.
2.15.2 PROCEDURE

(a) Requirements of registration of the applicable sup-
plementary  training with Council must be finalised.

(b) Cooperation must be maintained with local repro-
ductive health  clinics.

 (c) No oral contraceptive therapy may be initiated with-
out the  prescribed interview and completion of the client 
file.

 (d) Clients on pharmacist-initiated oral contraceptives must be  
referred to a medical practitioner or an authorised repro-
ductive health clinic at least once a year for a full physical 
evaluation.
2.15.3 DOCUMENTATION AND RECORD 

KEEPING

 Client records must be completed and upda-
ted.

2.15.4 LEGAL AND ETHICAL ASPECTS

(a) The authorisation for reproductive 
health services in community pharma-
cies is issued to a pharmacist with the 
required training only and not to a phar-
macy. The particular pharmacist will 
therefore be held responsible for the 
reproductive  health service, which is 
rendered under the auspices of his/her 
registration as pharmacist with supple-
mentary training in family planning.

(b) Confidentiality of patient information must be ensured 
throughout. More standards regarding patient confidential-
ity can be found in the Code of Conduct as published by 
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Council in rules.

(c) In the provision of the service, the pharmacist must always 
act in the best interest of the patient.

 (d) Reasonable privacy must be assured during the consulta-
tion with the patient.

 (e) All clients require and deserve the full attention of the per-
son interviewing them. Rushed appointments, incomplete 
examinations, abbreviated counselling sessions and inade-
quate record keeping must not occur.

 (f) Clients must receive information (oral and written) about 
reproductive health.

 (g) According to the Medicines Act, the pharmacist who sup-
plies oral contraceptives to a particular patient must make 
the required entry into the prescription book. Such records 
must be kept for a period of at least five years.

2.15.5 TRAINING

(a) Pharmacists must ensure that they have adequate training, 
knowledge and skills to provide the service.

(b) No pharmacist may render a reproductive health service 
unless he/she has obtained specific training and such sup-
plementary training is registered with Council.

(c) Pharmacists involved in this service must be aware of:

(i) the importance of a professional manner;

(ii) confidentiality of patient information; and

iii) the necessity of record keeping and referral of 
patients.

(d) Pharmacists must ensure that they are knowledgeable 
about the latest developments in reproductive health 
through self-training, training by suppliers and continuing 
education courses.
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2.16 MINIMUM STANDARDS FOR OTHER 
HEALTH CARE SERVICES

2.16.1 RESIDENTIAL AND NURSING 
HOMES

  Pharmacists are in a unique position to 
provide pharmaceutical care to residential and nursing 
homes. Where pharmaceutical care is provided in residen-
tial and nursing homes, the following standards are appli-
cable:

(a) the pharmacist must visit the patient as regularly as 
required to provide optimum pharmaceutical care;

(b) whenever possible, the visits must be made at the same 
time as the prescriber and the prescriber's approval must be 
obtained for any recommendations for change of therapy;

(c) medication review visits must always be made by appoint-
ment;

(d) medicines must be provided with all necessary 
supplementary information;

(e) medicine policies regarding the administration 
of the medicine, storage of the medicine and 
medicine disposal must be reviewed on a regu-
lar basis;

(f) the pharmacist must carry a form of identifica-
tion; and

(g) a comprehensive record must be kept of every 
visit and of every patient to ensure resident 
safety, compliance and evaluation of the serv-
ice.

2.16.2 SMOKING CESSATION 

  Pharmacists should advise patients to stop smoking and give 
patients information regarding pharmaceutical products that can 
assist them with this process. The following standards must be fol-
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lowed where a pharmacist is participating in anti-smoking cam-
paigns:

 
(a) the pharmacy must have written information on how to 

stop/reduce smoking;

(b) the pharmacist involved in assisting patients in smoking ces-
sation must have an up-to-date knowledge base on the 
optimum ways of stopping smoking and should be able to 
advise on the products available to assist the patient in giv-
ing up smoking;

 (c) all anti-smoking products must be sold with an invitation to 
come back and report progress;

 (d) supporting information must be readily available;

 (e) counselling sessions to stop smoking must be available 
from the pharmacist by appointment or a suitable system 
must exist for referral; and

 (f) smoking must not be permitted in the pharmacy.
2.16.3 NUTRITION ADVICE

  Pharmacists are in a position to provide patients with up-to-date 
information regarding healthy nutrition and lifestyles. Where a 
pharmacist provides nutrition advice, the following standards must 
be followed:

(a) pharmacists must provide advice regarding vitamin and 
mineral supplementation for patients with nutritional defi-
ciencies;

 (b) where applicable, pharmacists must explain to patients the 
benefits of high fibre diets;

 (c) pharmacists must be informed on the signs and symptoms 
of anorexia;

 (d) pharmacists must be informed on nutrition advice to be 
given during pregnancy, e.g. the supplementary folic acid 
intake;

 (e) requests for weight reduction advice and products must be 
met in a structured manner;
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 (f) a policy must exist to ensure that weight reduction 
advice is not given to those who do not require it;

 (g) a weight reduction guide must be available in the 
pharmacy and be provided to appropriate patients;

 (h) those who need to lose weight must be given advice 
on healthy eating and exercise;

 (i) slimming mixtures and unhealthy slimming medi-
cines/techniques must not be promoted in the pharmacy;

 (j) the following patients should not be advised to go on 
very low calorie diets:

(i) patients who are underweight;

(ii) patients who are pregnant;

(iii) diabetic patients; and

(iv) children.

(k) specialist groups for whom nutritional advice is 
of particular importance can be identified and 
counselled appropriately. Examples of such 
patient groups are:

(i) patients with diabetes;

(ii) hypertensive patients;

 (iii) patients requiring lipid advice;

 (iv) elderly patients;

(v) stoma patients;

 (vi) terminally ill patients; and

 (vii) pregnant women.

 (l) all symptoms that show a prolonged change of bowel habit 
in customers over 50 years must be referred to a medical 
practitioner.

2.16.4 BABY AND CHILD HEALTH
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  Where a pharmacist provides baby and child health services, the 
following standards are applicable: 

(a) pharmacists and pharmacy support personnel must be 
informed regarding childhood problems and on the impor-
tance of early referral;

(b) all symptoms in young babies under one year must be 
referred to the pharmacist for advice;

 (c) the pharmacist must keep up-to-date regarding the latest 
guidelines on child safety;

 (d) the pharmacist must know the symptoms of common 
childhood illnesses;

 (e) the pharmacist must provide advice regarding sugar intake 
and dental care;

(f) all parasitic worm preparations must be sold with advice on 
hygiene and treating all family members;

 (g) pharmacists must know the principles of vitamin supple-
mentation for infants;

 (h) pharmacists must actively promote immunisation pro-
grammes; 

 (i) pharmacists must provide patient information and advice 
on the benefits of breastfeeding and alternative milk prod-
ucts in line with WHO guidelines for substitute milk prod-
ucts and policies of the DOH:

(i) the pharmacy should stock a range of accessories 
and equipment to facilitate breastfeeding;

(ii) the pharmacist and pharmacy support personnel 
must actively encourage mothers to continue 
breastfeeding when appropriate;

(iii) the pharmacist must refer mothers experiencing 
difficulty with breastfeeding for specialist profes-
sional help;

(iv) the pharmacist must give advice on the use of 
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medicines in association with breastfeeding; and

(v) pharmacy support personnel must know the range 
of formula milk and its relative advantages and mix-
ing and storage procedures.

2.17 MINIMUM STANDARDS FOR ASEPTIC 
DISPENSING SERVICE
  In response to a clinician's prescription, an 
aseptic dispensing service provides a sterile product pre-

pared by the admixture of sterile components. If any aseptic dispens-
ing service is provided, the following standards are applicable:

(a) aseptic dispensing must be carried out in a cabinet equipped 
with a high efficiency particulate air (HEPA) filter situated in 
a room with a clean air environment to prevent contamina-
tion with micro-organisms and particulate matter;

(b) a safe system of work must apply throughout 
preparation and there must be safeguards to 
ensure that the final product is stable and safe 
throughout its shelf life;

(c) only staff trained in pharmaceutical aseptic tech-
nique must provide this service, provided that it 
falls within their scope of practice; 

(d) procedures must be introduced to ensure that dos-
age calculations are correct and that final containers 
are appropriate for the route of administration to 
be employed;

(e) procedures must be established to ensure that principles of 
Good Manufacturing Practice are applied to the aseptic 
dispensing service;

(f) particular attention must be paid to ensuring that validated 
procedures are used. Prescription details, work sheets, 
labels and ingredients must be checked prior to prepara-
tion. The final product, documentation and label details 
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must be checked prior to release;

(g) accurate records must be kept for each product prepared, 
including label details. These must include:

(i) patient's name (hospital number) and ward;

(ii) name, form and strength of medicine;

(iii) recommendations for use;

(iv) appropriate warnings; and

(v) batch number, expiry date, date and time of prepa-
ration;

(h) quality control procedures must ensure that new formula-
tions undergo stability testing, preferably prior to use. 
Microbiological and particulate monitoring must be carried 
out even though results may be retrospective.

2.17.1 INTRAVENOUS ADDITIVE SERVICE

(a) Standard policies and procedures must be established for 
IV preparation and administration.

(b) The minimum requirement must be the use of a cabinet 
equipped with a high efficiency particulate air (HEPA) filter, 
ideally situated in a room with clean air environment.

(c) Only staff trained in the pharmaceutical aseptic technique 
must handle such solutions, provided that it falls within 
their scope of practice. 

(d) Procedures must be introduced to ensure that dosage cal-
culations are correct and that the addition will not result in 
any chemical or physical incompatibility.

(e) Procedures must be instituted to ensure that safe systems 
of work are applied throughout the admixture process and 
there must be safeguards to ensure that the solution is 
stable and safe throughout administration to the patient.

(f) Policies and procedures must be established for the addi-
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tion of medicines to intravenous fluids and their adminis-
tration. The pharmacy must have access to adequate 
information sources concerning the intravenous adminis-
tration of medicines and related compatibilities and sta-
bilities.

(g) Accurate records must be kept of each admixture 
including label details. In addition to the requirements for 
labelling prescribed in Regulation 8(4) of the General 
Regulations published in terms of the Medicine Act, the 
following information must be included on the label:

(i) patient's name, (hospital number) and ward;

(ii) name and amount of additive(s);

(iii) name, strength and quantity of the primary IV solu-
tion;

(iv) batch number, expiry date and date and time of 
preparation;

(v) method of IV administration - continu-
ous or intermittent. If intermittent, the 
interval of administration must be stat-
ed; and

 (vi) rate of administration.

(h) All admixtures must be inspected for particu-
late matter before they are supplied for admin-
istration.

(i) Quality control testing must be conducted to monitor IV 
additive procedures. The quality assurance programme 
must be designed to evaluate the performance of equip-
ment, personnel and procedures and include testing of the 
final product and of remnants returned from the ward.

(j) The pharmacy must provide an efficient system for distri-
bution of ready-prepared admixture solutions.

(k) Where possible, the pharmacist should ensure that intrave-
nous additives are used appropriately, e.g. within the 
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specified shelf life. Unwanted admixtures must be removed 
from the ward area.

2.17.2 TOTAL PARENTERAL NUTRITION (TPN) PREPARATION 
SERVICE

(a) The preparation of TPN solutions must be performed in a 
cabinet equipped with a high efficiency particulate air 
(HEPA) filter ideally situated in a room with a clean air  
environment to prevent contamination with micro-organ-
isms and particulate matter.

(b) A safe system of work must apply throughout preparation 
and there must be safeguards to ensure that the solution is 
stable and safe throughout administration to the patient.

(c) Accurate batch control records must be kept of all TPN 
solutions issued for administration to patients.

(d) There must be a uniform standard for labelling TPN solu-
tions. In addition to the requirements for labelling pre-
scribed in Regulation 8(4) of the General Regulations pub-
lished in terms of the Medicines Act the following informa-
tion must be included on the label:

(i) identification of the product, i.e. "Parenteral Nutri-
tion Solution";

(ii) the patient's name and ward;

(iii) the name and amount of each constituent;

(iv) storage conditions;

(v) the total volume;

(vi) the time and date of preparation;

(vii) the rate of administration;

(viii) the batch control number;

(ix) statements to the effect that the solution remains 
sterile if unopened and that the bag must be used 
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for the named patient only;

(x) the expiry date of the solution; and

(xi) that additives are prohibited.

2.17.3 CYTOTOXIC PREPARATION AND 
RECONSTITUTION SERVICE

(a) Cytotoxic medicines have a potential for being muta-
genic, teratogenic and carcinogenic. It is prudent that every 
reasonable precaution should be taken by staff handling 

cytotoxic medicines to ensure that absorption does not 
occur, especially as no adequate means of monitoring or 
measuring inadvertent absorption have been devised.

(b) Due to the potential hazards to patients, staff and visitors, 
staff involved in the preparation, administration and disposal 
of these agents must be adequately trained.

(c) Procedures must be established to ensure that 
the hazards associated with the handling, prep-
aration and administration of cytotoxics are 
kept to a minimum by ensuring that:

(i) the correct technique is used;

(ii) staff are properly trained and aware of 
the various hazards;

(iii) appropriate protective clothing is pro-
vided and used;

(iv) correct action is taken following any accidental 
spillage or contamination of the person; and

(v) suitable equipment for waste is provided to mini-
mise the risk of contamination.

(d) The responsible pharmacist must ensure that facilities are 
suitable for the type of preparation, irrespective of the scale 
of preparation and that proper records of prescribing, dis-
pensing and administration are maintained.

(e) A nominated pharmacist must ensure that cytotoxic drug 
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handling policies are regularly revised.

(f) The responsible person must ensure that facilities are suita-
ble for the type of preparation.

(g) Equipment must be designed to minimise the risk of con-
tamination of the product as well as harm to the operator. 
Procedures must lay down standards for protective clothing 
as well as safety cabinets and single-use medical and surgical 
sundries.

(h) The preparation and reconstitution of cytotoxic medicines 
must be carried out by appropriately trained staff within an 
approved safety cabinet, designed to protect the operator 
from exposure to any concentration of the medicines and 
also to protect the product from microbiological contami-
nation. This  service must take place either within a desig-
nated area of the pharmacy or on a centralised basis within 
e.g. an oncology unit.

(i) Horizontal laminar flow cabinets must not be used.

(j) The pharmacist must ensure that there are procedures in 
place to ensure that final containers are suitable for the pur-
pose and that they are adequately labelled. Full documenta-
tion of each preparation must be carried out according to 
standardised procedures so that individual constituents are 
readily traceable.

(k) Where reconstitution has to take place in a hospital ward a 
clean, quiet, well-lit and well-ventilated area must be cho-
sen for the purpose, where the operation will be subject to 
the minimum of interruptions and well away from food and 
passing people. Hot and cold water must be available and 
there must be immediate access to eye wash facilities and 
treatment agents. If possible, in wards, part of this area 
should be dedicated exclusively to the preparation of cyto-
toxic medicines. Strict aseptic technique must be employed 
throughout for injectable preparations.

(l) Protective clothing must include the following:

(i) gloves that are of material appropriate to the prod-
uct being handled;
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(ii) safety spectacles with side pieces or locally approved 
alternatives;

(iii) a single use plastic apron (specially designed coats, 
with long sleeves and cuffs are preferable); and

(iv) a single-use surgical mask.

