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ERRATA 

COMMUNITY, DISTRIBUTION, INSTITUTIONAL & MANUFACTURING PHARMACY CATEGORIES 

POST-BASIC LEARNER GUIDE UPDATE (Pre 2021 1ST Edition) 
 

 

Dear Learner and Tutor,  

 

Please note that the S Buys Academy embarked on a review of all the study material for the current basic and post-basic courses. This 
document represents all changes made to the current basic pharmacist’s assistant learner guide material. 

 

Please take note of the following GENERAL CHANGES: 

• All references made to MCC must be replaced with SAHPRA 

• All references made to Medicines Control Council must be replaced with South African Health Products Regulatory Authority 
(www.sahpra.org.za) 

• All references made to the GPP/Good Pharmacy Practise refer to the latest Good Pharmacy Practice Manual and Associated SAPC Rules 

• All references made to cheques payments were removed as it is no longer relevant to the South African environment. 

 

SECTION SPECIFIC CHANGES are listed in module order starting on the next page. 

Please note: 

• Module amendments for all sectors are included in the document.  

• Only focus on the modules that form part of the specific sector the learner is enrolled for.  

• Please replace the entire Module 17 in your study guide, with the Errata Module 17. 

 

IMPLEMENTATION AND IMPORTANT INFORMATION: 

The Academy will only start implementing question papers relevant to the amended study material for learners who have been Confirmed with a 
Summative Assessment date from 1 April 2021. 

Modules for which you have already been found competent does not have to be re-done. 

 

If you have any questions, please do not hesitate to contact us. 

 

 

Thank you, 

S Buys Academy 
 

http://www.sahpra.org.za/
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SESSION 2 

MODULE 8: USE LANGUAGE AND COMMUNICATION IN 
OCCUPATIONAL LEARNING PROGRAMS 
 

Please replace Learning Activity 17, with: 
 

 

Learning Activity 17 

 

1. Use the SAMF to provide trade names for the following drugs. State the page number in each case. 

a. Metronidazole gel 

b. Odansetron  

c. Proguanil 

d. Titropium bromide 

e. Diiodohydroxyquinoline gel 

f. Carbamide (urea) 

g. Nalidixic acid 

h. Docusate sodium 

i. Dexamethasone 

j. Zidovudine 
 

2. Use a medical dictionary or any other reference to obtain a brief description of the following terms.   

a. Purpura 

b. Mortality 

c. Morbidity 

d. Rhinorrhea  
 

3. Use the Martindale to extract the following information. 

a. Is glycerol (glycerine) soluble in chloroform? 

b. What strength of iodine is used for the disinfecting of unbroken skin before an operation? 
 

4. Use the Merck Manual or any other clinical reference for the following information.  

a. Name the drug of choice for the treatment of an acute gout attack.  

b. What is trachoma and how is it contracted? 

c. What is the first line of treatment of Impetigo? 
 

5. Use the SAMF for the following information. 

a. What is the safety indication for Verapamil during pregnancy?  

b. What are the precautions for the use of topical Corticosteroids in paediatrics? 

c. Will Pertusis vaccination be effective for a child under two years of age? 

 

File the answers in your portfolio. 

 
 

Please replace the Assignment instructions, with: 
 

Please note:  

 

Your assignment should be e-mailed / faxed to S Buys Academy before booking for the summative assessment for 
session 2. 

 

Complete the “SUBMISSION FORM: ASSIGNMENT” (included in your study letter) and use it as a cover page / front 
page for the assignment when faxing / e-mailing it to S Buys Academy. The S Buys Academy will send feedback of your 
assignment to the fax number / email address you provide on the “SUBMISSION FORM: ASSIGNMENT”. 

 

This Assignment should be: 

• Hand written; 

• Authentic (it should be your own work and information used from the internet, a book or an article should be put 
into your own words); 

• Valid (relevant to the questions asked); 

• Sufficient (provide enough evidence to be competent); 

• Current (the assignment should be done within your training period) 
 

This assignment should be done individually and group work will not be accepted.  If your assignment is a copy of a 
previously submitted assignment then all learners involved will be suspended (see Fraud Policy for further details). 

 

 

The pharmacist trains community health workers.  The next training session is only scheduled for the following week, but 
at present the pharmacist is in bed with the flu. He/she calls and asks if you could be so kind as to collect information in 
the form of a report, which he/she will adapt for the trainees.  He/she gives you the option to choose the subject of the 
training session from the following possibilities: 

• Allergic conjunctivitis OR 

• Topical fungal infections OR 

• Headache 

 

The details of what he/she wants, is as follows: 

• Symptoms and signs of the condition. 

• Treatment of the condition. 

• Main side-effects of the drugs used to treat the condition.   

• The prevention of the condition. 

 

Remember to present your information in the form of a report (the layout can be found in Session 2, module 8, section 
11.3) – the Headings must be included with the correct information under each heading. 

 

*Note: No assignments on Dehydration or Gout or Head lice will be accepted after 1 April 2021. 
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SESSION 3 

MODULE 11: INVESTIGATE AND MONITOR FINANCIAL ASPECTS OF 
PERSONAL, BUSINESS, NATIONAL AND INTERNATIONAL ISSUES 
 

Please replace Learning Activity 15, with: 
 

 

Learning Activity 15 

 

Read the following document: 

2020-10-06: Monetary policy now: a five-minute summary 

 

The SARB has just released its six-monthly Monetary Policy Review. 

 

Interest rates are very low at the moment. In fact, the last time prime was this low was in the 1960’s. These low rates 
are a response to the huge Covid-19 shock, which has caused the biggest economic contraction in South African 
history (we expect the economy to contract by 8.2% this year). More than 2 million people lost their jobs between April 
and June 2020. Given lower oil prices and weak demand, inflation has fallen significantly: it was 4.5% in January and 
it’s 3.1% now. We have had two months of inflation below the 3-6% target range. In this context, the SARB cut the repo 
rate from 6.25% (as of January) to 3.5% - one of the biggest rate reductions implemented in any country. 

 

Low interest rates take some time to affect the economy. In normal conditions the biggest effects arrive after 12-18 
months. Knowing this, and realizing early on what COVID-19 would do to the economy, the SARB cut interest rates up 
front. The two biggest moves were in March and April. Later on, when inflation fell below the target, questions arose 
about why we weren’t doing more large cuts. Our decisions were based on data outcomes which were close to our 
forecasts. 

 

By the middle of the year monetary policy was mostly in wait-and-see mode, with some fine tuning but no big changes. 
This doesn’t rule out further rate moves: if the facts changed, we would respond accordingly. From what we know now, 
a repo of 3.5% looks about right, but this judgement isn’t set in stone. 