(m) The pharmacist must ensure that there are proce-
dures in place to check that a broad-edged tray is used to 
contain any accidental spillage and Luer-lock syringes must 
be used. Whenever possible, for reconstitution purposes, 

a wide-bore needle (18 gauge) should be used and steps 
must be taken to ensure that excess pressure build-up 
does not cause leakage or the formation of an aerosol. 
Care must be taken to ensure that the operator is not at 
risk when reconstituting open vials or ampoules, opening 
ampoules or expelling air from syringes.

(n) The pharmacist must ensure that there are 
procedures in place to ensure that syringes are 
protected during transport to the patient. 
Individual syringes must be labelled. The label 
must contain at least the following informa-
tion:

(i) the name and strength of the medicine;

(ii) the total quantity of the medicine;

(iii) the name of the patient;

(iv) the date of preparation;

(v) the expiry date; and

(vi) the batch number of the preparation.

(o) Any special recommendations from the manufacturer must 
be observed.

(p) Any accidental spillage or contamination of the operator 
must be dealt with immediately and procedures must be 
established for treatment of the skin, eyes and other sur-
faces.
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(q) The working area used for the preparation or reconstitu-
tion of cytotoxic medicines must be thoroughly cleaned 
immediately after use according to local procedures.

(r) All excess medicine, equipment and protective clothing 
used in the preparation must be disposed of and dealt with 
according to local procedures.

(s) Procedures for administration of cytotoxic medicines to 
patients must strike a balance between protecting the 
operator and alarming the patient. They must include 
details of action to be taken in the case of extravasation and 
for the disposal of excreta from patients receiving cyto-
toxic medicines.

(t) All procedures must be designed to ensure that all pro-
ducts achieve the required standard of quality.

(u) All personnel must receive special training in working with 
cytotoxic medicines and be monitored regularly to ensure 
compliance with all procedures.

(v) A permanent register must be maintained of all employees 
who routinely handle cytotoxic medicines.  Acute  expo-
sure  episodes must be documented and the employee 
must be referred for appropriate medical examination. 
Routine medical examination and blood tests must be per-
formed on personnel handling cytotoxic medicine.

(w) Personnel working in a cytotoxic reconstitution service 
must be rotated regularly.

2.18 COMPOUNDING

(a) Compounding must be done under the direct supervision 
of a pharmacist, except in circumstances where specific 
exemption is granted in terms of the applicable legislation. 

(b) All compounding processes must be in accordance with 
SOPs authorised by a pharmacist.
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maintained in such a way as to:

 (i) be suitable for its intended use;

 (ii) facilitate thorough cleaning when necessary;

 (iii) minimise any contamination of drugs and their con-
tainers; and

 (iv) minimise the risk of confusion or the omission of a 
processing step such as filtration or sterilisation.

 (l) Equipment and utensils must be thoroughly cleaned and, if 
necessary, sterilised and maintained in accordance with 
specific written directions.

(m) Before the commencement of any compounding a check 
must be made to ensure that all apparatus and equipment 
to be used have been cleaned/sterilised.

2.19 PRE-PACKING 

(a) Pre-packing entails the repacking of medicines from bulk 
packs into smaller packs suitable for patient use. It must be 
performed in terms of the provisions of the Medicines Act 
and in accordance with Good Manufacturing and 
Distribution Practices as determined by the MCC as well 
as the standards provided below.

(b) Pre-packing may only be performed by a pharmacist or 
under the supervision of a pharmacist under strictly con-
trolled conditions and according to a clearly designed sys-
tem of quality assurance based on the standards provided 
in this document and the General Regulations published in 
terms of the Medicines Act.

(c) Where tablets are pre-packed they must be manually 
counted and weighed, or electronically counted. Measuring 
by volume is not permitted.

(d) Pre-packing must take place only under the required con-
ditions of temperature and humidity.

(e) A batch numbering system must be used which gives ready 
access to all information required to ascertain the 
ingredient(s) and the procedure(s) used in preparing the 
finished product.

(c) All the necessary requirements must be provided, 
including:

(i) appropriately trained personnel;

(ii) adequate premises and space;

(iii) suitable equipment and services;

(iv) correct materials, containers and labels;

(v) approved procedures (including cleaning proce-
dures); and

(vi) suitable storage and transport.

(d) Procedures must be written in instructional form and be 
applicable to the facilities provided.

(e) Compounding may be done by pharmacy sup-
port personnel registered with Council who 
have the appropriate scope of practice and who 
are competent to perform the procedures con-
cerned.

 (f) Records must be kept during the process which 
demonstrate that all the steps required by the 
defined procedures were taken and that the 
quantity and quality produced were those 
expected.

(g) A system must be in place to recall any batch or product, 
should it be necessary.

(h) High standards of personal cleanliness must be observed by 
all those concerned with the compounding process.

 (i) Hand-washing facilities must be conveniently available to 
the personnel involved.

 (j) Storage areas must provide adequate space and must be 
arranged and equipped to allow dry, clean and orderly 
placement of store materials and products under control-
led conditions of temperature and humidity.

 (k) Equipment used for compounding must be designed and 
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(iv) a complete list of packaging materials required; 
and

(v) the method of packaging as well as the speed of the 
turntable and vibrator where applicable.

(h) a batch number must be assigned to each batch of medi-
cine packed;

(i) a packaging record must be kept for each batch of medi-
cine packed for a period of three years. The following 
details must appear on the packaging record:

(i) the name of the product;

(ii) the strength and dosage form of the product;

(iii) the name of the manufacturer;

(iv) the expiry date;

(v) the manufacturer's batch number;

(vi) the assigned packaging batch number;

(vii) the date of packaging;

(viii) the allocated expiry date; and

(ix) a sample of the label and plastic bag used.

(j) attention must be given to the security of all stored labels, 
plastic bags and pre-printed material to prevent a possible 
mix-up between packaging material;

 (k) any unused, damaged or unacceptable labels or plastic bags 
bearing a particular batch number and packaging date must 
be discarded after annotating the number thereof on the 
packaging record;

2.19.1  MINIMUM STANDARDS FOR PRE-
PACKING

  To comply with the above requirements, 
the following minimum standards must be complied with 
in the packaging of medicines in patient-ready packs:

(a) all pre-packing operations must be confined to a 
separate area intended for such purposes and physically 
partitioned off from all other working areas, with limited 
access;

 (b) the pre-packing area must be effectively lit and ventilated 
with temperature and humidity control facilities. Conditions 
must be such that there is no adverse effect on the product 
or equipment either directly or indirectly;

 (c) all equipment must be kept clean and checked for effi-
ciency and accuracy before each production run;

(d) electronic tablet counters must preferably be 
fitted with dust covers and extractor fans;

(e) the personnel operating the equipment must 
be competent to do so and appropriately regis-
tered with Council (i.e. pharmacist's assist-
ants);

(f) personnel must be adequately protected from 
possible exposure to health hazards (e.g. onco-
lytics, penicillin, etc.);

(g) a master pre-packing document must be compiled for each 
product to be packed, specifying the following:

(i) the name of the product;

(ii) a description of its pharmaceutical form and 
strength;

(iii) the pack size expressed as quantity of product in 
the final container;
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NUTRITION (TPN) CONSULTATION SERVICE

  If a total parenteral nutrition (TPN) consultation service is provid-
ed the following standards are applicable:

(a) intravenous feeding should only be used when nutritional 
support by the gastro-intestinal tract is impossible or inad-
equate;

(b) a multi-disciplinary Nutrition Advisory Team may be 
formed in each hospital to develop policies for nutrition 
support. Prior to initiation of TPN therapy, a member of 
the Nutrition Advisory Team should assess whether TPN is 
appropriate and the adequate base-line laboratory data 
should have been obtained;

(c) parenteral nutrition compounding services form part of the 
range of services available to the Nutritional Advisory 
Team. Specialist knowledge is required for the formulation 
and preparation of TPN solutions and for monitoring TPN 
therapy. Only personnel trained in pharmaceutical aseptic 
technique and registered with Council must prepare such 
solutions (refer Chapter 1);

(d) the Nutrition Advisory Team may comprise clinicians, phar-
macists, nurses and dieticians. Other disciplines may be 
included to reflect local requirements;

(e) the Nutritional Advisory Team must develop policies for:

(i) the indications for TPN therapy;

(ii) the education of personnel involved in TPN therapy;

(iii) the prescribing of TPN therapy;

(iv) the formulation, preparation and administration of 
TPN solutions;

(v) the monitoring of patients receiving TPN therapy; 
and

(vi) the care of central venous catheters.

 (l) the following information must appear on all labels/
plastic bags:

(i) the delegated packaging batch number and/or 
packaging date as required;

(ii) the approved name of the substances where appli-
cable;

(iii) the strength;

(iv) the quantity or volume of medicine;

(v) the expiry date;

(vi) the name and address of the packaging institution; 
and

(vii) any necessary additional information, e.g. storage 
conditions, warnings, etc.

 (m) space on the label must be provided for:

 (i) the directions for use;

 (ii) the name and reference number of the 
patient; and

 (iii) the name and address of the hospital.

(n) containers and packaging material must conform to the 
following requirements:

(i) protecting the product from light and moisture;

(ii) preventing contamination of the product, including 
possible microbial contamination; and

(iii) prevention of product deterioration.

2.20 MINIMUM STANDARDS FOR A TOTAL PARENTERAL 
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ing of the final product and remnants returned from the 
ward.

2.21 MINIMUM STANDARDS FOR THERAPEUTIC 
MEDICINE MONITORING SERVICE

  A therapeutic medicine monitoring service is designed to allow 
adjustment to the dose of a medicine to obtain maximum clinical 
benefit and avoid unnecessary toxicity. This is achieved by the 
measurement of plasma concentrations of a medicine in specific 
conditions coupled with the interpretation of the results obtained. 
If a therapeutic medicine monitoring service is provided the follow-
ing standards are applicable:

(a) the role of the pharmacy, the pathology and, if appropriate, 
the clinical pharmacology departments must be clearly 
defined locally. It is important to promote good relations 
and ensure that equipment is not duplicated and that analy-
sis and the taking of samples is carried out by suitably 
trained people observing health and safety procedures;

 (b) pharmacists must be involved in the interpretation of 
results from medicine assays;

 (c) policies and procedures must include:

 (i) guidance on the types of medicine of which thera-
peutic medicine monitoring has been shown to be 
of value and those medicines where plasma level 
measurements are unnecessary;

 (ii) indications for therapeutic medicine monitoring;

(iii) detailed guidelines on the application of therapeutic 
medicine monitoring to all the medicines for which 
the service is available; and

(iv) guidelines on sampling.

(d) a pharmacokinetic profile form/reporting sheet, must be 
designed and agreed upon by the Pharmacy and 
Therapeutics Committee. Explanatory notes must be pro-
vided on the use of these forms;

(f) prior to initiation of TPN therapy individual patients 
must be assessed by the team to ensure that TPN is 
appropriate and adequate baseline laboratory data has 
been obtained;

(g) the pharmacist must check the TPN prescription for 
the following:

(i) correct route and rate of administration;

(ii) formulation;

(iii) stability and/or compatibility of constituents; and

(iv) interaction with other medicines.

(h) the pharmacist must be responsible for ensuring that the 
dosage calculations are correct and that the mixture will 
not result in any chemical or physical incompatibility;

(i) completed TPN solutions must be inspected, where 
appropriate, for particulate matter before they are issued 
for administration to the patient;

(j) the pharmacist must take an active part in 
monitoring the progress of patients receiving 
TPN therapy including:

 (i) the response to TPN therapy to deter-
mine if it is adequate;

(ii) the detection and/or prevention of com-
plications;

(iii) the adherence to correct IV administra-
tion procedures;

 (iv) that batch control records are complete; 
and

(v) that solutions are protected from light 
during administration when appropriate.

(k) quality control testing must be conducted to monitor TPN 
procedures. The quality assurance programme must be 
designed to evaluate the performance of equipment, per-
sonnel and procedures and include where applicable test-
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CARE SERVICES

  Pharmacists with the necessary competence may provide animal 
health care services in accordance with their scope of practice and 
the services that may be provided in a community or institutional 
pharmacy.

  The following principles must be adhered to:

(a) the consultation room applicable to the animal health care 
service must have a separate entrance from the pharmacy 
entrance;

(b) transmission of infection between animals and from ani-
mals to humans must be avoided;

(c) stringent hygiene must also be followed, which includes the 
provision of necessary advice and equipment when any 
veterinary medicine is sold and applied by an owner;

(d) comprehensive record of the service provided together 
with owners' details must be kept; and

(e) a pharmacist providing an animal health care service must 
advise owners of animals that a veterinarian must be con-
sulted to confirm a diagnosis made by a pharmacist in an 
emergency situation.

2.24 MINIMUM STANDARDS FOR AIDS RESOURCE    
CENTRES IN A PHARMACY

2.24.1 FACILITIES

  Since confidentiality and privacy are essential, a separate consulting 
room may be utilised as the AIDS Resource Centre in a pharmacy. 
The AIDS Resource Centre must have similar equipment to a 
consultation area room for the performance of supplementary 
services (see 1.2.13 of this manual on page 19).

2.24.2 SERVICES THAT MAY BE PERFORMED IN AN AIDS 

(e) results from therapeutic medicine monitoring and 
interpretation of these results must be communicated to 
the clinician by a pharmacist on the approved form to 
become part of the patient's permanent records; and

(f) quality assurance procedures must be introduced to 
ensure that results are consistent and reproducible. This 
should involve participation in rational quality control 
schemes if these are available.

2.22 MINIMUM STANDARDS FOR THE PROVISION OF 
COMPLEMENTARY MEDICINE 

(a) Where complementary medicines are offered for sale, staff 
involved must be trained in the use thereof.

(b) The pharmacy must stock only those complementary 
me dicines which are judged by the pharmacist to be effec-
tive and appropriate for the treatment of stated conditions.

(c) The client must be given appropriate informa-
tion about the use and effectiveness of comple-
mentary medicine sold to them.

(d) The client must be informed of possible adverse 
reactions and drug/drug and drug/food interac-
tions.

(e) Medicines acquired and sold must comply with 
MCC requirements.

  Guidance

  Information about complementary medicine must be suitable for 
the needs of specific groups of clients and must not make claims 
which in the pharmacist's judgement, are misleading or specula-
tive.

2.23 MINIMUM STANDARDS FOR ANIMAL HEALTH 
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 (b) Pharmacists must ensure that patients' rights are main-
tained.

 (c) Pharmacists must ensure that confidentiality is maintained 
throughout treatment.

2.25 REVIEW OF PATIENT’S OVERALL MEDICATION 
REQUIREMENTS

 

  A pharmacist may review a patient's overall medication require-
ments to ensure the effective use of medicine, following a 
diagnosis(es) made by another health care professional, in order to 
maximise therapeutic outcomes.

  A review of the patient's overall medication requirements  involves  
analysing  the  patient's medication record to assess the appropri-
ateness and cost-effectiveness of treatment to ensure rational drug 
use, and to identify possible interactions and adverse drug reac-
tions. It also involves developing a plan of action in collaboration 
with other health care professionals and the patient as well as the 
necessary follow-up. Such a review may involve a consultation with 
the patient. Full records must be kept.

  The responsibility of the pharmacist who provides such a review is 
to care for a patient's medicine-related needs by making sure that all 
of a patient's medicine therapy is appropriate, the most effective 
available, the safest possible and is used as indicated. This is accom-
plished by identifying, resolving and preventing medicine therapy 
problems that could interfere with meeting a patient's medicine 
therapy goals successfully and producing positive patient outcomes.

  It is not necessary to provide an overall review of all patients' 
medication requirements every time they visit a pharmacy. 
Situations that would justify such a review are any of the follow-
ing: 

 

(a) a patient with a new prescription;

(b) patients on chronic therapy, depending on the disease, the 
medicines prescribed, and the patient's needs;

(c) situations where a medicine therapy problem is identified 

RESOURCE CENTRE IN A PHARMACY

(a) Prevention, which could include:

(i) the promotion of safe and healthy sexual behav-
iour;

(ii) the management and control of STIs in accordance 
with guidelines of the Department of Health in this 
regard;

 (iii) the provision of antiretroviral therapy to reduce 
mother-to-child transmission (MTCT) in accord-
ance with the Medicines Act;

 (iv) the provision of appropriate post-exposure proph-
ylaxis in accordance with the Medicines Act and the 
guidelines of the Department of Health in this 
regard; and

 (v) HIV testing and counselling to improve access to 
voluntary testing and counselling.

(b) Treatment, care and support, which could 
include:

 (i) the provision of treatment, care and 
support services, in accordance with 
guidelines of the Department of Health 
in this regard and the provisions of the 
Medicines Act;

(ii) assistance with research, monitoring 
and surveillance; and

(iii) routine surveillance.

(c) Pharmacists must in all instances be adequately trained and 
sufficiently experienced in providing the services con-
cerned.

2.24.3 RESPONSIBILITIES

(a) Pharmacists must ensure that the dignity of the patient is 
maintained.
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(a) demographic data including the patient's name, date of 
birth, gender, height, weight, body weight index, ethnic 
group, address, phone number, health care providers, (for 
example medical practitioners), source of payment, occu-
pation, medical record number (if applicable) and date of 
hospital admission (if applicable);

(b) living arrangements of the patient (for example, who 
lives with the patient, who administers medication);

(c) allergy history, including a description of every food or 
drug reaction, the time of onset, the route of medicine 
administration, and the treatment;

(d) information regarding adverse drug reactions or pre-
dictable side effects from a drug or medicine product; 

(e) descriptions of the family health history of certain dis-
eases, conditions or risk factors for medicine therapy pro-
blems;

(f) special and unique needs such as physical limitations, 
special health care beliefs, language, compliance problems, 
diet and sleeping habits, and exercise;

(g) current medical problem list (both acute and chronic) 
including the patient's current complaints, symptoms, diag-
noses, conditions, illnesses and how each of these prob-
lems is being treated;

(h) complete medicine history, including:

(i) all prescription medicines, non-prescription medi-
cines, medication obtained from friends and family 
members, use of home remedies or traditional 
medicine, vitamins, natural and homeopathic reme-
dies;

(ii) the indication for every medication that the patient is 
taking;

(iii) the person responsible for administering the medica-
tion;

(iv) health beliefs related to medicine use. During the 
initial interview, the pharmacist should determine 

and/or a potential medicine-related problem is anticipated 
to occur in the future; and

(d) the patient has questions regarding his or her medi-
cine therapy, concerns about an adverse drug reaction or 
requests a review of his/her medication.
  
  A patient can request a review of his/her 
medication by asking the pharmacist for help with regard to 
a medicine-related problem. Another health care provider, 
for example, a medical practitioner, nurse, dentist or another 
pharmacist, might refer a patient for a medication review or 

a pharmacist's assistant or another pharmacist dispensing medicine to 
a patient might identify some need for care.

  The review process must be systematic, structured, ongoing and 
documented. It consists of three important steps: 

 

(a) an assessment phase (start care, work-up, assessment) 
where the pharmacist assesses the patient's medicine-
related needs, including the identification of any medicine 
therapy problems that exist, or need to be prevented in 
the future;

(b) the development of a care plan (care plan-
ning, interventions) by the pharmacist and 
patient in consultation with the prescriber (as 
necessary), together with goals of medicine 
therapy and appropriate interventions; and 

(c) a follow-up evaluation to determine the actual 
patient outcomes that have resulted from the 
care provided.

Where a pharmacist performs an overall review of the 
patient's medication, the following standards are appli-
cable:

 
2.25.1 PATIENT INFORMATION/DATABASE 

  Regardless of the practice environment, common information 
should be collected for each patient. The following information 
should be included in a comprehensive pharmaceutical care data-
base:
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patient with the aid of all the information gathered in order to 
ascertain any of the following:

(a) the over-utilisation of medicine (i.e. the use of a medicine 
by a patient in quantities or for durations that are or can be 
regarded as not being in the interests of the patient);

(b) the under-utilisation of medicine (i.e. the use of a medicine 
by a patient in an insufficient quantity to achieve a desired 
therapeutic goal);

 (c) therapeutic duplication of medicine (i.e. the use of two or 
more medicines from the same therapeutic class in such a 
way that the combined daily dose puts the patient at risk of 
an adverse medical result);

 (d) medicine/disease contra-indication (i.e. the potential for or 
the occurrence of an undesirable alteration of the thera-
peutic effect of a given medicine because of the presence 
of a disease condition in the patient or an adverse effect of 
the medicines on the patient's disease conditions);

 (e) adverse medicine interactions (i.e. the potential for or the 
occurrence of an adverse medical effect as a result of the 
patient using two or more medicines together);

(f) incorrect medicine dosage(s);

(g) incorrect duration of medicine treatment;

(h) medicine/allergy interactions (i.e. the significant potential 
for or the occurrence of an allergic reaction as a result of 
medicine therapy);

(i) clinical abuse or misuse of medicine; and

(j) patient adherence/compliance.

 Where a new prescription must be dispensed this must be done in 
accordance with the standards laid down in section 2.7 of this 
manual. 

2.25.3 DEVELOPMENT OF A CARE PLAN (TAKING 
APPROPRIATE ACTIONS)

the cultural issues that might influence the patient's 
compliance, attitudes towards the health care sys-
tem and response to therapy. This profile could 
facilitate an effective pharmacist-patient relationship 
that ultimately results in positive outcomes;

(v) patient's level of understanding of the medication; 
and

(vi) the goals of the medicine therapy and any evidence 
of the patient's response to his or her particular 
medicine therapy.

(i) past medical history, including any surgical procedures, 
hospitalisation and a list of all other medical problems that 
might have an impact on the patient's present and future 
care, medicine therapy problems, incidence of side-effects 
and history of poor response to specific agents or treat-
ments,

(j) social history including, tobacco, caffeine and alcohol use 
(including quantity used and length of use) and any history 
of illicit drug use;

(k) health maintenance information including, 
information on cancer screening, immunisation 
history, history of sexually transmitted diseases, 
etc;

(l) information regarding the review of systems, 
for example vital signs (such as temperature, 
blood pressure and pulse rate), descriptions 
and experiences offered by the patient regard-
ing the medical problems and laboratory infor-
mation (for example, electrolyte concentra-
tions, haemolytic profile, and liver and renal 
function tests).

2.25.2 ASSESSMENT

  During the assessment phase the pharmacist should evaluate the 
patient's medicine therapy including any new prescription of a 
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 (e) common severe side or adverse effects or interactions and 
therapeutic contra-indications that may be encountered, 
including their avoidance, and the action required if they 
occur;

 (f) techniques for self-monitoring medicine therapy;

 (g) proper storage of medicine(s);

 (h) prescription repeat information;

 (i) action to be taken in the event of a dose not being taken; 
and

 (j) any additional information which may be necessary.

  When the patient or the patient's caregiver is present, the pharma-
cist should consult with the patient/caregiver in person. Such a 
consultation should take place in an environment that allows for 
confidential conversation (see section 1.2.13 on page 19). 

 
  The care plan is completed when goals have been set, interven-

tions agreed upon, and responsibilities of the patient and pharma-
cist are accepted. The pharmacist is then able to establish out-
comes to be assessed during follow-up. The last step of the care-
planning process is to schedule a time to conduct a follow-up 
evaluation. 

 
2.25.4 FOLLOW-UP EVALUATION

  The final step in the review process is the follow-up evaluation of 
the patient to determine actual patient outcomes. A follow-up 
evaluation is a patient encounter, either in person or by telephone, 
which allows the pharmacist to collect necessary information to 
determine whether the actions and interventions taken during the 
assessment and care planning have produced positive results. Since 
medicine therapy could produce both positive and negative results, 
a follow-up evaluation is vital. In addition, routine discussions with 
the patient's medical practitioner or other health care professionals 
might also be necessary.

 
  These three steps provide the pharmacist with an organised logical 

mechanism to structure the provision and evaluation of care to 

  Upon recognising any problem/situation as 
described above the pharmacist must  take the appropri-
ate steps which could include the development of a care 
plan to avoid or resolve the problem(s).

  Care plans are developed to define goals, 
determine appropriate interventions and to assess wheth-
er the patient's needs have been met. It also defines 
responsibilities of the patient and pharmacist for three dif-
ferent purposes, to:
 

(a) resolve the medicine therapy problems identified 
during the assessment phase;

(b) meet the goals of the medicine therapy for each of the 
patient's medical conditions, thereby achieving the desired 
outcomes; and

(c) prevent future medicine therapy problems from develop-
ing.

  The pharmacist must consult with the prescriber and/or the 
patient's medical practitioner when it is deemed necessary by the 
pharmacist to resolve a medicine-related problem.

During this step it is also the responsibility of the pharmacist to provide adequate 
advice to the patient to ensure the safe and efficacious use of 
medicines. The patient should receive an unequivocal understand-
ing of the instructions for use, and any distinct characteristics or 
requirements of the medicine.

Counselling should cover matters that will enhance or optimise medicine therapy. 
Counselling of patients or their caregivers should thus include at 
least the following information: 

(a) name and description of the medicine(s) used;

(b) dosage form, dose, route of administration and duration of 
medicine therapy;

 (c) intended use of the medicine(s) and expected action;

 (d) special directions and precautions for preparation, admin-
istration and use by the patient;
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established pregnancy;

 (iii) the time that has elapsed since unprotected inter-
course occurred (less than 72 hours is more likely to 
prevent pregnancy); 

 (iv) whether the patient has been a victim of sexual 
assault.

(b) To assess how likely it is that the woman might be preg-
nant, the following questions could be asked:

(i) Is your period late? How late?

(ii) Was your last period lighter or shorter than normal?

(iii) Was your last period unusual in any other way? and

(iv) At any time before this occasion and since your last 
period, have you had unprotected sexual inter-
course?

 If the woman answers 'yes' to any of these questions, then 
a referral, or a pregnancy test, should be recommended.

 Supply of EPC could, however, be considered for a woman 
who, in addition to this current incident of unprotected 
sexual intercourse, has had within her current cycle previ-
ous incidents of unprotected intercourse since pregnancy 
may not have resulted from these, but could now.

 
 2.26.3 EMERGENCY CONTRACEPTION REGIMENS 

(a) Emergency contraception regimens consist of two doses of 
oral contraceptive tablets.

(b) The first dose is administered within 72 hours of unpro-
tected intercourse. The second dose is taken 12 hours 
later. Studies support the administration of the first dose 
within 72 hours after unprotected intercourse.

(c) Dose: The number of tablets taken depends on the prod-
uct used. 

 (d) The timing of the first dose of medication is critical. The 
regimen becomes completely ineffective by day 6 or 7 
when implantation usually occurs.

patients. The above three steps occur continuously for a 
patient during treatment. The amount and type of work 
required at each step varies with the particular step and 
the specific needs of a patient. Other health care providers 
must be included in the patient care process when their 
input is needed to meet the patient's medicine-related 
needs. A pharmacist providing this service to patients is 
required to maintain the data base as per the standards 
and in addition to create and maintain reports reflecting 
each of the three steps of the pharmaceutical care service 
rendered.

2.26 MINIMUM STANDARDS FOR EMERGENCY 
POSTCOITAL CONTRACEPTION (EPC)

 
2.26.1 INTRODUCTION

  Emergency post-coital contraception (EPC) is often referred to as the 
'morning after pill'. Emergency contraceptive pills are birth control pills 
used in high doses, taken within 72 hours of unprotected sex. The 
EPC will not be effective if the woman is pregnant already, although 
it is not considered to be harmful to the foetus. EPC can alter the 
timing and type of bleeding of the next menstrual period. Bleeding 
may start a little early or a little late, but if it is more than five days late 
then pregnancy is a possibility and further referral is necessary. EPC 
is not as effective as conventional methods of contraception and is not 
recommended for regular use.

Emergency contraception should not be used in patients with a history of blood clots. 
Women with diabetes, liver disease, heart disease, kidney disease, or 
high blood pressure require special consideration.

2.26.2 BEFORE TESTING (PHARMACIST MUST CONSIDER THE 
FOLLOWING BEFORE SUPPLYING EPC) 

(a) The following information must be obtained from the patient 
prior to the supply of EPC to the patient (in addition to that 
required in the course of dispensing a prescription): 

(i) certainty that the patient does not want to become 
pregnant;

 (ii) date of patient's last menstrual period to rule out 
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whether to use the product suggested/supplied;

 (d) requests for EPC should be handled sensitively with due 
regard being given to the customer's right to privacy;

 (e) only in exceptional circumstances should pharmacists sup-
ply the product to a person other than the patient;

 (f) pharmacists should, whenever possible, take reasonable 
measures to inform patients of regular methods of contra-
ception, disease prevention and sources of help;

 (g) to help reduce patient stress and anxiety, it is crucial that 
pharmacists remain supportive and refrain from making 
judgemental comments or indicating disapproval by means of 
body language or facial expressions while discussing EPC; 

(h) supportive pharmacist attitudes, including respect for 
population diversity and patient beliefs, will also improve 
compliance and promote effective patient-pharmacist 
communication if follow-up is needed; 

(i) pharmacists must bear in mind that patients seeking EPC 
may be under stress after unprotected intercourse for 
many reasons which may include:

(i) fear of becoming pregnant; 

(ii) embarrassment at failing to use contraceptives 
effectively; 

(iii) general embarrassment about sexual issues;

(iv) lack of knowledge about EPC;

(v) rape and/or sexual abuse trauma; 

(vi) concern about auto-immune deficiency syndrome 
(AIDS) and sexually transmitted infections (STIs); 

(vii) worry about missing the narrow window of oppor-
tunity for EPC;  and

(viii) a combination of these factors.

(j) pharmacists who do not wish to provide EPC treatment 
for personal reasons should maintain objectivity and remain 
professional when dealing with patients. In this case, 

 (e) The sooner after unprotected intercourse the tab-
lets are taken, the more effective they will be. 

 (f) Generally a total of 0.10 or 0.12mg ethinylestradiol 
and 0.5 or 0.6mg levonorgestrel are taken with each dose. 
Examples of regimens include: 

(i) 2 tablets of Ovral®: each tablet contains 250ug 
d-norgestrel/500 ug ethinylestradiol;

(ii) 2 tablets E-gen-c® each tablet contains levonorg-
estrel 0.25mg ethinylestradiol 0.05mg; and

 (iii) Norlevo® which contains 2 X levonorgestrel 
0,75mg per tablet.

2.26.4 USE OF EPC WHEN BREASTFEEDING

  Small amounts of levonorgestrel may appear in breast milk. While not 
considered harmful, to reduce the amount that the baby might 
ingest, the woman can be advised either to express milk immedi-
ately before taking the EPC or to delay taking the medicine until 
immediately after feeding the baby.

 This approach must be weighed against the need 
to minimise delays in treatment.