 

Our best estimates now are that the economy will continue to recover and inflation to rise back to about 4.5%. As a 
result, interest rates are likely to gradually rise after 2021, but to remain on the low side, seen from a longer term 
perspective. That outlook could change if the facts change, for instance if the recovery is stronger than expected, or if 
there is a big, new inflation shock. 

 

What are low interest rates doing for the economy? In the early stages of lockdown, rate cuts mainly helped people 
with existing debts, by reducing interest costs. Now that restrictions on economic activity have been eased, low rates 
are also encouraging people to borrow for new purchases. The number of new mortgages granted, for instance, has 
climbed to a ten-year high. It is clear that some households are under intense pressure from lost jobs, and the outlook 
for the economy is uncertain. But we are still seeing demand for credit. 

 

Low interest rates are also helping government borrow more cheaply. Despite losing investment grade status, 
government’s average interest rate has declined this year. This is happening, in part, because National Treasury is 
issuing more short term debt, which is closely tied to the low repo rate set by the SARB. (Cheap loans from the IMF 
and others have helped, too.) The SARB has also been intervening in the bond market to keep it functioning, further 
supporting government efforts. 

 

Another headwind to recovery is electricity shortages. This year’s load shedding has been the worst yet, despite a huge 
slowdown in economic activity. The new power stations don’t work properly, the old ones haven’t received necessary 
maintenance, and progress on adding additional capacity has been slow. Electricity shortages will continue to hamper 
economic activity and deter people from making new investments.  

 

Overall, South Africa has just completed its worst growth decade on record, and the 2020s are off to a bad start. It is a 
good thing that inflation is under control, because this protects people’s spending power and allows low interest rates. 
Other economies don’t have low inflation, and we shouldn’t take this advantage for granted. As we said on many 
occasions, however, economic prosperity is a team sport. The central bank is just one player, with a relatively narrowly 
defined role. Its main contributions are protecting financial stability and controlling inflation. These things are necessary 
for balanced and sustainable growth, but they aren’t sufficient. Economic success will require contributions from 
everyone on the national team. 

 

Question: 

Discuss your views on the Monetary Policy conducted by the South African Reserve Bank. 

 

File the answers in your portfolio. 
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SESSION 4 

MODULE 12: PHARMACEUTICAL CONCEPTS AND TERMS 
 

Please replace section 2 Legislation regulating occupational health and occupational 
hygiene, with: 

2 Legislation regulating occupational health and occupational 
hygiene 

The Occupational Health and Safety Act no. 85 of 1993 was developed for the purposes of:  

• providing health and safety of persons in connection with the use of plant and machinery;  

• protecting of persons other than persons at work against hazards to health and safety arising out of or in 
connection with the activities of persons at work; 

• establishing an advisory council for occupational health and safety;  

• providing for matters connected therewith. 

 

In the Occupational Health and Safety Act no 85 of 1993 Occupational Health and Occupational Hygiene is defined as 
follows: 

• “Occupational health - includes occupational hygiene, occupational medicine and biological monitoring.” 

• “Occupational hygiene - means the anticipation, recognition, evaluation and control of conditions arising in or 
from the workplace, which may cause illness or adverse health effects to persons.” 

 

Occupational Health is a preventive discipline, dedicated to reducing the likelihood of adverse events leading to injuries, 
illness or material losses. Central to this is the science of Risk Assessment.  

 

According to the OHS Act both the employer as well as the employee share in the responsibility of ensuring a safe working 
environment.  

 

The OHS Act 85 of 1993 can be found on the website www.labour.gov.za. 

 

Please replace section 2.1 Legislation regulating occupational health and occupational 
hygiene, with: 
 

2.1 Legislation regulating occupational health and occupational 
hygiene  

The Occupational Health and Safety Act no. 85 of 1993 is applicable for all industries and across all sectors with the 
exception of the mines that are further regulated by the Mine Health and Safety Act.  Therefore, in the pharmaceutical 
environment we are also regulated and have to adhere to the requirements as set out by the OHS Act.   

 

Pertaining to the Pharmaceutical Industry, the South African Pharmacy Council (SAPC) is a regulatory body that governs the 
Pharmacy Act 53 of 1974.  This Act is applicable to the Pharmaceutical Industry and its purpose is to provide for the 
establishment of the South African Pharmacy Council and for its objects and general powers; to extend the control of the 
council to the public sector; and to provide for pharmacy education and training, requirements for registration, the practice of 

pharmacy, the ownership of pharmacies and the investigative and disciplinary powers of the council; and to provide for 
matters connected therewith. 

 

Furthermore, the SAPC developed The Good Pharmacy Practice (GPP) standards.  The aim of the GPP standards is to 
ensure that all practicing 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 professional providing medicine to the public, to embrace 
the document and support its implementation.  

 

In the GPP specific attention is given to Occupational Health and is set out in sections 1.2.4 (c), 1.2.5, 1.6.7 (c) and 1.8.3 
(c). (The GPP can be accessed on the website of the SAPC, www.pharmacouncil.co.za,) 

 

Section 1.2.4 (c) states that a procedure must be in place to ensure access to pharmacy premises in an emergency situation 
in compliance with the Occupational Health and Safety Act 85 of 1993 

 

Section 1.2.5 states that: 

• 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. 

• There must be a fire extinguisher in the pharmacy, which must be checked regularly 

• All staff must be familiar with the fire procedure. 

• Electrical equipment must be safe and maintained regularly. 

• 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.  

• A health and safety procedure must be available, read and signed by all staff. 

 

Section 1.6.7 (c) states that a procedure must be in place to ensure access to the dispensary, medicine room and/or 
consulting room(s) (as applicable) in an emergency situation in compliance with the Occupational Health and Safety Act, 
1993. 

 

Section 1.8.3 (c) states that a procedure must be in place to ensure access to the storage area in an emergency situation in 
compliance with the Occupational Health and Safety Act, 1993. 

 

Specific attention is also given to Occupational Hygiene and is set out in Section 1.2.9 and section 2.7.3.8. 

Section 1.2.9 refers to hygiene in a pharmacy premises: 

• There must be an area where the equipment and other utensils can be washed which has a source of hot and cold 
tap water. 

• 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. 

• Toilet facilities must be kept clean and in good order. 

• 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 
satisfactory means of drying hands. 

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

 

Section 2.7.3.8 refers to personal hygiene and states that: 

• High standards of personal cleanliness must be observed in dispensing. 

• Direct contact between the dispensed product and the operator's hands must be avoided. 

http://www.labour.gov.za/
http://www.pharmacouncil.co.za/
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• Cuts or abrasions must be covered with a suitable occlusive 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. 

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

 

 

Please replace section 2.2 The requirement to perform a risk assessment, with: 
 

2.2 The requirement to perform a risk assessment  
It is a requirement of the Occupational Health & Safety Act for employers to conduct health risk assessments of their 
workplaces. The Act states that the employer needs to identify the hazards and evaluate the risks associated with such work 
constituting a hazard to the health of such employees, and the steps that need to be taken to comply with the provisions of 
this Act. 