2.26.5 PROFESSIONAL AND ETHICAL 
RESPONSIBILITY OF PHARMACISTS 
IN THE PROVISION OF EPC

 Pharmacists must ensure that the following 
standards are observed in the supply of EPC as 
an over-counter-medicine in a pharmacy:

(a) as with all medicines, the pharmacist who supplies EPC 
must have sufficient knowledge of the product to enable 
him/her to make an informed decision when requests for 
EPC are made;

(b) a pharmacist must deal with the request personally and 
decide whether to supply the product or refer the patient 
to another appropriate healthcare professional;

 (c) pharmacists must ensure that all necessary advice and 
information is provided to enable the patient to assess 
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(a) Through the course of counselling, it may become evident 
that a referral is needed to a medical practitioner, repro-
ductive health clinic, etc.

(b) If the EPC product comes with a pregnancy test, it is meant 
to be used to rule out a pregnancy that may have occurred 
since her last menstrual period. 

 (c) The pharmacist should refer to the patient information 
leaflet and ensure that she understands how to use the 
pregnancy test correctly.

 (d) Women must be counselled to take the first dose of EPC 
as soon as it is convenient, keeping in mind the timing of 
the second dose. For example, rather than encouraging the 
patient to take the first dose at 16h00 (with the second 
dose at 04h00), it might be better to suggest that she takes 
the first dose at 19h00. 

 (e) The pharmacist must explain that emergency contracep-
tion does not protect against or treat sexually transmitted 
infections (STIs). If the patient thinks she may have con-
tracted a STI, she will need to see a medical practitioner 
immediately. 

 (f) The pharmacist must remind the patient that EPC is not 
100% effective and will not terminate an established preg-
nancy. If her period does not commence within three 
weeks, she should consider having a pregnancy test. 

 (g) The patient should be advised that her period will probably 
begin on time but may be a few days earlier or later than 
normal. 

 (h) The pharmacist must emphasise that emergency contra-
ception is for emergency use only and that it is less effective 
than other means of birth control if used repeatedly. 

 (i) The patient must be reminded to begin using ongoing con-
traception as soon as she resumes intercourse. She may be 
at high risk of pregnancy following EPC use if ovulation is 
delayed. If her regular method of contraception failed, the 
patient must be counselled on an effective method to use 
if necessary.

 (j) The patient must be supplied with a patient information 

patients must be referred to an alternate source of EPC;

(k) if the patient questions the pharmacist as to why he 
or she will not be providing the product or service person-
ally, the pharmacist should answer in a manner that does 
not make the patient feel uncomfortable;

(l) alternate sources for EPC might include referral to 
one or more pre-arranged options such as: 

(i) another pharmacist in the same pharmacy; 

(ii) another pharmacy in the vicinity; 

(iii) a medical practitioner; and

(vi) a nearby hospital, community health centre, primary 
health care clinic or reproductive health clinic.

2.26.6 CONFIDENTIALITY

  It is important that all pharmacy staff, including pharmacists, pharma-
cist interns, pharmacist's assistants and any staff who may be the

 first contact for the patient be informed of the EPC service available at the phar-
macy. Adequate training of personnel in the pharmacy 
is advocated in the handling of patients seeking these 
services. 

(a) All staff must show sensitivity and ensure confi-
dentiality.

(b) The test should be conducted in a private coun-
selling area. 

(c) In the testing and counselling: 

(i) use non-specific language to refer to sensitive 
terms (e.g. use "the incident" or the "situation" 
rather than saying "unprotected intercourse" or 
"sex"); and

(ii) use a written form to collect key information about 
the patient's situation. 

 2.26.7 PATIENT COUNSELLING 

 2.26.7.1 General principles 
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asked if they have used emergency contraception before, 
and should be counselled accordingly.

(b) EPC is less effective at preventing pregnancy than typical 
use of regular contraceptive methods. Therefore a patient 
presenting repeatedly for emergency contraception should 
be provided with treatment but informed of the high 
cumulative failure rate with repeated use, and provided 
with referrals for ongoing care. 

 2.26.7.5 HIV and Sexually Transmitted Infections (STIs)

(a) Patients must understand that EPC does not protect 
against STIs, including HIV/AIDS, and that use of a condom 
is necessary to protect against these infections.

(b) Patients may be very concerned about possible infection, 
especially in cases of rape. Counselling on this topic is 
essential, with referral for diagnosis and treatment provid-
ed when needed. 

(c) Medical referral may be necessary to screen for infections. 
For this purpose, patients should be advised to schedule a 
follow-up appointment with a medical practitioner or 
reproductive health or sexual health clinic after taking the 
EPC.

(d) If appropriate, the pharmacist should provide information 
(e.g. leaflets) on sexual health and STIs.

 2.26.7.6 Alcohol/drugs

  In some cases the patient may not remember whether penetrative 
sex took place or not. In such cases, it is best to assume that inter-
course occurred and provide emergency contraceptives.

 2.26.7.7 Dealing with children and parents

  Parents often have inaccurate information about their child's con-
traceptive use. Parents may react with anger if they find oral con-
traceptives, condoms, or a product for emergency contraception 
in the child's personal belongings because these indicate a level of 
sexual activity of which they were not aware.

  They may also feel displeased because the child did not first discuss 
the matter with them. Sometimes the provider (e.g. pharmacist, 
nurse) becomes the primary target of the parent's feelings.

leaflet containing instructions, as well as the pharmacy 
phone number. She must be encouraged to call if she has 
any further questions.

 2.26.7.2 Continued contraception

(a) Emergency contraceptives are meant solely for 
emergency use and are not as effective as other birth 
control methods for ongoing contraception. Pharmacists 
should encourage patients to talk to a medical practitioner 
or nurse about using an ongoing contraceptive method to 
prevent pregnancy in the future.

 (b) If the patient does not have a regular health care provider, 
the pharmacist can offer referrals to local providers.

 (c) Women should be told that EPC will not provide continued 
protection against pregnancy for the remainder of the 
menstrual cycle, and be advised about other contraceptive 
measures - including recommending referral where appro-
priate.

 (d) A woman seeking EPC because she has 
missed one or more oral contraceptive 
pills should be advised to continue tak-
ing her pills as normal.

 In addition she should be advised to use 
a barrier method of contraception for 
the next seven days.   

2.26.7.3 Referral

 The woman should be advised to see her doctor or reproductive health clinic for 
a pregnancy test if her next period is more than 
five days late or is unusual in any way or - for 
those taking an oral contraceptive - if there is 
no bleed in the pill-free interval.

 2.26.7.4 Repeated use of emergency contraception

(a) Although experience has shown that very few women 
request emergency contraception repeatedly, mainly 
because of the unpleasant side effects some women expe-
rience while using them. Patients should nonetheless be 
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medicine or substance except for the purpose of dispens-
ing under the direct personal supervision of pharmacist.

2.28 APPROVAL OF TUTORS AND PREMISES FOR 
TRAINING OF PHARMACIST INTERNS AND 
PHARMACIST'S ASSISTANTS

  
 2.28.1 CRITERIA FOR APPROVAL OF TUTORS OF PHARMA-

CIST INTERNS

  Council applies the following criteria in the approval of tutors and 
premises for the training of pharmacist interns:

(a) in terms of the Pharmacy Act, an internship can only be 
undertaken at a pharmacy or institution approved by 
Council; 

(b) the prospective tutor must have had at least three years 
experience as a pharmacist. This requirement may be 
relaxed in circumstances where the prospective tutor or 
organisation submits an acceptable motivation. In such 
cases the prospective tutor must have at least two years 
experience (pharmaceutical community service included);

(c) the prospective tutor must convince the Registrar that he/
she is abreast of professional knowledge in order to main-
tain a high standard of competence relative to his/her activ-
ity;

(d) a pharmacist with a suspended sentence may not act as a 
tutor;

(e) the prospective tutor must demonstrate that sufficient 
activities relating to the scope of practice of pharmacists are 
performed in the pharmacy, in order to ensure sufficient 
exposure of the intern to the practice of the profession;

(f) the approved tutor must practice full-time at the premises 
where the internship will take place; 

(g) pharmacists who practice part-time in a pharmacy (e.g. 5/8 

(a) In such cases pharmacists must first be able to 
address the parent's immediate concerns and provide 
accurate information about contraceptives, and then 
address their questions. In talking with parents, pharma-
cists should keep the following objectives in mind: 

(i) be direct, honest and professional;

(ii) tell parents that you understand their concern; 
and

(iii) inform parents that minors can consent to contra-
ceptive and reproductive health services and it is 
the pharmacist's obligation to provide them.

(b) If the pharmacist becomes aware that a child (any one 
under the age of 16) has been physically harmed, sexually 
abused or sexually exploited by a parent or other person, 
the pharmacist must report these circumstances to the 
appropriate local/provincial authority.

2.27 CONTROL OF SCHE DULE 6 MEDICINES 
OR SUBSTANCES

 

 Control of Schedule 6 medicines or substances 
are of such nature that only persons authorised in 
terms of the Medicine Act have access to these 
substances.

 

(a) schedule 6 medicines or substances must 
be stored in designated places under lock 
and key at all times.

(b) the key must be in personal possession of an authorised 
person responsible for the control of Schedule 6 medicines 
or substances.

(c) a register of schedule 6 medicines or substances must be 
kept and shall be balanced so as to show clearly the quan-
tity of every schedule 6 medicine or substance remaining in 
stock as on the last day of March, June, September and 
December of each year and such balancing shall be com-
pleted within 14 days following each said dates.

(d) a pharmacist's assistant shall not handle any Schedule 6 
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sion of supplementary services;

(iii) the presence of a waiting area which is situated 
near the dispensary;

(iv) the temperature control of both the fridge and/or 
the pharmacy;

 (v) the availability of written Standard Operating 
Procedures;

 (vi) evidence of controlled access of the public to 
scheduled medicines (including Schedule 2 medi-
cines), and compliance with the legal requirements 
for record-keeping;

 (vii) the availability of sufficient literature sources and/or 
electronic access to such information;

 (viii) the availability of appropriate apparatus and equip-
ment;

 (ix) sufficient space in the dispensing area for safe dis-
pensing; and

 (x) the general appearance of the pharmacy;
(c) in the event of the pharmacy moving to new premises or 

changing ownership, the approval of the tutor(s) and phar-
macy lapses. The tutor(s) involved must re-apply for 
approval as a tutor and for the approval of the pharmacy for 
training purposes.

 2.28.3 INTERNSHIP PROGRAMME IN HOSPITAL COMPLEXES 
(PUBLIC SECTOR HOSPITAL COMPLEXES)

  Interns may be allowed to rotate in hospital complexes (i.e. where 
hospitals have been grouped together in health care complexes 
and/or provide health care services in collaboration with commu-
nity health care centres or primary health care clinics) under the 
following conditions:

(a) there must be at least one approved tutor to be responsi-
ble for the effective practical training of the pharmacist 
intern concerned;

(b) facilities (hospital pharmacies) where the intern will be 
rotating must be approved and recorded by Council and 

positions) cannot act as tutors of pharmacist interns; and

(h) if the approved tutor is going to be absent from a 
pharmacy/institution for more than four (4) weeks, the 
training of the intern must be delegated to another phar-
macist for the period of absence of the tutor. The 
approved tutor remains responsible for the training of the 
pharmacist intern, even though delegation has taken 
place. 

  Reasons why a pharmacist may not be 
approved as tutor among others include the following:

 non-participation in Continuing Professional Development;
 incomplete forms e.g. section F to be filled by Commissioner 

of Oath;
 non-payment of evaluation fees;
 erasure from register;
 pharmacist who practice part-time in a pharmacy; and
 pharmacist with a suspended sentence.

2.28.2 CRITERIA FOR APPROVAL OF PREMIS-
ES

 The following are considered in the evaluation of 
an application for approval of a pharmacy for 
purposes of training:

  

(a) whether sufficient activities relating to 
the scope of practice of pharmacists are 
performed in the pharmacy, in order to 
ensure sufficient exposure of the intern 
to the profession;

(b) compliance with the requirements of good pharmacy prac-
tice:

(i) the presence of a private and semi-private counsel-
ling area(s) where one of the key functions of the 
pharmacist, namely the provision of advice on the 
safe and correct use of medicines, can be carried 
out;

(ii) the presence of a consultation room for the provi-
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2.30.1 INTRODUCTION

  In terms of the National Health Act, 61 of 2003 all information 
concerning patients, including information relating to his/her health 
status, treatment or stay in a health establishment is confidential.

  Patient information is generally held under legal and ethical obliga-
tions of confidentiality. Information provided in confidence must 
not be used or disclosed in a form that might identify a patient 
without his or her consent. The exception to the above is con-
tained in the Rules relating to code of conduct for pharmacists and 
other persons registered in terms of the Pharmacy Act, 53 of 1974.

(a) Confidential information is defined as information accessed 
or maintained by the pharmacy, which contains personally 
identifiable information that could be used to identify the 
patient. This information may relate to but is not limited 
to:

(i) the patient’s name, address, telephone number, 
identity number and/or any other identifying 
number;  

(ii) the name, address and details of a prescriber; and 

(iii) medicines  (i.e. prescription and/or non-prescrip-
tion medicines) or medical devices, prescribed, 
dispensed, sold and/or supplied to the patient 
including information such as therapeutic effect, 
diagnosis, allergies, disease state, pharmaceutical 
services rendered, medical information, and drug 
interactions.

(b) Confidential documents relating to patient information 
refers to personally identifiable data about an individual 
patient and such data is not generally considered to be 
public knowledge. Confidential documents relating to 
patient information includes but is not limited to the fol-
lowing documents:

(i) Labels;
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each facility must have a pharmacist to supervise the 
internship;

(c) the facility (hospital pharmacy) where such rotation 
would take place for purposes of practical training, the 
period(s) that such services would be provided, as well as 
the name of the pharmacist under whose supervision the 
intern would work, must be clearly indicated/described in 
the contract to be approved by Council before the intern-
ship commences;

(d) the rotation must be for purposes of practical train-
ing only;

(e) community Service Pharmacists may be used to supervise 
training of an intern where rotation takes place; and

(f) (See section 2.28.1(h) on the delegation of training by an 
approved tutor).

  An approved tutor may not delegate his supervisory responsibili-
ties to the Community Service Pharmacist.

 

2.29 PRODUCTS WHICH MAY NOT BE SOLD 
IN A PHARMACY

 The following may not be sold in the pharmacy:

(a) arms and ammunition;

(b) fireworks;

(c) tobacco, snuff, cigarettes and tabacco relat-
ed products;

 (d) liquor, except when meant for medicinal 
purposes; and

 (e) lotto tickets. 

2.30 MINIMUM STANDARDS REGARDING MAINTENANCE 
AND DISPOSAL OF CONFIDENTIAL INFORMATION 
RELATING TO PATIENTS
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mation contained in records and prescriptions for medi-
cine, any system or computer utilised must have adequate 
security, including system safeguards designed to prevent 
and detect unauthorised access, modification, or manipula-
tion of patient records and prescriptions.  

2.30.3.2 Computer records

(a) All computer records in the pharmacy must be secure. Any 
system used must be capable of restricting access. Suitable 
passwords, Personal Identification Number (PIN) or other 
restricted access systems must be in place. 

(b) PIN numbers or passwords should be changed at regular 
intervals (for example if a member of staff terminates 
employment at the pharmacy). The level of access that 
various members of the pharmacy team have to a patient’s 
records should be appropriate to their duties. For exam-
ple, a member of staff who is responsible only for ordering 
stock will not need access to patient medication records.

(c) Computers must be situated so that data cannot be seen 
intentionally, or by accident, by those who are not author-
ised to have access to it.

(d) Access to the database must be restricted at all times. In 
particular, it is important to ensure proper control over 
computer media such as flash sticks, compact disks and 
backup copies that may contain copies of medication 
records that are also maintained in paper files.