 

The Act refers to a ‘risk’ as the probability that injury or damage will occur. 

 
An Occupational Health Risk Assessment is the systematic examination of the activities and processes in the workplace, 
to determine the probability of harmful events, and the extent of the potential damage. This evaluation comprises a careful 
evaluation of the degree of exposure of the target groups (or probability of an adverse event), and the consequences (or 
harmfulness) of this exposure. Some examples of risk assessment include: 

• Workplace Health and Safety risk assessments 

• Hazardous chemical substance risk assessment 

• Legal compliance audit: to determine the compliance to the requirements of the Occupational Health & Safety Act 

• Occupational Hygiene surveys 

 

During a Risk Assessment cognisance is taken of all existing and potential occupational hygiene stressors – i.e.:  

• Chemical stressors (hazardous chemical substances) 

• Physical stressors (noise, thermal stress, illumination) 

• Ergonomic stressors (manual materials handling, lifting, repetitive work) 

• Biological stressors (hazardous biological agents) 

 

Using a risk rating matrix, these stressors are qualitatively evaluated based on frequency of employee exposure, duration of 
exposure and consequence of exposure to the stressors. The associated health risks are categorised into low, medium or 
high risk ratings - per activity area to allow for identification and prioritisation of the highest health risks on site. Based on the 
findings of the Health Risk Assessment, recommendations are made with regard to the need to conduct follow-up quantitative 
occupational hygiene surveys (all as per OHS Act 85 of 1993). 

 

 

Please replace section 2.3T he requirements for a control program and records, with: 
 

2.3 The requirements for a control program and records 
There are six fundamental reasons for implementing occupational hygiene controls. The impetus (motivation or force) may be 
financially, regulatory, ethical or industrial related. For instance, the occupational health and safety professional aims to 
minimise exposure to workers and comply with regulatory requirements. A risk manager may consider the financial losses 
associated with an incident or failure to control risk. Whatever the reasons, controls need to be realistic and cost efficient.  

 

The six aims of occupational hygiene risk control are: 

• Protection of exposed workers’ health 

• Ensuring workers’ comfort and safety 

• Compliance with legislation 

• Protection of other workers and people who may be affected by the risk created by a process in the workplace  

• Reduction in environmental pollution and damage to the environment 

• Minimisation of economic loss from raw materials or products 

 

The OHS act states that Employers are required to keep detailed records.  

Section 20 (1)  A health and safety committee- 

(a) may make recommendations to the employer or, where the recommendations fail to resolve the 
matter, to an inspector regarding any matter affecting the health or safety of persons at the 
workplace or any section thereof for which such committee has been established; 

(b) shall discuss any incident at the workplace or section thereof in which or in consequence of which 
any person was injured, became ill or died, and may in writing report on the incident to an inspector; 

 

Section 20 (2) A health and safety committee shall keep record of each recommendation made to an employer in terms 
of subsection (1) (a) and of any report made to an inspector in terms of subsection (1) (b). 

 

Section 24 Report to inspector regarding certain incidents 

 

Section 43(1) The Minister may make regulations- 

(h) prescribing the records to be kept and the returns to be rendered by employers and users and the 
person or persons to whom such returns shall be rendered; 

 

It is important to maintain accurate records. Logs, medical records, compensation reports, and Safety Services injury reports, 
as well as the results of symptoms surveillance, are the epidemiological tools in assessing the workplace and employees and 
determining trends and costs. 
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MODULE 16: ISSUE PRESCRIBED MEDICINES TO A PATIENT 

 
Please replace section 2.1.3 Specified schedule 5 and 6 substances, with: 

 

2.1.3 Specified schedule 5 and 6 substances 

In the South African Pharmacy Council document: ‘Tasks and responsibilities relating to the scope of practice of pharmacy 
support personnel’, the following important information is found: 

The scope of practice of pharmacy support personnel (PSP) under supervision of a pharmacist who is physically present in a 
pharmacy, differs from the scope of practice of the PSP working under supervisory support of a pharmacist, who is not 
physically present in a primary health care clinic dispensary.  PSP may never work beyond their scope of practice. 

 

Relevant to Community and Institutional pharmacy: 

In Community and Institutional pharmacy, any prescription which contains medicines that fall into Schedule 2 or higher, must 
be evaluated by a pharmacist (Phase 1 of the dispensing process).   Data capturing may be done by a pharmacy technician 
or pharmacist’s assistant post basic with authorisation by a pharmacist.  In the case of prescriptions containing Schedule 
5 and 6 medicines, the pharmacist must be involved in the dispensing process. 

 

Relevant to a primary health care clinic: 

In a primary health care clinic, the dispensing of a Schedule 5, and/or Schedule 6 substance falls within the scope of practice 
of a pharmacy technician or a post-basic pharmacist’s assistant; he/she may therefore be involved in the dispensing of such 
a medicine or substance, provided that it is done under indirect supervision of a pharmacist in a primary health care 
clinic.  

 

It is important to note that the following should be clearly indicated on the prescription: 

• The name and address of the patient,  

• Name of medication, strength and dosage form (clearly written), 

• The dosage, 

• The quantity written in both numerals and words (for Schedule 6), 

• If a specified S5 is repeated for a 2nd cycle (for 6 months) the prescribing doctor must have consulted with a 
psychiatrist. 

• Clear signature, followed by professional qualifications of the prescriber. 

 

 
Please replace section 3.4 The information required to appear on the appropriate label, with: 

 

3.4 The information required to appear on the appropriate label  
Labels are used to uniquely identify the contents of a container and ensure that patients have clear and concise information 
enabling them to take or use the medication in the most effective and appropriate way. 

 

The General Regulations made in terms of the Medicines and Related Substances Control Act, 1965 (Act No. 101 of 1965), 
as amended, stipulates the following standard requirements for labels: 
 

Regulation 10. (6) (a) to (g): any medicine sold by a pharmacist, a person authorised to compound and dispense, or in a 
hospital pharmacy in accordance with a prescription issued by a medical practitioner or dentist for the treatment of a 

particular patient: Provided that such a medicine shall be sold in a package to which is attached a label containing the 
following information: 

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

(b) the name of the person for whose treatment such medicine is sold; 
(c) the directions in regard to the manner in which such medicine should be used; 
(d) the name and business address of the person authorised to sell such a medicine; 
(e) date of dispensing;  
(f) reference number; and 
(g) a statement identifying the discipline of the medicine, if falling under Category D. 

 

The information on the label must be legible (clear) and should contain the following information, in addition to the information 
stipulated above: 

• The strength and the quantity of the medication dispensed,  

• “Keep out of reach of children”, and 

• Any specific warnings, e.g. “May cause drowsiness” or “Complete the course”. 