(e) The responsible pharmacist must ensure that third parties 
such as software vendors, manufacturers, medical schemes 
and managed healthcare companies do not have access to 
the database without their authorisation. Disclosure of any 
patient’s information must be within the legal and ethical 
obligations of confidentiality.

(ii) Prescriptions; 

(iii) Prescription records and registers;

(iv) Patient medication records;

(v) Patient medical records; and

(vi) Records relating to screening tests performed.

2.30.2 PURPOSE

  The purpose of this standard is to ensure that a patient's records 
are maintained and disposed of in a confidential manner.

2.30.3 GENERAL CONSIDERATIONS

(a) In order to protect personal information from improper 
disclosure and potential misuse, the responsible pharmacist 
of the pharmacy must take the necessary action to prevent 
the acquisition and misuse of personal information relating 
to patients.

(b) The responsible pharmacist must ensure 
that there are policies and procedures 
in place in the pharmacy to protect 
documents relating to patient informa-
tion from any unauthorised disclosure 
and use, whether or not it results from 
disposal. At a minimum, this means 
restricting access to documents relating 
to patient information to staff whose 
responsibilities do not require them to 
have this information i.e. persons who 
are not registered with council. 

2.30.3.1 Maintenance of the patient's records

(a) Any information stored about a patient must be pertinent, 
accurate and up-to-date. 

(b) To maintain the integrity and confidentiality of patient infor-
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(i) shred the entire record;

(ii) erase the personal information contained in the 
record;  

(iii) modify the record to make personal information 
contained in it unreadable; and 

(iv) take action to ensure that no unauthorised person 
will have access to the personal information con-
tained in the record from the time it is disposed of 
until the time it is ultimately destroyed. 

2.31 INFORMATION RELATING TO COMPLIANCE WITH 
GOOD PHARMACY PRACTICE TO BE SUBMITTED IN 
SUPPORT OF AN APPLICATION FOR A LICENCE 
FOR A PHARMACY PREMISES

  The following information must be submitted to Council as proof of 
compliance with Good Pharmacy Practice for purposes of recom-
mendations made by Council to the Department of Health for the 
issuing of a licence by the Director-General for a premises wherein 
or from which the business of a pharmacy shall be carried out in 
terms of the Regulations relating to the ownership and licensing of 
pharmacies published in terms of the Pharmacy Act 53 of 1974 as 
amended:

2.31.1 SUPPORTING DOCUMENTATION

CRITERIA Yes No

(f) The responsible pharmacist must ensure that information 
given to software vendors and manufacturers concerning 
medicine usage does not contain personally identifiable 
data about an individual patient. Information given to soft-
ware vendors and manufacturers must be anonymised i.e. 
the identity of the individual who is the subject of that 
information cannot be traced back to him/her or ascer-
tained from the information.

2.30.3.3 Disposal of the patient’s records

(a) Disposal of patient records is defined as the day-to-day 
discarding of duplicate, extra or obsolete reports, which 
contain personally identifiable information that could be 
used to identify the patient. The records include but are 
not limited to items such as labels, prescriptions, prescrip-
tion records and registers, patient medication records, 
patient medical records and records relating to screening 
tests performed.

(b) Destruction of patient records is defined as the 
systematic permanent disposal of patient’s 
records that have been maintained for the pre-
scribed retention period. The purpose of dis-
posal or destruction is to permanently remove 
records from active use, with no possibility of 
reconstructing the information contained in 
them, while maintaining the confidentiality of 
the information they may contain. 

(c) Disposal of any materials containing or including patient-
specific or confidential information must be conducted in 
such a manner as to preserve patient confidentiality. 
Disposing may involve shredding documentation, or alter-
natively placing it in confidential waste or deleting the 
information by way of a permanent marker.

(d) The following steps must be followed prior to disposing of 
confidential documents:

Copyright © 2010  The South African Pharmacy Council. All rights reserved

Chapter 2
Page 187

Chapter 2
Page 186 Copyright © 2008  The South African Pharmacy Council. All rights reserved



GOOD PHARMACY PRACTICE IN SOUTH AFRICA GOOD PHARMACY PRACTICE IN SOUTH AFRICA

CRITERIA Yes No

1. The size of the premises.

2. The size of the dispensary.

3. All entrances and exits of the pharmacy.

4. All entrances to the enclosed areas in the phar-
macy e.g. admin office, manager’s office, dispen-
sary, kitchen, private area and consultation area. 

5. A separate facility for washing hands.

6. A separate facility for compounding of extempora-
neous preparations and cleaning of equipment.

7. Sufficient and adequate lighting.

8. A suitable waiting area.

9. A fridge for heat sensitive pharmaceuticals and 
vaccines.

CRITERIA Yes No

10. A suitable separate private room for private 
consultation of patients.

11. A suitable consultation area for the provision of 
screening and monitoring tests, where applicable.

12. All Scheduled medicines to be stored/displayed 
inaccessible to the public.

1. A letter of appointment for the responsible phar-
macist. NB: No pharmacist may be the 
responsible pharmacist for more than one 
pharmacy.

2. A letter of acceptance of the above appointment.

3. Copy of the site plan of the building indicating the 
location of the pharmacy premises in relation to 
adjoining or surrounding businesses and access to 
and from the premises.

4. Copy of the professionally drawn floor plan indi-
cating the actual layout of the pharmacy premises 
drawn to scale with exact measurements. 

5.  Signed affidavit regarding eligibility, ownership and 
compliance with standards (must be signed by sole 
proprietor, all partners of the partnership, all 
members of the Close Corporation, all sharehold-
ers of a Private Company and all Directors of a 
Public Company.

CRITERIA Yes No

6. In case of a Close Corporation the latest CK2 (as 
approved).

7. In case of a company a copy of the Certificate of 
Incorporation (Change of name if applicable) and 
the latest CM29.

8. If applicable, schedules from the auditors certifying 
the names of the directors and shareholders.

9. A bank guaranteed cheque or proof of payment of 
the licence application fee made payable to the 
SAPC.

2.31.2 FLOOR PLAN

  The following information must be clearly indicated in the submitted 
copy of the professionally drawn floor plan indicating the actual lay-
out of the pharmacy premises drawn to scale with exact measure-
ments:

CRITERIA Yes No

1. The use of the same or a similar name, including a 
name that sounds similar but is spelt differently, as 
that of another pharmacy if such pharmacies do 
not have the same owner.

2. Any name which is likely to be considered offensive.
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CRITERIA Yes No

3. A name that is calculated to suggest that the phar-
macy in question is superior to another pharmacy 
or pharmacies.

4. A name which creates the impression that medicines 
are being sold at discounted prices.

5. A name which may be misleading to the public.

6. A name that is not associated with or does not 
belong to the pharmacy concerned.

7. A name that is calculated to suggest that the pro-
fessional skills or ability or facilities for the render-
ing and supply of services which form part of the 
scope of practice of a pharmacist are superior or 
better than those of other pharmacies or pharma-
cists.

8. A name that is calculated to suggest that a phar-
macy is associated with, belongs to or is in any way 
connected with a body corporate, firm or busi-
ness, when not owned or part owned by that 
body corporate, firm or business.

9. Any name which is in contravention to the 
Pharmacy Act 53 of 1974.

 2.31.4 GENERAL 

  The application must be signed and certified in the presence of a 
Commissioner of Oaths. 

CHAPTER 3

13. A dispensing counter for prescriptions and phar-
macist initiated prescriptions (OTC), with a suitable 
semi private area for each point where dispensing 
of medicine to the patient or the patient’s agent/
caregiver occurs ; the dimensions of the dispensing 
counter and semi private area are to be indicated 
on the floor plan and are to comply with the follow-
ing requirements:
(i) Height of partitioning of the semi private area 

from floor – 1800mm 
(ii) Dispensing point: 600mm deep - 900mm wide
(iii) 400mm from edge of the counter 

NB: If a counter for pharmacist initiated prescriptions 
(OTC) is separate from the prescription counter, 
the above criteria apply to both counters.

 2.31.3 TRADING TITLES 

  The following criteria will be applied by Council in considering applica-
tions for the  use of a title, trading title, name, description, brand name 
or logo (referred to as the “name”) used with respect to a community 
or an institutional pharmacy situated in a private or a public health 
facility in terms of Section 35A(c) of the Pharmacy Act 53 of 1974. 
Council shall regard the use of following names as unacceptable:

PROFESSIONAL STANDARDS FOR PHARMACY 
HUMAN RESOURCES

MINIMUM STANDARDS FOR HUMAN RESOURCES
IN PHARMACY 
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3.1 SCOPE OF PRACTICE OF PHARMACY PERSONNEL

  The scope of practice of the various categories of persons who may 
practise in a pharmacy is prescribed in the Regulations relating to the 
practice of pharmacy published in terms of the Pharmacy Act. Anyone 
who performs any of the functions prescribed must be registered 
with Council. The relevant regulations are included in Annexure 
A.

3.2 RECOMMENDED STANDARDS REGARDING STAFF 
SELECTION, APPRAISAL AND TRAINING

  The selection and management of staff are directed towards pro-
viding quality of service and meeting the objectives of the phar-
macy practice. Staff selection, appraisals and training must be per-
formed in accordance with the provisions of the applicable legisla-
tion, e.g. the Labour Relations Act, 66 of 1995.

3.2.1 STAFF SELECTION

  Staff recruitment is an objective process, which leads to the 
employment of staff who are suitable for the specifications of the 
position.

(a)  The responsible pharmacist should ensure that written job 
descriptions are prepared for all staff and that all staff are 
acquainted with their job descriptions and responsibilities.

(b) All staff must be appropriately qualified, competent and fit 
to work in the pharmacy.
(c)  all staff should receive appropriate training, infor-

mation and orientation when newly appointed to a 
position in the pharmacy.

(d) the requirements of the Pharmacy Act and the 
Medicines Act with respect to persons handling 
medicines and related products must be observed.

(e)  the provisions of the Employment Equity Act and 

other legislation relating to human resources must 
be incorporated in the pharmacy's staff selection 
and employment policies.

(f) staff selection and placement policies should note the impor-
tance of assessing the individual's capability to perform a job. 
Some positions require particular standards of hygiene, place 
significant physical demands on the individual, or preclude 
sensitive infection tolerances. The maintenance of the indi-
vidual's capability to perform a job is equally important.

3.2.2  STAFF APPRAISAL AND DEVELOPMENT

  An ongoing staff appraisal and development process should be 
established which contributes to the maintenance of well-trained, 
motiva ted and loyal staff.

(a)  The responsible pharmacist should set performance objec-
tives at least annually, in consultation with each staff mem-
ber. Performance is monitored and evaluated against the 
job descriptions and established objectives. Results should 
be discussed with the staff member and clearly document-
ed on their personal record.

(b)  Personnel records containing professional and personal 
information which is essential for carrying out their job 
responsibilities, should be maintained for each staff mem-
ber. They are stored in a manner which preserves confi-
dentiality.

(c)  The establishment of high standards in the provision of 
service should be a significant factor in appraising a staff 
member's performance.

(d)  Staff members should be involved in the appraisal of their 
performance and the extent of their involvement should be 
documented.

(e)  Performance appraisal should assist pharmacy management 
in identifying a staff member's training needs.

(f)  If performance is considered inadequate, the factors leading 
to the judgement should be documented and placed on the 
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individual's personal record along with the details of an 
agreed strategy to improve and evaluate performance.

(g)  Rewards for performance should reflect the outcome of the 
individual's performance.

(h)  Staff should be encouraged to participate in the activities of 
their professional bodies, particularly in those which will 
further the development of their professional skills.

3.2.3  STAFF TRAINING

  Training should be sufficient to enable staff to provide a compre-
hensive and effective pharmaceutical service.

(a)  The pharmacy should maintain a staff development pro-
gramme and training plan which ensure that staff are prop-
erly trained, relevant to their identified needs and to the 
current and the future work plans of the pharmacy.

(b)  All staff should continually review their level of professional 
knowledge and expertise. They should document an appro-
priate self-development plan.

(c) Qualifications must be kept current while staff are working 
in the pharmacy.

(d) Where a staff member is required to show proof of continu-
ing competency, an appropriate education programme 
should be established, documented and pursued for the 
individual concerned.
(e)  A sufficient number of staff should be trained in 

simple health emergency procedures to enable the 
provision of advice or treatment when the phar-
macy is open to the public.

(f)  When training for pharmacy students, pharmacist 
interns, and/or pharmacist's assistants is provided, 
there must be a sufficient number of experienced 
pharmacists to supervise training.

(g)  Appropriate staff members should be encouraged 
to participate in inter-professional activities which 
will further the practice of pharmacy and will assist 
in the provision of better patient care. 

3.3 LEGISLATIVE REQUIREMENTS REGARDING THE 
TRAINING OF PHARMACIST INTERNS AND 
PHARMACIST'S ASSISTANTS

  Pharmacists responsible for the practical training of a pharmacist 
intern or pharmacist's assistant must comply with the necessary 
duties and responsibilities.

3.3.1 PHARMACIST INTERNS/PRE-REGISTRATION EXPERIENCE

(a) The purpose of the pharmacist internship/pre-registration 
experience is to enable the pharmacist intern to apply in 
practice his/her theoretical knowledge and also to gain 
practical experience.

(b) The pharmacist internship/pre-registration experience 
extends over a period of at least twelve (12) months in 
accordance with the structured practical training pro-
gramme of Council.

(c) A Pre-Registration Evaluation, based on the competencies 
necessary in the practice environment, must be passed by 
the pharmacist intern prior to the end of the internship/
pre-registration experience before registration as a phar-
macist for purposes of performing community service can 
take place.

3.3.1.1 Objectives of the internship

  During the completion of the pharmacist internship the pharmacist 
intern must be exposed to the following:

(a) obtaining knowledge and expertise in the conducting of a 
patient-orientated health service;

(b) developing communication with patients and other mem-
bers of the health care team, in order to render a compre-
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hensive pharmaceutical service;

(c) practical application of legal and ethical aspects of 
professional practice; and

(d) obtaining knowledge with regard to the general 
aspects of health care, with particular emphasis on the 
South African situation and the role of the pharmacist in 
the promotion of health and prevention of illness.

3.3.1.2 Pre-requisites for training

(a) The internship year is regulated by the following:

(i) may only be undertaken at pharmacies which con-
form with the minimum requirements as deter-
mined by Council;

(ii) must be conducted by tutors who have been 
approved by Council to act as such. Such a tutor 
must be a person of experience who, by virtue of 
such experience, is in a position to conduct the 
training of the pharmacist intern at the level as laid 
down by Council; and

(iii) must be conducted in accordance with a practical 
programme laid down by Council. 

(b) Both the pharmacy and the prospective tutor must be 
approved for the purposes of training.

(c) Progress reports must be submitted at 
the stipulated intervals.

3.3.2 PHARMACIST'S ASSISTANTS

(a) Pharmacist's assistants are legally 
allowed to perform certain functions 
under the supervision of pharmacists.

(b) The pharmacist must supervise and 
monitor tasks delegated to support staff. 

Arrangements must ensure that an inter-
vention by the pharmacist can be made 
at an appropriate level when necessary.

(c) The pharmacist must ensure that all pharmacy  staff have 
current competence for the tasks they undertake.

3.3.2.1  Pre-requisites for training

  The tutor pharmacist must conduct the training in the in-service 
training component and must also, when applying to act as a tutor, 
give an undertaking that he/she will assume responsibility for assist-
ing the pharmacist's assistant (learner basic) or (learner post-basic) 
in his/her study of the theoretical component of the programme. 