 

 
Please replace section 5.1 Provide information, with: 

 

5.1 Provide information 
Research has shown that better patient compliance in the correct and responsible use of medicines can be obtained in 
cases where pharmacists (and pharmacist’s assistants) give adequate advice to patients.  Adequate advice does not only 
improve compliance but it also affects the eventual outcome of the patient’s health.  

 

Medicine can be sold on the following conditions (according to Act 101, as amended by Act No. 72 of 2008): 

• To a person under the age of 12 years; 

• On a prescription by a doctor, dentist, or veterinarian; or 

• On a written order from which the intended use of the product is evident and signed by a person that is known to 

the seller and who is older than 12 years. 

 

It is important to always provide accurate information to patients.  If you are not sure of your facts, or do not know what the 
product entails, first find out before you give advice.  There are different sources of information that you can use to ensure 
that you provide correct information to the patient.  These sources include: 

• The pharmacist; 

• The package insert; 

• The MIMS (including OTC MIMS); 

• The MDR (Mims Desk Reference);  

• The SAMF (South African Medicines Formulary), etc. 

The package insert is very useful, easy to obtain, and very specific.  
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MODULE 17: EDUCATE AND WORK CLOSELY WITH THE COMMUNITY 
WITH REGARDS TO STIS, INCLUDING HIV/AIDS 
 

Please replace the whole Module 17 and the Learning Activities, with: 

 

1 Introduction 
The World Health Organisation estimates that since the start of the HIV/Aids epidemic to 76 million people have been 
infected with HIV and about 33 million have died of Aids. The total number of people living with HIV in the world at the end of 
2019 was 38 million. 

(Source: WHO Global Health Observatory (GHO) data. 2019. HIV/AIDS. Available at: https://www.who.int/data/gho/ 
data/indicators/indicator-details/GHO/estimated-number-of-people-(all-ages)-living-with-hiv  Accessed: 27 January 2019)  

 

Southern Africans, should be especially concerned about the fact that the number of HIV infected people in our country alone 
is an estimated 7.1 million. 

 

The South African population as at the end of 2020 was 59.7 million people. Roughly interpreted, one can assume that 
whenever 8 people are together, one person will be HIV positive. One only has to think about the number of patients served 
by your pharmacy in one day, to bring this number closer to home. Chances are you will probably assist 2 to 3 people living 
with HIV/AIDS every day. 

 

As a healthcare worker, it is your duty and your moral obligation to learn as much as you can about this serial killer and do 
your share to protect your community.   

 

2 Increase community awareness and knowledge of STIs and 
HIV/AIDS 

By definition a community pharmacy serves the community it is situated within. Although it is difficult for everybody to talk 
about sexually transmitted diseases and HIV/AIDS, we as healthcare professionals must approach our patients with the 
necessary sensitivity and respect when we educate them on safe sex or explain their particular infection to them.  

 

In order to do so, you must have a functional understanding of the most common STIs including HIV/AIDS. We will therefore 
start off by developing your knowledge of the male and female reproductive systems and the most common sexually 
transmitted diseases.  

 

3 Essential embedded knowledge 
In order to understand and grasp the facts that will be presented to you in this module, it is first and foremost necessary to 
have a functional understanding of the male and female reproductive systems. We will then consider some of the most 
common sexually transmitted diseases. 

 

3.1 The Male Reproductive System 

 

 

The organs of the male reproductive system are specialised for the following functions:  
• To produce, maintain and transport sperm (the male reproductive cells) and protective fluids (semen); 

• To discharge sperm within the female reproductive tract; and  

• To produce and secrete male sex hormones.  

 

The male reproductive anatomy includes internal and external structures.  
 

3.1.1 External male reproductive structures  

Most of the male reproductive system is located outside of the man’s body. The external structures of the male reproductive 
system are the penis, the scrotum and the testicles.  
 

Penis:  

The penis is the male organ for sexual intercourse. It has three parts: the root, which attaches to the  
wall of the abdomen; the body, or shaft; and the glans, which is the cone-shaped end of the penis. The glans, which also is 
called the head of the penis, is covered with a loose layer of skin called foreskin. (This skin is sometimes removed in a 
procedure called circumcision. The opening of the urethra, the tube that transports semen and urine, is at the tip of the glans 
penis. The penis also contains a number of sensitive nerve endings.  
 

The body of the penis is cylindrical in shape and consists of three internal chambers. These chambers are made up of 
special, sponge-like erectile tissue. This tissue contains thousands of large spaces that fill with blood when the man is 
sexually aroused. As the penis fills with blood, it becomes rigid and erect, which allows for penetration during sexual 
intercourse. The skin of the penis is loose and elastic to accommodate changes in penis size during an erection.  

https://www.who.int/data/gho/%20data/indicators/indicator-details/GHO/estimated-number-of-people-(all-ages)-living-with-hiv
https://www.who.int/data/gho/%20data/indicators/indicator-details/GHO/estimated-number-of-people-(all-ages)-living-with-hiv
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Semen, which contains sperm, is expelled (ejaculated) through the end of the penis when the man reaches sexual climax 
(orgasm). When the penis is erect, the flow of urine is blocked from the urethra, allowing only semen to be ejaculated at 
orgasm.  
 

Scrotum: 

The scrotum is the loose pouch-like sac of skin that hangs behind the penis. It contains the testicles (also called testes), as 
well as many nerves and blood vessels. The scrotum has a protective function and acts as a climate control system for the 
testes. For normal sperm development, the testes must be at a temperature slightly cooler than the body temperature. 
Special muscles in the wall of the scrotum allow it to contract and relax, moving the testicles closer to the body for warmth 
and protection or farther away from the body to cool the temperature. 

  

Testicles (testes): 

The testes are oval organs about the size of large olives that lie in the scrotum, secured at either end by a structure called 
the spermatic cord. Most men have two testes. The testes are responsible for producing testosterone, the primary male sex 
hormone, and for generating sperm. Within the testes are coiled masses of tubes called seminiferous tubules. These tubules 
are responsible for producing the sperm cells through a process called spermatogenesis.  
 

Epididymis: 

The epididymis is a long, coiled tube that rests on the backside of each testicle. It functions in the transport and storage of the 
sperm cells that are produced in the testes. The epididymis is responsible for the transportation of the sperm to maturity, 
since the sperm that emerge from the testes are immature and incapable of fertilisation. During sexual arousal, contractions 
force the sperm into the vas deferens.  

 

3.1.2 The internal male reproductive structures 

The internal organs of the male reproductive system, also called accessory organs, include the following:  
 

Vas deferens: 

The vas deferens is a long, muscular tube that travels from the epididymis into the pelvic cavity, to just behind the bladder. 
The vas deferens transports mature sperm to the urethra in preparation for ejaculation.  
 

Ejaculatory ducts:  

These are formed by the fusion of the vas deferens and the seminal vesicles. The ejaculatory ducts empty into the urethra.  

 

Urethra: 

The urethra is the tube that carries urine from the bladder to the outside of the body. In males, it has the additional function of 
expelling (ejaculating) semen when the man reaches orgasm.   
 

Seminal vesicles: 

The seminal vesicles are sac-like pouches that attach to the vas deferens near the base of the bladder. The seminal vesicles 
produce a sugar-rich fluid (fructose) that provides sperm with a source of energy and helps with the sperms’ motility (ability to 
move). The fluid of the seminal vesicles makes up most of the volume of a man’s ejaculatory fluid, or ejaculate.   
 

Prostate gland: 

The prostate gland is a walnut-sized structure that is located below the urinary bladder in front of the rectum. The prostate 
gland contributes additional fluid to the ejaculate. Prostate fluids also help to nourish the sperm. The urethra, which carries 
the ejaculate to be expelled during orgasm, runs through the centre of the prostate gland.  
 

Cowper’s glands: 

The Cowper’s glands, or bulbo-urethral glands, are pea-sized structures located on the sides of the urethra just below the 
prostate gland. These glands produce a clear, slippery fluid that empties directly into the urethra. This fluid serves to lubricate 
the urethra and to neutralise any acidity that may be present due to residual drops of urine in the urethra.   

 

3.2 The Female Reproductive System 
 

 

 

The female reproductive system contains two main parts: the uterus, which hosts the developing foetus, produces vaginal 
and uterine secretions, and passes the male's sperm through to the fallopian tubes; and the ovaries, which produce the 
female's egg cells. These parts are internal. 

 

The vagina meets the external organs at the vulva, which includes the labia, clitoris and urethra. The vagina is attached to the 
uterus through the cervix, while the uterus is attached to the ovaries via the Fallopian tubes. At certain intervals, the ovaries 
release an ovum, which passes through the Fallopian tube into the uterus. 

 

The ova are larger than sperm and are generally all created by birth. Approximately every month, a process of oogenesis 
matures one ovum to be sent down the Fallopian tube attached to its ovary in anticipation of fertilisation. If not fertilised, this 
egg is flushed out of the system through menstruation. 

 

Let us consider some of the most important parts of the female reproductive system. 

 

Vagina: 

The vagina is a fibro-muscular tubular tract, leading from the uterus to the exterior of the body. Semen from the male is 
deposited into the vagina of the female's body at the climax of sexual intercourse, commonly known as ejaculation. Around 
the vagina, pubic hair protects the vagina from infection and is a sign of puberty. 

 

Cervix: 

The cervix is the lower, narrow portion of the uterus where it joins with the top end of the vagina. It is cylindrical or conical in 
shape and protrudes through the upper anterior vaginal wall. Approximately half its length is visible; the remainder lies above 
the vagina beyond view. 
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Uterus: 

The uterus or womb is the major female reproductive organ of humans. One end, the cervix, opens into the vagina; the other 
is connected on both sides to the fallopian tubes. The uterus is a pear-shaped muscular organ. Its major function is to accept 
a fertilised ovum, which becomes implanted into the endometrium (inside lining of the uterus), and derives nourishment from 
blood vessels, which develop exclusively for this purpose.  

 

The fertilised ovum becomes an embryo, develops into a foetus and gestates until childbirth. If the egg does not embed in the 
wall of the uterus, a woman menstruates and the egg is flushed away. 

 

Fallopian tubes: 

The Fallopian tubes are two very fine tubes leading from the ovaries into the uterus. 

 

On maturity of an ovum, the follicle and the ovary's wall rupture, allowing the ovum to escape and enter the Fallopian tube. 
There it travels toward the uterus, pushed along by movements of cilia (finger-like cells) on the inner lining of the tubes. This 
movement takes hours or days. If the ovum is fertilised while in the fallopian tube, it then normally implants in the 
endometrium when it reaches the uterus, which signals the beginning of pregnancy. 

 

Ovaries: 

The ovaries are the place inside the female body where ova or eggs are produced. The process by which the ovum is 
released is called ovulation. The speed of ovulation is periodic and contributes directly to the length of a menstrual cycle. 
After ovulation, the ovum is captured by the fallopian tube, after travelling down to the uterus, occasionally being fertilised on 
its way by an incoming sperm, leading to pregnancy and the eventual birth of a new human being. 

 

Please note: 

The female urethra does not form part of the female reproductive system. Its only purpose is to carry the urine from the 
bladder to the outside of the body. 

 

Complete Learning Activity 1. 

 

Learning Activity 1 

 

Please provide an explanation of the male external reproductive structures, as well as the female internal reproductive 
structures. 

 

File the answers in your portfolio. 

 

3.3 Basic symptoms and signs of STIs 
Sexually transmitted infections (STIs) are diseases caused by germs that are passed on from one person to another during 
sexual intercourse. 

 

STIs are grouped together due to their particular symptoms and signs. The most common groups include: 

• Genital discharges;  

• Ulcers or sores on the genitals; 

• Other common STIs;  

• Hepatitis B; and  

• HIV/AIDS.  

 

We will briefly discuss these groups of STIs. 

 

3.3.1 Genital discharges  

A genital discharge is fluid, which comes out of the penis or vagina. The discharge could be smelly, colourless, white, yellow, 
or green. Discharges can be caused by more than one disease-causing organism. Diseases that commonly cause 
discharges are gonorrhoea and chlamydia.  

 

Women sometimes present with lower abdominal pain. This is when the infection has spread from the vagina, up into the 
uterus. This type of infection causes damage to the Fallopian tubes, and is the most common cause of sterility in women. 

  

Women may sometimes contract a disease causing a discharge that is not sexually transmitted. This may present as an 
itchy, "cottage cheese" discharge caused by a fungal (yeast) infection.  

 

Men with discharges may sometimes suffer from pain when they pass urine.  
 

3.3.2 Genital ulcers  

There could be one or many ulcers (sores) present on the penis or vagina. Ulcers are generally painful and recurring (come 
back again and again). Women might have ulceration inside the vagina, which is not always visible. Ulceration may also 
present with swollen glands in the pelvic area (groin). Genital ulceration may also ooze.  

 

3.3.3 Other STIs  

Genital herpes:  
Genital herpes starts as an itchy, painful rash. Women may not see the rash if it is high up in the vaginal tract. Later, small 
blisters develop which when ruptured, form ulcers. Herpes resembles "fever blisters" found around the lips, but they are 
present on the genitals. Herpes is not curable and flares up intermittently.  

 

When a patient’s immune system is compromised due to HIV, they are much easier susceptible to contracting the Herpes 
virus. It also happens that patients infected with the herpes virus, may more readily get infected with HIV due to ulceration. 