3.4 MINIMUM STANDARDS FOR PHARMACEUTICAL 
HUMAN RESOURCE DEVELOPMENT

3.4.1 STANDARDS FOR CONTINUING PROFESSIONAL 
DEVELOPMENT OF PHARMACEUTICAL PERSONNEL

  Minimum standards regarding the professional development of 
pharmacists can be found in the Code of Conduct.

3.4.1.1 Competency 

(a) Each pharmacy must have a responsible pharmacist who 
has appropriate knowledge and experience of the practice 
of pharmacy and who assumes professional responsibility 
for the conduct of that pharmacy.

(b) Pharmacists and pharmacy support personnel must receive 
sufficient education and training to enable them to provide 
competently the professional services being offered.

(c) Possession of a qualification, either as a pharmacist or phar-
macist's assistant, should not automatically be assumed to 
confer ability on an individual to carry out all functions in a 
pharmacy. Additional in-service training will often be 
required in specific/certain areas.

(d) The pharmacist must remain informed (scientifically and 
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legally) and maintain a level of competence sufficient to 
provide the professional services effectively and efficient-
ly.

(e) Continuing professional development is a profes-
sional obligation.

(f) Continuing education and training will include attend-
ing courses, symposia, congresses, scientific and profes-
sional meetings, participating in distance learning, work-
place learning experience and reading scientific journals 
and reviews.

(g) Professional learning or training activities which are of rel-
evance to pharmacy practice must be recorded so that the 
pharmacist's portfolio of learning activities is kept up to 
date on a permanent basis.

(h) A pharmacist must ensure that any services provided, com-
ply with standards and guidelines issued by Council or 
other appropriate bodies.

(i) A practising pharmacist is the trainer of choice for other 
pharmacists on professional matters. This does not pre-
clude the use of persons from other professions where 
their expertise is relevant to the training objective.

(j) A responsible pharmacist has the responsibility to assess the 
educational needs of all pharmaceutical staff. Training should 
relate to the work to be undertaken by the individual.

(k) The responsibilities of the pharmacist and the personnel 
working in a pharmacy must be clearly defined.

3.4.1.2 Self-assessment (self-audit)

 A pharmacist must continually review his/her 
level of professional knowledge and expertise 
by self-assessment, and continuously update 
his/her knowledge.

3.4.1.3 Legislative changes 

 In addition to keeping abreast of pharmaceuti-
cal matters, it is the pharmacist's duty to be 
aware of and implement as soon as possible 

legislative changes, which affect pharmacy.

3.4.1.4 New services

  The pharmacist who provides a new service must acquire the 
necessary expertise to provide a competent service to a safe 
standard, and must ensure that the relevant staff are also compe-
tent to perform their duties to a high standard.

3.4.1.5 Other health care professionals

  Pharmacists should play an active role in the education of clinicians, 
nurses and other health care professionals in all matters relating to 
the safe and effective use of medicines.

3.5 PROFESSIONAL INDEMNITY
 

  Any person registered with the South African Pharmacy Council 
who performs one or more of the functions relating to the scope 
of practice of the category in which he/she is registered must be 
covered by his/her own indemnity insurance.

3.6 MINIMUM STANDARDS FOR “LOCUM”/RELIEF 
PHARMACISTS
(a) The qualifications and registration status of locum pharma-

cists must be checked and displayed to ensure patients' 
safety.

(b) Locum pharmacists must have the necessary information 
to ensure the smooth running of the pharmacy. Written 
information must therefore exist to enable locum pharma-
cists to locate key Standard Operating Procedures.

(c) Basic operational information must be available to locum 
pharmacists. This information must include the following:

(i) computer instructions (as applicable);

(ii) names, addresses and telephone numbers of key 
staff;

(iii) list of medical practitioners with telephone num-
bers;
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(iv) plan of the pharmacy;

(v) copies of all Standard Operating Procedures,

(vi) ordering systems and wholesalers used;

(vii) instructions on use of alarm system (as applicable);

(viii) cash register instructions and cashing up procedure 
(as applicable);

(ix) emergency contact numbers;

(x) collection and delivery service details;

(xi) list of outstanding work;

(xii) local map; and

(xiii) smoking policy.

3.7 MINIMUM STANDARDS FOR THE MANAGEMENT 
OF HUMAN RESOURCES IN WHOLESALE  AND 
MANUFACTURING PHARMACIES 

3.7.1 GENERAL

  The management of human resources is of major importance in 
the assurance of good wholesale,  distribution and manufacturing 
practices. Minimum standards for pharmacy human resources 
development are provided in Section 3.2 of the manual. The fol-
lowing standards relate more specifically to wholesale and manu-
facturing pharmacies:

(a) wholesale and manufacturing pharmacies must 
have an adequate number of appropriately 
trained personnel to perform the required 
functions;

  
(b) key supervisory and control personnel involved 

in the storage and distribution of medicine and 
scheduled substances must possess the neces-
sary knowledge, experience, professional quali-

fications and authority to perform their duties 
efficiently;

(c) every wholesale and manufacturing pharmacy must have a 
responsible pharmacist, who must comply with the author-
ities, duties and responsibilities as prescribed in terms of 
the Pharmacy Act; 

(d) the pharmacy must subject to such conditions as may be 
prescribed at all times be conducted under the continuous 
personal supervision of a pharmacist;

(e) a pharmacist must be appointed in each area where the 
need exists to sign off certain procedures;

(f) every wholesale and manufacturing pharmacy must have 
an organisational chart and written job descriptions for all 
the personnel; and

(g) the authority of the responsible pharmacist, must be such 
that decisions relating to quality assurance and compliance 
with the Pharmacy Act remain his/hers and can only be 
altered by agreement with the said pharmacist(s).

3.7.2 PHARMACY SUPPORT PERSONNEL

  All pharmacy support personnel employed by wholesale and 
manufacturing pharmacies who perform functions which fall within 
the scope of practice of pharmacist's assistants and whose func-
tions include the direct handling of medicine, must receive the 
prescribed in-service training and be registered with Council as 
pharmacist's assistants.

3.7.3 RESPONSIBLE PHARMACIST

(a) The responsible pharmacist of a wholesale and manufac-
turing pharmacy must have expert knowledge with regard 
to the wholesale distribution of medicine and scheduled 
substances.

(b) The responsible pharmacist is responsible for safe-guarding 
product users against potential hazards arising from poor 
distribution practices - as a result of, for example, purchas-
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ing suspect products, poor storage or failure to establish 
the bona fides of purchasers.

(c) The responsible pharmacist must ensure that the 
conditions of the wholesale and manufacturing pharmacy's 
licence are met and that there is compliance with the 
standards and guidelines on pharmacy practice.

3.7.3.1 Duties and responsibilities of the 
responsible pharmacist

  Refer to Annexure A of the manual for 
the duties and responsibilities of the responsible pharmacist. In 
addition, the responsible pharmacist of a wholesale or distribution 
pharmacy must:

(a) have a direct line of communication with and be part of 
management;

(b) have access to all areas, sites, stores and records which 
relate to the activities being performed;

(c) regularly review and monitor all such areas, sites, etc. or 
have delegated arrangements whereby he/she receives 
written reports that such actions have been carried out on 
his/her behalf;

(d) keep appropriate records relating to the discharge of his/
her responsibilities; and

(e) ensure the physical security of the stock or have written 
assurance from the manager responsible for security that 
administrative and physical security systems are in place 
and are adhered to by all personnel.

3.7.4 TRAINING

(a) Wholesale and manufacturing pharma-
cies must provide training for all per-
sonnel whose activities could affect the 
quality of the product.

(b) All newly recruited personnel must 
receive orientation regarding the organ-

isation and specific training appropriate 
to the duties assigned to them.

(c) Personnel working in areas where contamination is a haz-
ard, e.g. 
a r e a s 
w h e r e 

toxic substances are handled, must be given specific train-

ing.

(d) Ongoing training should be provided to all personnel and 
the practical effectiveness thereof should be assessed peri-
odically.

(e) Records of training must be kept.

3.7.5. HYGIENE

(a) Detailed programmes relating to hygiene must be estab-
lished and adapted to the different needs within the whole-
sale, distribution and manufacturing pharmacy. They must 
include procedures relating to the health, hygiene practices 
and clothing of personnel.

(b) Steps must be taken to ensure as far as is practicable that 
no person affected by an infectious disease or having open 
lesions on an exposed surface of the body is engaged in the 
handling of medicine or scheduled substances.

(c) Eating, drinking, chewing or smoking in the pharmacy, or 
the storage of food, drink, smoking materials or personal 
medication in the storage areas must be prohibited. In 
general, any unhygienic practice within the facility where 
medicine or scheduled substances might be adversely 
affected, must be forbidden.

(d) Personnel must be instructed to use the hand-washing 
facilities regularly.
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CHAPTER 4

4.1 INTRODUCTION 

  Sound management structures and clearly 
defined responsibilities must be defined for pharmacy 
administration and management. A sound management 

structure should be established to ensure the efficient provision of 
services. The structure should reflect the requirements of various 
stakeholders, the organisational needs of the company/organisa-
tion and the range and level of activity within the pharmaceutical 
service. Lines of professional and managerial accountability must 
be established and be subject to regular review. 

(a) A pharmacist employed in administrative, management or 
advisory positions must have a clearly defined role and 
responsibility.

(b) The responsible pharmacist must ensure that there are 
sufficient pharmacists and pharmacy support personnel to 
undertake the pharmaceutical services provided by the 
institution or pharmacy concerned.

4.2 MINIMUM STANDARDS FOR PHARMACY 
ADMINISTRATION AND MANAGEMENT

  The intent of these standards is to have the pharmacy organised in 
such a way that its services and processes contribute to the highest 
quality of pharmaceutical care. The pharmacy plans the develop-
ment and implementation of its goals and evaluates its effectiveness 
in achieving them.

4.2.1  PHARMACY MANAGEMENT

(a) The responsible pharmacist must dem-
onstrate a high standard of professional-

ism and a commitment to quality devel-
opment.

(b) The management structure of the phar-
macy should be documented with a clear 
allocation of duties and responsibilities 
established and properly recorded.

(c) The responsible pharmacist must ensure that all regulations 
covering the operations of the pharmacy are complied 
with.

(d) The pharmacy operation must comply with all relevant 
legislation rules, regulations, codes, standards and guide-
lines of the South African Pharmacy Council.

(e) The responsible pharmacist must review his or her level of 
professional knowledge and expertise continually and 
document an appropriate self-development plan.

(f) The responsible pharmacist must participate regularly in 
continuing professional development programmes.

(g) The extent and content of any documentation of pharmacy 
structures and processes will vary with the size and com-
plexity of the pharmacy operation.

(h) Quality service will be best achieved if all pharmacy staff 
are aware of the total commitment of the pharmacy owner 
and the responsible pharmacist to quality improvement.

(i) A collection of all legislation and guidelines relevant to the 
pharmacy must be maintained in a current state and be 
accessible by all pharmacy staff.

(j) Procedures must exist to ensure that pharmacy staff are 
informed of any changes to legislation or other relevant 
codes or regulations.

(k) Documented procedures must be in place to ensure that 
pharmacy staff are aware of relevant legislation, and apply 
this to the handling, sale and required record keeping of 
medicines available for sale in the pharmacy.

Chapter 4
Page 205

Chapter 4
Page 204



GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

4.2.1.1  Pharmacy Planning

  The pharmacy, having established its mis-
sion and/or purposes should engage in ongoing planning to 
achieve its strategic objectives.

(a) The pharmacy's mission statement and/or statement 
of purposes should be documented, regularly reviewed 
and understood by all staff.

(b) Business and quality objectives should be established, 
documented and form the basis of the pharmacy business 

plan. The objectives and plan should be reviewed at least 
annually.

(c) Contracts should be established between the pharmacy 
and the health care provider being served which specify 
the terms of the relationship and the services provided.

(d) The responsible pharmacist must be responsible for the 
preparation of the mission statement and/or statement of 
purpose, the pharmacy strategic plan, contracts for the 
supply of services and the pharmacy's client profile and cli-
ent expectations.

(e) The mission statement and/or purpose statement should 
encapsulate the basic purpose of the pharmacy and include 
the vision, values and principles being followed in the phar-
macy. It must encompass the services being offered, by 
whom the services are provided, the clients and the phar-
macy's intended impact on the community.

(f) The pharmacy's mission should be consistent with the prin-
ciples of pharmaceutical care and the quality requirements 
of the appropriate health care purchasers.

(g)  Through the planning process, the pharmacy staff should 
evaluate its mission and/or purposes. It should decide how 
these are to be met and assess progress, if necessary revis-
ing its goals, objectives, products and services.

(h) A suitable planning process will allow for input 
from staff, clients and other groups or organisa-
tions involved with the pharmacy.

(i) The planning process will incorporate research 
on pharmacy effectiveness, patient outcomes, 
demographics and other relevant areas.

4.2.2 QUALITY STANDARDS FOR 
PHARMACY

 The pharmacy's quality objectives should reflect 
the need for both the provision of customer-
focused services and the continuous improve-
ment of quality.

  The planning process will identify the human, financial and physical 
resources required for the pharmacy. This will influence the acqui-
sition of resources and their allocation.

4.2.2.1  Quality Management

  The pharmacy provides high quality service to its clients. Its man-
agement pursues continuous improvement in service quality 
through its assessment and improvement efforts. The process of 
quality improvement should include monitoring the activity, assess-
ing how well the activity is being carried out, establishing the areas 
where improvement is possible, taking action aimed at achieving 
improvement, evaluating the effectiveness of the action and the 
outcome.

(a) The Quality Improvement Plan should detail:
  

(i) the quality standards for services supplied by the 
pharmacy;

(ii) processes that operate in the pharmacy and the 
resources devoted to them (including staff);

(iii) how customer feedback will be obtained for serv-
ices provided;

(iv) how other evidence supporting the achievement of 
quality standards will be obtained and recorded;

(v) how resources and training relevant to the quality 
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management responsibilities of each staff member 
are allocated; and

(vi) the frequency of assessment of the plan to ensure 
that it is producing a continuous improvement of 
service.

(b) The responsible pharmacist should develop, docu-
ment  and approve the quality improvement plan for the 
pharmacy. This provides a systematic plan for each of the 
service areas in the pharmacy.

(c) The quality improvement programme should be assessed 
regularly.

(d) A documented risk management system should be inte-
grated into the quality improvement process.

(e) Standard Operating Procedures must be developed, docu-
mented and used in the pharmaceutical and retail activities 
of the pharmacy and be reviewed on a regular basis.

(f) Documentation of all pharmacy standards, procedures, 
policies and guidelines should be comprehensive, current 
and readily available to all pharmacy staff. It is reviewed 
regularly.

(g) Pharmacy staff should be trained in the aspects of service 
quality management which are relevant to their work 
responsibilities.

(h) All quality improvement planning, implementation and 
auditing must be appropriately documented.

(i) Pharmacy staff should be involved to the maximum extent 
possible in the development and execution of the quality 
improvement plan and should be given regular feedback on 
the outcomes being achieved in quality improvement.
(j) Pharmacy documentation must cover: legislative 

and professional requirements applicable to the 
operations of the pharmacy, Standard Operating 

Procedures, contractual details and supply of goods 
and services.

(k) All staff must be trained in the use of Standard 
Operating Procedures.

(l) The responsible pharmacist must ensure that stand-
ards for the operation of pharmacy services are 
established and that performance against these 
standards is monitored.

(m) The proper management of risk and the effort made to 
reduce risk levels, will contribute to the pharmacy's opera-
tion as a high quality enterprise.

(n) Staff training in the quality area should be aimed at estab-
lishing familiarity with the quality improvement cycle, and 
confidence in its use.

4.2.2.2 Pharmacy effectiveness

  The pharmacy should evaluate how well it is accomplishing its 
purposes and use the results of these evaluations as a basis for 
broad-based continuous planning and development.

(a)  Pharmacy management should monitor client satisfaction 
and analyse the degree to which it is being maintained.

(b) Contracts with third parties should specify a system of 
monitoring and review which is aimed at ensuring that the 
terms of the contract are met.

(c) The responsible pharmacist and appropriate staff should 
participate in regular professional audit activities to review 
the standard of clinical and non-clinical services. From the 
review process strategies should be developed, docu-
mented and employed to improve performance.

(d) Information from business, quality and outcome monitor-
ing should be utilised in the assessment of pharmacy effec-
tiveness.

(e) Client satisfaction should be assessed from a variety of 
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sources including complaints mechanisms, satisfaction 
surveys, outcome monitoring, informal feedback and indi-
cators of service efficiency.

(f) Lines of communication should be clearly specified 
between the pharmacy and health care providers which 
have a contractual or less formal relationship.

(g) The pharmacist(s) should participate in any clinical 
review and audit carried out by health care providers with 
whom the pharmacy has a contractual relationship.

(h) Data on the content and frequency of use of the 
services being provided by the pharmacy should be record-
ed and available for analysis.

(i) Systems must be developed to enable the pharmacy to 
collect reliable and valid data on health outcomes resulting 
from the pharmacist's clinical observation.

4.2.3 ETHICS AND PROFESSIONAL STANDARDS 

  A system should be in place which enables staff to be kept 
informed about pharmacy business performance and develop-
ments in the economic and political environment, which could 
impact significantly on the pharmacy. The pharmacist and staff 
members should carry out, or participate in, research activities 
aimed at improving the effectiveness and efficiency of the phar-
macy and the further development of pharmaceutical care.

4.2.3.1 Inter-professional relationships  

(a)  The pharmacist should participate in medicine utilisation 
reviews, medical audits, medical care evaluations and clini-
cal studies of medicines.

(b) The pharmacist should ensure that other health care profes-
sionals are provided with medicine information and infor-
mation concerning prescribing and dispensing practices.

(c)  Pharmacists should seek opportunities to pro-
vide information to other health care profes-
sionals and groups on developments concern-

ing medicines, the general role of pharmacists, 
contents, packaging and processing of medi-
cines, and the ancillary services offered by the 
pharmacy.

(d) A major emphasis of inter-professional team-
work should be the development of more 
effective and rational prescribing policies. The 
pharmacist has a major role in influencing such 
policies.

4.2.3.2 Closure of pharmacies

  When a pharmacy is closed the following information must be 
made available to members of the public:

(a) the contact details of a pharmacist practising in the phar-
macy in question;

(b) information as to alternate facilities where pharmaceutical 
services can be obtained in an emergency; and

(c) details relating to when the pharmacy will be opened/
closed.

4.2.3.3 Standard Operating Procedures

  A Standard Operating Procedure (SOP) is that set of instructions 
or steps which must be followed in order to complete a specific 
job or task safely, with no adverse impact on the environment, and 
in a way that maximises operational and production requirements. 
SOPs can be written for virtually any task undertaken in a phar-
macy that has to be performed regularly and in a pre-determined 
way.

  The responsible pharmacist is responsible for the existence of SOPs 
in a pharmacy and must be involved in the compilation of SOPs.

  SOPs must: 

(a) provide personnel with all the safety, health, environmental 
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and operational information necessary to perform a job 
properly;

(b) ensure that operations are performed consistently to 
maintain quality control of processes and products;

(c) ensure that processes continue uninterrupted and 
are completed timeously;

(d) ensure that no failures occur that could harm any-
one;

(e) ensure that approved procedures are followed in 
compliance with legislation;

(f) serve as a training document, e.g. pharmacist interns or 
pharmacist's assistants;

(g) serve as a historical record of the how, why, when of steps 
in an existing process; and

(h) serve as an explanation of steps in a process so they can be 
reviewed in incident investigation.

  The following SOPs are required to be in place:

4.2.3.3.1 Community pharmacy

(a) good housekeeping (cleaning procedures, etc);

(b) daily routine and working hours;

(c) enquiry or complaint procedure;

(d) pest (insects, rodents, etc.) elimination;

(e) effective stock rotation;

(f) stock-taking;

(g) disposal or removal of S1-S6 expired, damaged and/or 
contaminated stock as required in Regulation 27 published 
in terms of the Medicines Act;

(h) obsolete or unusable stock;
(i) product types requiring special storage or han-

dling instructions;

(j) separation and handling of goods returned from 
patients;

(k) recall of medicine;

(l) delivery of medicines;

(m) receiving of medicines;

(n) storage of medicine;

(o) procurement of medicine;

(p) handling of product complaints;

(q) pre-packing (including quality assurance procedures) 
(where applicable);

(r) procedures for a locum or relief pharmacist(s) (where 
applicable);

(s) handling of S5 and S6 medicines; and

(t) cold chain management (including procedures to be fol-
lowed in the event of a refrigerator power failure).

4.2.3.3.2 Institutional pharmacy

(a) good housekeeping (cleaning procedures, etc);

(b) daily routine and working hours;

(c) enquiry or complaint procedure;

(d) pest (insects, rodents, etc.) elimination;

(e) effective stock rotation;

Chapter 4
Page 213

Chapter 4
Page 212



GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

(f) stock-taking;

(g) disposal or removal of S1-S6 expired, damaged and/
or contaminated stock as required in Regulation 27 pub-
lished in terms of the Medicines Act;

(h) obsolete or unusable stock;

(i) product types requiring special storage or handling 
instructions;

(j) separation and handling of goods returned from 
patients, wards, clinics etc;

(k) recall of medicine;

(l) delivery of medicines;

(m) receiving of medicines;

(n) storage of medicine;

(o) procurement of medicine;

(p) handling products complaints;

(q) handling of S5 and S6 medicines;

(r) procedures for a locum or relief pharmacist(s) (where 
applicable);

(s) cold chain management (including procedures to be fol-
lowed  in the event of a refrigerator power failure);

(t) pre-packing (including quality assurance procedures) 
(where applicable);

(u) compounding operations (including quality assurance pro-
cedures);

(v) preparation of TPN/large volume parenterals (including 
quality assurance procedures) (where applicable);

(w) oncology mixing (including quality assurance 
procedures) (where applicable);

(x) preparation of IV additives (including quality 
assurance procedures) (where applicable); and

(y) control over medicine kept in places other than 
the pharmacy, e.g. wards, theatres, etc. (includ-
ing controls over issuing ward stock and medi-
cine per patient to the wards).

4.2.3.3.3 Wholesale pharmacy 

(a) good housekeeping (cleaning procedures, etc);

(b) daily routine and working hours;

(c) enquiry or complaint procedure;

(d) pest (insects, rodents, etc.) elimination;

(e) effective stock rotation;

(f) stock-taking;

(g) disposal or removal of S1-S6 expired, damaged and/or 
contaminated stock as required in Regulation 27 published 
in terms of the Medicines Act;

(h) obsolete or unusable stock;

(i) product types requiring special storage or handling instruc-
tions;

(j) separation and handling of returned goods;

(k) recall of medicine;

(l) delivery of medicines;

(m) receiving of medicines;

(n) storage of medicine;

(o) procurement of medicine;

(p) procedures for locum/relief pharmacist(s) (where applicable);
(q) handling of S5 and S6 medicines;
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(r) cold chain management (including procedures to be 
followed  in the event of a refrigerator power failure);

(s) pre-packing (including quality assurance procedures) 
(where applicable); and

(t) handling of product complaints.

4.2.3.3.4 Primary health facility 

(a) good housekeeping (cleaning procedures, etc);

(b) daily routine and working hours;

(c) enquiry or complaint procedure;

(d) pest (insects, rodents, etc.) elimination;

(e) effective stock rotation;

(f) stock-taking;

(g) disposal or removal of S1-S6 expired, damaged and/or 
contaminated stock as required in Regulation 27 published 
in terms of the Medicines Act;

(h) obsolete or unusable stock;

(i) product types requiring special storage or handling instruc-
tions;

(j) separation and handling of goods returned from patients; 

(k) recall of medicine;

(l) receiving of medicines;

(m) storage of medicine;

(n) procurement of medicine;

(o) handling products complaints;

(p) handling of S5 and S6 medicines; and

(q) cold chain management (including procedures 
to be followed  in the event of a refrigerator 
power failure).

 The following policies must be available in all 
pharmacies:

(a) Sanitation policy;

(b) Health safety policy;

(c) Security policy;

(d) Post exposure policy (where applicable); and

(e) HIV and AIDS policy.

4.3 MINIMUM  STANDARDS  FOR  QUALITY  MANAGEMENT 
IN AN INSTITUTIONAL PHARMACY

  The responsible pharmacist or any other person licensed to dispense 
in terms of the Medicines Act, shall supervise the safety, security, pur-
chasing, storage, and dispensing of medicines in a hospital.

4.3.1 MANAGEMENT

(a) An updated manual reflecting all relevant policies must be 
available. All pharmacy personnel must have a sound 
knowledge thereof and apply policies accordingly.

(b) Short, medium and long-term planning for an effective and 
cost-effective pharmaceutical service should be done on a 
regular basis with priorities set out within financial and 
personnel structures.

(c) The responsible pharmacist must be responsible for the 
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annual estimates and budgets for medicine, and should 
take all the necessary measures to, as far as possible, 
ensure that expenditure remains within the budget.

(d) Data for statistical analysis and financial information 
must be gathered and regular reports be made reflecting 
the methods employed to economise.

(e) Lines of authority and areas of responsibility must be 
clearly defined and conform to labour legislation.

(f)  A manual with Standard Operating Procedures gov-
erning all pharmacy functions must be prepared and 
revised in accordance with changing circumstances and 
needs. All pharmacy personnel must be familiar with the 
contents of such a manual and must practise in accordance 
with the manual.

(g) Cost-effective and service-orientated work schedules, 
systems and procedures which utilise pharmacy personnel 
and resources most effectively should be instituted and 
subjected to regular re-evaluation and in this way establish 
an acceptable standard of practice.

(h) Policies and procedures must be developed for the provi-
sion of, or access to a pharmacy service on a twenty-four 
hour basis. Content of emergency cupboards and the sup-
plying of medicine by persons other than pharmacists must 
be reduced to the absolute minimum and must be fully 
controlled by the pharmacy. 

(i) Medicines must only be provided for dispensing by persons 
other than pharmacists or other persons registered with 
the SAPC if such persons are duly licensed to dispense in 
terms of the Medicines Act.

(j) The pharmacy must be represented on and actively 
involved in all appropriate hospital committees (e.g. the 
Infection Control Committee, Pharmacy and Therapeutics 
Committee, the Management Committee and the Financial 
Committee) where such committees exist.

(k) Regular staff meetings of pharmacists must be 

held. Such meetings will promote improved 
administration and service.

(l) The hospital pharmacy or institution must 
establish its own professional quality assurance 
committee. Quality assurance cannot be 
acquired without collaboration with other 
health care professionals for those areas of 
mutual responsibility.

4.3.2 PHARMACY AND THERAPEUTICS COMMITTEES 

(a) The Pharmacy and Therapeutics Committee(s) has the 
primary purpose  of advising and educating professional 
staff on all matters pertinent and relevant to the use of 
medical products in the hospital environment.

(b) Regular liaison must be maintained to develop policies and 
procedures relating to the selection and the rational, safe 
and effective use of medical products, surgical dressings 
and medicine administration systems within the hospital's 
boundaries.

(c) The Pharmacy and Therapeutics Committee(s) must be a 
multi-disciplinary focal point for all policy decisions relating 
to the control of medicines within the hospital environ-
ment.

(d) Membership must be representative and could comprise 
(where available) clinicians (at least one physician and one 
surgeon), pharmacists, a nursing representative, and may 
also include a management representative, a junior hospital 
doctor and a general practitioner. Other disciplines may be 
included to reflect local requirements.

(e) Terms of reference could include:

(i) the development of medicine policies;
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(ii) the approval of a local formulary;

(iii) the pursuit of safety and economy in the use of 
medicines and prevention of medicine abuse;

(iv) the provision of information on medicine costs and 
efficacy;

(v) the monitoring of medicine use and expenditure; 
and

(vi) the provision of information on new medicines.

4.3.3 ADVERSE REACTION REPORTING 

  Adverse drug reaction reporting must be done in accordance with 
the guidelines for reporting adverse drug reactions in South Africa 
as published by the MCC (GNR. 7659 of 2 May 2003).

4.3.4 MANAGING FORMULARIES, CLINICAL GUIDELINES 
AND TREATMENT PROTOCOLS

  The effective management of formularies, clinical guidelines and 
treatment protocols promotes rational use of drug therapy in 
groups of patients. This important component of medicine 
resource management aims to improve the safety, efficacy and 
efficiency of medicine use in patient populations.

(a) A local formulary is a compilation of medicines approved 
for use within the hospital/institution and must reflect the 
current judgement of clinicians and pharmacists on the 
basis of efficacy, safety and costs. The formulary must be 
produced in co-operation with the Pharmacy and 
Therapeutics Committee.

(b) The minimum requirements for a formulary must be a 
written list of approved medicines classified according to 
therapeutic use. The formulary can also contain:

(i) information on the method of use of the formu-
lary;

(ii) local procedures governing the prescribing of 
medicines;

(iii) relevant pharmaceutical policies and procedures 
controlling medicine distribution;

(iv) advice on the selection of medicines from within 
the formulary;

(v) information on special aspects on the use of medi-
cines;

(vi) the procedure for amending the formulary; and

(vii) the procedure for obtaining a non-formulary item 
for an individual patient.

(c) There must be agreed procedures for medicines to be 
added to, or deleted from the formulary.

(d) The responsible pharmacist must update, maintain and 
monitor the formulary system on behalf of the Pharmacy 
and Therapeutics Committee.

4.3.5 MINIMUM STANDARDS FOR VISITS BY 
PHARMACEUTICAL REPRESENTATIVES

  Pharmaceutical representatives can play an important role in the 
introduction and marketing of medicinal products in hospitals/
institutions. They can also provide a valuable educational service 
and supply up-to-date information on the latest developments in 
the pharmaceutical field. It is therefore in the interest and to the 
benefit of hospitals if representatives and the responsible pharma-
cist work together closely.

  The following standards apply to visits by representatives:

(a) representatives on their first visit to a hospital/institution 
must consult with the responsible pharmacist on the inter-
nal rules and regulations regarding visits by pharmaceutical 
representatives to the particular hospital, as procedures 
may vary;

(b) representatives must only visit a hospital/institution by 

Chapter 4
Page 221

Chapter 4
Page 220



GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

GOOD PHARMACY PRACTICE IN SOUTH AFRICA

Copyright © 2010  The South African Pharmacy Council. All rights reserved

appointment and the pharmacist must be kept fully 
informed as to the programme of appointment, meetings, 
etc. that representatives may have in the hospital/institu-
tion, including visits to be made to the pharmacy depart-
ment, for the detailing of products;

(c) representatives must inform the responsible phar-
macist of any new products before detailing to other 
personnel;

(d) representatives must liaise with the responsible 
pharmacist to determine the policy to be used for the sup-

ply of medicines for clinical trials or medicine evaluations;

(e) representatives must not be permitted access to pharmacy 
stock, medicine cupboards, etc. for any reason;

(f) derogatory and inflammatory remarks about competitors' 
products, companies, the award of tenders and personnel 
must be avoided; and

(g) representatives must be aware that it is a privilege and not 
a right to conduct business in hospitals/institutions and 
must at all times be sensitive to the working pressures and 
environment of personnel.