 

Syphilis:  
The disease starts off with ulceration on the genitalia. It then spreads to other parts of the body, including the heart and brain. 
Pregnant woman infected with syphilis my also infect their unborn.  

 

It is likely that both sexual partners will be infected with syphilis, although some may present as asymptomatic. Syphilis 
infection is confirmed with an RPR test.  
 

Genital warts: 
Genital warts vary in size, but may have a distinct cauliflower-like appearance. Mild infections are treated with medicine, 
whilst large infections are treated surgically. The same virus that causes genital warts oftentimes causes cervical cancer. 

 

Pubic lice: 
Pubic lice are human parasites that generally infest the genital area. It should be noted that the use of condoms would not 
prevent infestation of pubic lice. 
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Molluscum contagiosum:  
Molluscum contagiosum presents as a pimple-like round ulcer with an indentation in the centre of the lesion. These lesions 
may occur all over the body, but usually disappear without treatment after a few months. Again, the spread of this STI cannot 
be stopped with the use of condoms. 
 

Hepatitis B:  
HIV and Hepatitis B are both transmitted sexually, although they do not cause symptoms in the genital area. Hepatitis B is 
present and transferred from an infected person to another through sexual secretions and blood.  

 

Perhaps the most dangerous STI of all is the HIV virus. Let us consider this infection in more detail. 

 

3.4 The disease process of HIV/AIDS and its effect on the body 

3.4.1 The Human Immuno Deficiency Virus 

HIV is an abbreviation for the term Human Immuno Deficiency Virus.  

 

Definition: 

 
 

A Human Immuno Deficiency Virus affects the body by destroying the immune system. 

 

Definition: 

 

 

Scientists have found that HIV infects many types of cells, although two specific immune system cells are infected most. 
These two cells are called the CD4 cells and CD8 cells and form part of the class of white blood cells. The infection of these 
two types of immune system cells eventually causes the critical effect of the virus. HIV destroys these cells, and in time, the 
number of CD4 and CD8 cells reduces to such low levels, that the immune system of the person infected can no longer 
effectively defend the body against any disease causing organisms. The infected person will then eventually succumb to 
infections and cancers. 

 

HIV essentially is a weak virus that cannot survive outside the body. When exposed to the environment, the virus is 
destroyed, but survives in body fluids that include blood, sexual fluids (semen and vaginal secretions) and breast milk and will 
grow in numbers until it reaches sufficient concentrations in these fluids to cause infection.  

There are two types of the HIV virus and are called HIV-1 and HIV-2 respectively. The HIV-1 type is the most common type in 
Southern Africa, whilst the HIV-2 type is found mostly in West Africa, Europe and the Americas. 

3.4.2 Progression of the HIV infection 

HIV infection follows a specific pattern as it progresses. There are essentially 5 phases the patient infected with HIV 
experiences.  

 

Phase 1:  Window period 

Once HIV has entered the blood stream of an infected patient, it starts to penetrate the CD4 white blood cells. After entering 
these cells, the virus begins to multiply but will not be detected by common antibody testing methods before six to twelve 
weeks have passed. This period is called the “window period”. 

 

Phase 2: Sero-conversion 

The second phase the HIV infected patient enters, occurs after the six to twelve weeks “window period”. Some patients may 
start to experience flu-like symptoms. The patient experiences these symptoms, as some of the infected white blood cells 
start to die, thereby releasing the virus back into the blood stream and for the first time the body is starting to work hard to 
make the correct antibodies to fight HIV.  

 

At this stage the antibody test will be positive. The change of the virus becoming detectable is called “sero-conversion”. 

 

Phase 3: Latent infection phase 

Once sero-conversion has occurred, the patient feels healthy again as the body temporarily wins the fight. From now on, the 
patient will test positive for HIV, but he/she will feel physically healthy. The period of this phase varies from patient to patient. 
If the patient is able to stay free of infections and enjoys healthy nutrition, this phase can significantly be longer. 

 

Phase 4: Early disease progression 

When the latent phase of the HIV infection has passed, the patient may start to develop minor skin rashes and enlargement 
of glands in the neck and armpits. As the immune system deteriorates, more serious symptoms will appear which generally 
include boils, warts and oral thrush. 

 

Phase 5: AIDS 

AIDS is the abbreviation for Acquired Immune Deficiency Syndrome. When a patient enters the fifth stage, he/she is then 
suffering of AIDS and this stage is the most serious of the HIV progression. AIDS develops when the immune system is 
seriously damaged and is no longer able to defend the body against infections and cancers that are normally controlled in a 
healthy person. Such infections are termed Opportunistic infections because they take advantage of the body’s weakened 
immune system. Certain cancers are also more likely to develop. Apart from the effects of HIV on the immune system, the 
virus itself also affects the brain and the body’s mechanism of converting food into energy and other body building blocks. 

 

3.4.3 Symptoms and signs of AIDS 

The main symptoms and signs of AIDS occur as a result of opportunistic infections and cancers as well as the direct effects 
of the virus on the body, which include dementia and wasting (slimming disease).  

 

The patient suffering of AIDS will probably present with a number of infections and/or cancers. We use the word syndrome to 
define the different groupings of infections/cancers that may arise. 

 

Definition: 

 

 

 

Common opportunistic infections with symptoms and signs include: 

Virus 

A virus is a non-living organism of sub-cellular (smaller than a human cell) size that causes an infection in the human 

body.  

Immune system 

The immune system is the body’s defence mechanism against infection from microorganisms that cause disease. It 

also heals the body after sickness or injury. 

Pathogen 

A pathogen is any organism capable of producing a disease. 
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• Headache, confusion, meningitis, and or coma, caused by the pathogens Toxoplamosis and/or Cryptococcal 
meningitis. 

• Coughing and/or pneumonia, caused by the pathogens Pneumocystis jiroveci pneumonia (PCP) and/or Tuberculosis 
(TB). 

• Diarrhoea caused by the pathogens Cytomegalovirus (CMV), Cryptosporidiosis and/or Mycobacterium avium complex 
(MAC). 

• Rashes and/or shingles caused by the pathogens Herpes simplex, Herpes Zoster, Kaposi’s sarcoma (KS) and/or 
fungal infections (yeasts). 

• Sores, abdominal discharge and/or growths caused by Genital herpes, Human Papilloma Virus (HPV) and/or other 
STIs. 

 

Now that we have a better understanding of HIV and AIDS, it is necessary to consider the relationship that exists between 
STIs and HIV/AIDS. 

 

Complete Learning Activity 2. 

 

Learning Activity 2 

 

1. Please provide the definition of the following terms: 

 a. Pathogen 

 b. Virus 

 c. STI  

 d. HIV 

 e. AIDS 

Please explain the difference between being HIV-positive and suffering from AIDS. 