4.3.6 MINIMUM STANDARDS FOR CONTINUOUS SUPPLY 
OF MEDICINES

(a) A community and institutional pharmacy must have a phar-
macist available to provide a pharmaceutical service to the 
public on a 24-hour basis.

(b) If a pharmacy is not open on a 24-hour basis, a designated  
pharmacist(s) must be available for the emergency supply 
of pharmaceutical services.

(c) Contact details of the pharmacist-on-duty must be dis-
played conspicuously at the pharmacy premises.

 

ANNEXURE A

SCOPE OF PRACTICE OF PHARMACY PERSONNEL 

1. PHARMACY HUMAN RESOURCES

1.1 PHARMACIST'S ASSISTANT  (BASIC)

  A pharmacist's assistant registered in the category pharmacist's 
assistant (basic) may perform the following services or acts under 
the direct personal supervision of a pharmacist in a pharmacy:

(a) the sale of Schedule 1 medicines or scheduled substances;

(b) assist with the compounding, manipulation or preparation 
of a non-sterile medicine or scheduled substance according 
to a formula and Standard Operating Procedures approved 
by the responsible pharmacist;

(c) assist with the manufacturing of a non-sterile medicine or 
scheduled substance according to a formula and Standard 
Operating Procedures approved by the responsible phar-
macist;

(d) the re-packaging of medicine;

(e) the distribution and control of stock of Schedule 1 to 
Schedule 5 medicines or scheduled substances; and

(f) the provision of information to individuals in order to pro-
mote health.
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1.2 PHARMACIST'S ASSISTANT (POST- 
BASIC)
  A pharmacist's assistant registered in the cat-
egory pharmacist's assistant (post-basic) may perform the 
following services or acts under the direct personal supervi-
sion of a pharmacist in a pharmacy:

(a) the sale of Schedule 1 and Schedule 2 medicines or 
scheduled substances;

 (b) assist with the compounding, manipulation or preparation 
of a non-sterile or sterile medicine or scheduled substance 
according to a formula and Standard Operating Procedures 
approved by the responsible pharmacist;

 (c) assist with the manufacturing of a non-sterile or sterile 
medicine or scheduled substance according to a formula 
and Standard Operating Procedures approved by the 
responsible pharmacist;

 (d) the re-packaging of medicine;

 (e) the distribution and control of stock of Schedule 1 to 
Schedule 6 medicines or scheduled substances;

 (f) the ordering of medicine and scheduled substances up to 
and including Schedule 6 according to an instruction of a 
person authorised in terms of the Medicines Act to pur-
chase or obtain such medicine or scheduled substance;

 (g) the reading and preparation of a prescription, the selection, 
manipulation or compounding of the medicine, the labelling 
and supply of the medicine in an appropriate container fol-
lowing the interpretation and evaluation of the prescription 
by a pharmacist;

 (h) the provision of instructions regarding the correct use of 
medicine supplied; and

 (i) the provision of information to individuals in order to pro-
mote health.

In terms of Regulation 12 of the Regulations relating to the practice of pharmacy, a 

pharmacist's assistant registered in the category pharmacist's assist-
ant (post-basic) may perform the acts or provide services as pre-
scribed in (e), (f), (g), (h) and (i), as well as the reading and prepara-
tion of a prescription, the selection, manipulation or compounding 
of medicine and the labelling and supply of medicine in an appropri-
ate container under the indirect personal supervision of a pharma-
cist: provided that such indirect personal supervision will take 
place only under the following circumstances:

(a) the services are provided or acts are performed at a pri-
mary health care clinic or any other facility as approved by 
Council;

(b) only re-packaged medicines or patient-ready packs are 
provided;

(c) written and up-dated protocols and Standard Operating 
Procedures are available describing clearly the responsibility 
of the pharmacist's assistant and pharmacist under whose 
indirect personal supervision the pharmacist's assistant per-
forms the acts and provides the services; and

(d) the pharmacist under whose indirect personal supervision 
the pharmacist's assistant performs the acts and provides 
the services visits the pharmacist's assistant at the primary 
health care clinic or other facility as approved by Council 
for purposes of supervision and support, which visits must 
be documented and take place at least once a month.

1.3 PHARMACY STUDENT
  The scope of practice of a student

(a) A pharmacy student may provide or perform all of the 
services or acts pertaining to the scope of practice of a 
pharmacist's assistant registered in the category pharma-
cist's assistant (basic) under the direct personal supervision 
of a pharmacist in a pharmacy.

(b) A pharmacy student who has successfully completed his or 
her second year of study may provide or perform all the 
services or acts pertaining to the scope of practice of a 
pharmacist's assistant registered in the category pharma-
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cist's assistant (post-basic) under the direct personal 
supervision of a pharmacist in a pharmacy.

(c) A pharmacy student may, for purposes of education 
and training, and under the auspices or a provider 
approved to offer education and training for a qualification 
in pharmacy and with whom such student is enrolled, 
provide or perform all the services or acts pertaining to 
the scope of practice of a pharmacist under the direct 
personal supervision of a pharmacist.

(d) The services or acts referred to in (c) must be pro-
vided or performed in accordance with a programme 
developed by the provider and approved by Council. 

1.4 PHARMACIST INTERN
  The scope of practice of a pharmacist intern

(a) Pharmacist intern may provide or perform all the services 
or acts pertaining to the scope of practice of a pharmacist's 
assistant registered in the category pharmacist's assistant 
(post-basic) under the direct personal supervision of a 
pharmacist in a pharmacy.

(b) Pharmacist intern may, for the purposes of education and 
training, provide or perform all of the services or acts per-
taining to the scope of practice of a pharmacist under the 
direct personal supervision of a pharmacist in a pharmacy.

1.5 PHARMACIST

1.5.1 The following services and/or acts are regarded to be 
acts specially pertaining to a pharmacist:

(a) The provision of pharmaceutical care by taking responsibil-
ity for the patient's medicine-related needs and being 
accountable for meeting these needs, which shall include 
but not be limited to the following functions:

(i) evaluation of a patient's medicine-related needs 
by determining the indication, safety and effec-
tiveness of the therapy;

(ii) dispensing of any medicine or scheduled sub-
stance on the prescription of a person author-
ised to prescribe medicine;

(iii) furnishing of information and advice to any per-
son with regard to the use of medicine;

(iv) determining patient compliance with the thera-
py and follow-up to ensure that the patient's 
medicine-related needs are being met; and

(v) the provision of pharmacist-initiated therapy.

(b) The compounding, manipulation, preparation or packaging 
of any medicine or scheduled substance or the supervision 
thereof;

(c) The manufacturing of any medicine or scheduled substance 
or the supervision thereof;

(d) The purchasing, acquiring, importing, keeping, possessing, 
using, releasing, storage, packaging, re-packaging, supplying 
or selling of any medicine or scheduled substance or the 
supervision thereof; and

(e) The application for the registration of a medicine in accord-
ance with the Medicines Act.

1.5.2 The scope of practice of a pharmacist

(a) The acts specially pertaining to the profession of a pharma-
cist as prescribed in (1.5.1) above;

(b) The formulation of any medicine for the purposes of regis-
tration as a  medicine;

(c) The distribution of any medicine or scheduled substance;

(d) The re-packaging of medicines;

(e) The initiation and conducting of pharmaceutical research 
and development; and 

(f) The promotion of public health.

2. AUTHORITY, DUTIES AND RESPONSIBILITES OF A 
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RESPONSIBLE PHARMACIST

  In terms of the Pharmacy Act, every phar-
macy must, except in such circumstances and subject to 
such conditions as may be prescribed, be conducted 
under the direct personal supervision of a responsible 
pharmacist, whose name must be displayed conspicuously 
over the main entrance of such pharmacy and who must 
be registered as such with Council.

2.1 DUTIES AND RESPONSIBILITIES OF THE 
RESPONSIBLE PHARMACIST 

  The responsible pharmacist must:

(a) ensure that he or she in fact continuously supervises the 
pharmacy in which he or she has been appointed;

(b) have appropriate qualifications and experience in the serv-
ices being rendered by such pharmacy;

(c) ensure that persons employed in such pharmacy and who 
provide services forming part of the scope of practice of a 
pharmacist are appropriately registered with Council;

(d) notify Council immediately upon receiving knowledge that 
his/her services as responsible pharmacist have been or will 
be terminated;

(e) take corrective measures in respect of deficiencies with 
regard to inspection reports of Council or in terms of the 
Medicines Act; and

(f) in addition to the general responsibilities also:

(i) ensure that unauthorised persons could not by law-
ful means obtain access to medicines or scheduled 
substances or the pharmacy premises outside of 
normal trading hours;

(ii) establish policies and procedures for the 
employees of the pharmacy with regard to the 

acts performed and services provided in the 
pharmacy;

(iii) ensure the safe and effective storage and keep-
ing of medicine or scheduled substances in the 
pharmacy under his or her direct personal 
supervision; and

(iv) ensure correct and effective record keeping of 
the purchase, sale, possession, storage, safe-
keeping and return of medicines or scheduled 
substances.

2.1.1 CIRCUMSTANCES AND CONDITIONS UNDER WHICH 
A RESPONSIBLE PHARMACIST MAY BE ABSENT 
FROM HIS/HER PHARMACY

  The following are circumstances and conditions under which a 
responsible pharmacist may be absent from his/her pharmacy:

2.1.1.1 Circumstances

  The responsible pharmacist may be absent from his/her pharmacy 
subject to the conditions mentioned in paragraph 2.1.1.2 hereunder 
to:

(a) fulfil his or duties and responsibilities as prescribed in terms 
of the Pharmacy Act (see paragraph 2.1 above);

(b) provide pharmaceutical services at a pharmacy of which he 
or she is not the responsible pharmacist; and

(c) undertake the overall management of the pharmacy con-
cerned, which could include but is not limited to the regu-
lation of pharmacy matters, human resources, or matters 
relating to processes regarding medicines or scheduled 
substances including procedures and record keeping, as 
well as compliance with relevant labour legislation.

2.1.1.2 Conditions

  A responsible pharmacist may be absent from his or her pharmacy 
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under the circumstances as mentioned in item 2.1.1.1, but 
subject to the following conditions:

(a) when the responsible pharmacist is the only pharma-
cist employed by the pharmacy concerned and no locum 
could be employed for the period that the responsible 
pharmacist would be absent from his or pharmacy, the 
responsible pharmacist may be absent only if:

(i) schedule 1 substances are inaccessible to the public 
and not supplied during the absence of the pharma-
cist except by a pharmacist intern or pharmacist's 
assistant (basic) or pharmacist's assistant (post-
basic);

(ii) schedule 2 to 6 substances are locked away in an 
area of which the key must be in the personal pos-
session of the responsible pharmacist;

(iii) in the case of written prescriptions a locked box is 
provided to ensure the confidentiality of prescrip-
tions;

(iv) no verbal prescriptions are received in the phar-
macy for the period in question; and

(v) a sign informing members of the public that no 
pharmacist is present is displayed conspicuously.

(b) if another pharmacist or a  locum is available in the phar-
macy concerned to provide pharmaceutical services in the 
absence of the responsible pharmacist, the responsible 
pharmacist may be absent only if suitable mechanisms or 
procedures or policies were in place:

(i) to ensure that no person performs any act falling 
outside the scope of practice of the category in 
which such person is registered or which he/she 
was not authorised to perform in terms of the 
Act;

(ii) to ensure that unauthorised persons do not obtain 
access to medicines or scheduled substances or the 
pharmacy premises outside of normal trading 
hours;

(iii) for the employees of the pharmacy with regard to 
the acts performed and services provided in the 
pharmacy;

(iv) to ensure the safe and effective storage and keep-
ing of medicine or scheduled substances in the 
pharmacy; and

(v) to ensure correct and effective record keeping of 
the purchase, sale, possession, storage, safekeeping 
and return of medicines or scheduled substances.

(c) the responsible pharmacist will remain responsible to 
Council for any act performed by or on behalf of the 
responsible pharmacist, including any omission to perform 
an act required to be performed by or on behalf of the 
responsible pharmacist which may involve disciplinary 
action by Council.
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A 
Access to dispensary 36,195
Access to medicine  12,33,36,40,42,57,219,222
Access to medicine room  12,33,40
Access to a pharmacy premises  11,12,42,57
Accountability    6,62
Administration    7,8,46,61,71,79,80,81,82,87,131,133,
  134,135,140,144,145,146,147,148,              
 150,157,158,164,168,175,195,210
Adverse effects    7,13,82,87,168
Adverse reaction reporting    7,211
Adverse reactions    7,81,82,83,134,160
Advertising  29,72,112 
Advice    3,4,7,11,16,19,20,22,26,34,46,67,73,74,
  79,81,83,86,88,90,114,115,120,126,141,
  142,143,160,168,172,177,186,212,218   

Adviser    2
Advisory    7,62,156,157,195
Allergies    75,81
Another business  11
Assessment    5,61,80,86,105,147,149,150,152,163,
  166,167,169,190,198,199,200
 

B 
Batch number    51,78,90,115,121,123,130,135,144,145,
  150,155,154  
Behaviour    2
Blister packs    68
Books   18,21,26,62,84

 C 
Child    17,35,39,52,68,104,142,161,182
Chronic conditions    75

INDEX 
Clinical 24,73,74,79,81,83,106,113,115,116,117,
  118,121,158,167,201,211,212,213
Clinical services 2,25,200
Clinical trials 8,213
Clinics    7,31,32,49,56,77,110,112,136,
  137,172,205
Code of conduct     68,88,112,138,188
Commitment  1,196
Community pharmacy     43,93,102,112,117,121,203
Competence    2,5,160,171,188,189
Compliance    3,7,12,28,30,36,40,42,44,65,81
  140,151,165,164,167,171,172,177,192,
  193,203,218,220
Compound    59,60
Confidentiality    26,29,68,74,76,81,90,104,110,111,
  115,123,130,131,136,137,138,139,
  161,162,178,184,221
Consent    90,102,103,104,109,110,113,114,
  115,120,121,123,126,131,136,182,196
Consultation area    19,22,23,89,98,99,113,117,118,121,
  122,123,125,131,137,161
Containers    17,35,39,46,49,50,58,67,68,77,91,92,
  93,99,100,102,144,149,151,152,156
Contamination 10,16,38,58,67,91,93,100,116,122,125,
  128,143,146,148,150,152,156,194
Contraceptive    119,120,121,137,174,175,180,181,182
Contra-indications    61,87,134,168
Control over medicine    78,206
Cost-effective    3,208,209
Counselling    7,18,19,20,21,29,72,74,80,85,102,103,
  104,105,106,107,108,111,120,131,137,
  138,140,161,168,172,178,179,181
Counters  11,154
Countertops    13,33,37
Counting tray    62
Courier    50
Custodian of medicine  2

 

D 
Delivery     29,53,66,72,191,204,205,206
Dignity     112,162
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Directions 19,62,63,78,87,152,156,168
Disciplinary action  222
Disclose     115,121,123,131
Dispensary    15,16,19,21,32,33,34,35,36,47
Dispense    10,31,37,59,66,208,209
Dispensing equipment     16,38
Distributor    2
Documentation     56,76,89,95,97,109,115,121,123,130,135,138,
  144,149,196,199,200
Dosage     61,62,64,67,71,81,83,87,134,144,145,154,157,
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