File the answers in your portfolio. 

 

3.5 The relationship between STIs and HIV/AIDS 
Sexually transmitted infections (STIs) are infections that can be transferred from one person to another through sexual 
contact. In this context, sexual contact is more than just sexual intercourse (vaginal and anal) and also includes kissing, oral-
genital contact, and the use of sexual “toys”, such as vibrators.  

 

Especially when left untreated, STIs will put the patient at much greater risk of contracting HIV and AIDS. It is important to 
note that HIV/AIDS in itself is an STI infection as it is transmitted through sexual contact. Research shows that the treatment 
of STIs at an early level significantly reduces the risk of HIV infection. 

 

STIs cause ulcerations that generally weaken the skin of the penis or vagina, making it easier for HIV to enter the body. 
Patients presenting with STIs are up to 9 times more likely to contract HIV. 

 

Untreated STIs can also result in serious illness and infertility and can be passed on to unborn or new-born babies by the 
infected mother. 

 

Most STIs are effectively treated, but the full course of treatment must be followed through. 

 

Do Learning Activity 3. 

 

Learning Activity 3 

 

Please explain the relationship between STIs and HIV/AIDS. 

 

File the answers in your portfolio. 

 

3.6 The modes of transmission of STIs and HIV/AIDS 
We have already determined that HIV is a virus that is weak, which means that it will not survive outside the human body. 
HIV present in concentrations high enough to cause infection in the following bodily fluids: 

blood; 

sexual fluids (semen and vaginal secretions); and 

breast milk (if the baby is not taking Nevirapine during the breastfeeding period) 

 

HIV can only be transmitted from one infected person, to another through: 

 

Sexual intercourse: 

The most common way for the HIV virus to be passed on from an infected person to another is when they have unprotected 
sexual intercourse (intercourse without a condom). Children can also get the HIV virus from an HIV-positive adult who has 
sexually abused or raped them. 

 

Pregnancy and breastfeeding: 

A pregnant woman that is HIV-positive, can pass the virus on to her baby when she is still pregnant, gives birth, or 
breastfeeds. One in every three babies born to HIV-positive mothers will get the virus. 

 

It is a fact that a woman is more likely to pass the HIV virus if she is sick with AIDS when she becomes pregnant, or if she 
gets the HIV virus while she is pregnant. 

 

It is, however, safe for a HIV positive mother on HIV treatment, to breastfeed her child, provided the child is also taking / 
given ARVs (Nevirapine) during the breastfeeding period. 

Refer: Paragraph 8.2.4.10 ARV treatment: Pregnant/breastfeeding Women and HIV-exposed Infants 

 

Blood: 

The HIV virus can pass from one person that is HIV-positive to another if they share blades, needles and syringes that are 
not sterilised. The HIV virus can also be passed on if the blood of an HIV infected person mixes with the blood of another 
person. 

 

Sick people are sometimes given extra blood through a blood transfusion. If the blood, that is transfused, is infected with the 
HIV virus, the receiver will most certainly get infected with the HIV virus. 

 

It is important to know that both strains of HIV (HIV-1 and HIV-2) are transmitted in the same ways, although evidence 
suggests that the HIV-2 type virus is less readily transmitted through sexual intercourse and mother-to-child-transmission. 

 

Of equal importance is the fact that people, who are receiving antiretroviral therapy, even if they have undetectable viral 
loads, can still transmit HIV. It is therefore essential to urge HIV infected patients to exercise preventative measures at all 
times. 
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The approximate risk of transmission from a single exposure event is published as follows: 

• Vaginal intercourse:   0.1% 

• Anal intercourse:    1.0% 

• Percutaneous exposure (e.g. a needle prick): 0.3% 

• Needle-sharing (drug users)   1.0% 

• Blood transfusion:    100% 

 

The risk of mother-to-child-transmission varies between 20% and 40%. 

 

Unprotected intercourse between a male and female, or between males, accounts for 75% to 80% of HIV infections in adults. 
Again, as stated before, HIV transmission through sexual intercourse is more likely when one or both partners have another 
sexually transmitted infection. 

Definition: 

 

 

The presence of an STI, particularly those that cause ulceration increase the risk of both transmitting and acquiring HIV. The 
presence of an HIV infection in a patient that also presents with an STI may result in the STI condition to be more severe and 
the treatment thereof to be less effective. 

 

The early treatment of STIs is one of the most important strategies for the prevention of HIV transmission. STIs are treated 
through what is known as the “syndromic approach” which means that a patient who presents with a particular group of 
symptoms and signs, will be treated without waiting for confirmation of any specific infections confirmed by laboratory testing. 

 

You have to complete your fourth Learning Activity now. 

 

Learning Activity 4 

 

1 Please provide an explanation of the term Mode of Transmission. 
2 What are the modes of transmission for HIV/AIDS? 

 

File the answers in your portfolio. 

3.7 Myths and misconceptions about STIs and HIV/AIDS 
The main reason why the HIV virus is still spreading, is because people still have unprotected sex. This means that they have 
sexual intercourse without a condom. The most common misconceptions and myths that people have and believe that they 
do not need to use a condom are: 

• Many people believe that you can tell from the way a person looks that they have the HIV virus: 

 This is simply not true. One cannot tell if a person has the HIV virus by looking at him or her. One can only know 
 for sure if an HIV test is conducted. 

 

• A lot of men still believe that you are only a real man if you have many sexual partners: 

 This is also not true. Having many sexual partners increases one’s risk of contracting the HIV virus. 

 

• Many young people do not think carefully before they have sex. They believe that they will not get infected with the HIV 
virus. 

 This is not true. Anybody can be infected with the HIV virus. Young people need to be educated about condoms, 
 sex, STIs, pregnancy and HIV. 

 

• There are people who still believe that you will only get infected with the HIV virus if you have many partners, or if you 
are unmarried. They believe that they are safe as long as they have one partner at a time. 

This is not true. If one’s partner is already HIV positive, one can get infected with the HIV virus if one has 
 unprotected sex. This can happen even with only one sexual partner. 

 

• Many women think they have to obey men about sex. 

 In many societies, women do not have control over their sex lives. They believe that they have to obey and do 
 what their partner tells them. This means that they are afraid to ask their partner to use a condom, even if they 
 know that he has had unprotected sex with other women.  

 

• Some men think that if a woman says he must wear a condom, it means she is sleeping with other men. Some men 
also get violent when their partners ask them to use a condom. 

 Men sometimes put themselves at risk of getting STIs including HIV/AIDS because they believe in the following 
 wrong ideas: 

• Men can’t control their sexual urges.  

 This is not true. Men can control all parts of their body, including their sexual urges at any time. 

• All men have more than one sexual partner. 

 This is not true. Many men have fulfilling sex lives with one partner. 

• If you love someone, it means she should have sex with you. 

 This is not true. Love means care and respect, not sex. 

• Women should obey men when it comes to sex. 

 This is not true. Women have the right to say “no”. Sexual relationships based on care and respect is more 
 satisfying than those based on fear and power. 

• Men know all about sex. 

 This is not true. Men should have the courage to admit what they don’t know, and ask questions. 

 

Of the other misconceptions about STIs including HIV/AIDS are: 

 

• Condoms are completely safe. 

 Only having no sex at all is completely safe. Condoms that are used correctly however, provide the best 
 protection against contracting the HIV virus. 

 

• AIDS can be cured. 

 AIDS cannot be cured. Once the HIV virus is in the body, it is there to stay. And once a person develops AIDS, 
 there is no cure for it. Most of the diseases that result from HIV infection, however, can be cured. There is 
 currently no vaccine to prevent one from getting an HIV infection. 

• AIDS is a “gay disease”. 

 AIDS is not a gay disease. In fact, in South Africa, AIDS is mostly a heterosexual disease. This means that it is 
 passed on between boys and girls and men and women and not just between “gays”. 

 

Ulcer 

An ulcer is a circumscribed, crater-like lesion of the skin or mucous membrane, resulting from necrosis (localised 

tissue death) that accompanies some inflammatory, infectious, and malignant processes. An ulcer may be shallow, 

involving only the epidermis, or may be deep. 
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• One can get infected with HIV if one cares for a person that is HIV-positive. 

 This is not true. We have stated that the HIV virus can only be transmitted in sexual fluids, blood and breast 
 milk. One cannot just “catch” HIV like a cold or the flu. Caring for an ill friend or relative is quite safe. In the event 
 that some blood occurs, one has to make sure that it does not get into contact with a sore or cut. Blood on any 
 surface should be cleaned with a mixture of a small amount of bleach and water. 

 

Do Learning Activity 5 and file the answers in your portfolio. 

 

Learning Activity 5 

 

1 Please explain what is meant by misconception.  
2 Please provide your understanding of the most common misconceptions regarding STIs, including HIV/AIDS. 

3.8 How to present information that is appropriate and sensitive 
Perhaps the most important part of this module is the aspect of communicating with and counselling your patient. It is 
important to remember that we are dealing with lay persons that do not have the knowledge and experience with respect to 
medicine and diseases. For a patient, the notion of discussing a sexually transmitted disease or HIV/AIDS with anyone, 
including you as a pharmacist’s assistant, is daunting and often embarrassing. It is precisely for this reason that you should 
be comfortable and confident when you counsel the patient in this regard. 

 

The very first bit of information you have to provide to your patient regarding STIs and their HIV/AIDS status is that it is 
absolutely confidential. It is expected by law of you to keep the conversation you have with your patient confidential, including 
the information your patient may divulge to you. 

3.8.1 Confidentiality 

In this context, confidentiality means that your patient’s HIV status is not made known to anyone outside the health service 
without the patient’s consent. Because of the stigma associated with HIV, issues may also arise about confidentiality within 
the health service. 

 

Confidentiality regarding the medical records of any patient (not only HIV and AIDS patients) has important legal and ethical 
implications. Access to information is essential for healthcare workers to manage patients properly. However, it is important 
to treat this information respectfully, and to keep in mind the potential effects on the lives of patients, when information is 
disclosed. 

3.8.2 Private counselling area 

In order to make your patient feel comfortable, it is important that you conduct the counselling sessions and/or information 
sessions in the private counselling area of your pharmacy. Invite your patient to this area and make them feel at ease. 

 

Explain to your patient that you will keep the conversation and information given to you confidential as the patient’s private 
health status is confidential and protected by our Constitution. It is important to win the trust of your patient quickly. If your 
patient does not trust you, he/she will not discuss their sexually related problems or ignorance with you. Remember you are 
an educator as well and the aim of this module is to provide you with enough knowledge so that you can confidently conduct 
your counselling or information giving to your patient.  

 

3.8.3 Keep to the basics 

Once you have established a trust relationship with your patient, it is important to focus on the patient’s needs or specific 
requests. When your conversation touches any aspect of sex or of a sexually related subject, keep your discussion respectful 
and mindful of the patient’s comfortability levels. 

 

You must inform your patient that you are only providing information to him/her so that he/she can make an informed decision 
regarding their sex lives, seeking treatment of STIs, or deciding to test themselves for HIV/AIDS. You are in no way allowed 
to conduct an examination of the patient, even if the patient wants to “show” you what is wrong. 

 

You can provide the information regarding specific symptoms and signs, as you have been trained in this module, but you 
must always remember that you are primarily a support giver. Inform your patient of the necessary information you believe 
they should have regarding their particular situation and advise them what they could choose to do as the next step. 

 

3.8.4 Counselling the patient on the correct use of medicine 

It is your duty as pharmacist’s assistant to provide correct information regarding the medicine your patient has been 
prescribed. Antiretroviral medicine and even medicine prescribed to treat STIs may have severe adverse effects that will 
make your patient feel sick.  

 

It is for this reason that you need to know the diseases and treatments in order to inform your patient what he/she can expect 
when they start to take the medicine.  

 

It has been shown that a patient on antiretroviral treatment must have a compliance rate of 95% in order for the therapy to be 
successful. This means that a patient taking antiretroviral therapy cannot afford to skip more than two doses per month. You 
should educate your patient about compliance, as the compliance rate is currently expected to be only 75% to 80%, which 
effectively means that the antiretroviral medicine will not perform optimally. 

 

Your sixth Learning Activity must be completed now. 

 

Learning Activity 6 

 

Please explain how you would approach a patient that is HIV-positive and has requested information about her disease 
from you. 

File the answers in your portfolio. 

 

3.9 Evaluating the level of community awareness and knowledge of 
STIs and HIV/AIDS 

The Department of Health has developed a self-test questionnaire to gauge the level in information people have regarding 
STIs and HIV/AIDS. It is a useful tool to use in the pharmacy to find out what your patient knows or doesn’t know about these 
issues. 

3.9.1Self-test Questionnaire 

1 Do you know how girls become pregnant? 
2 Do you think using the Pill as a contraceptive can prevent AIDS? 
3 If all the boys and girls in your group have sex, will you be able to say “NO” if they want you to have sex with them? 
4 If you feel unattractive and unhappy about the way you look, will it make you feel better if a boy/girl wants to have sex 

with you? 
5 Does smoking dagga or drinking make people do things they would not otherwise? 
6 Would you share needles, used to inject drugs, with your best friend? 
7 If your father or mother has more than one sex partner, would you like to follow their example and be like them? 
8 Can you tell when someone has AIDS or a STI? 
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9 Do you know how to prevent getting AIDS or STIs? 
10 Does someone with AIDS necessarily look ill? 
11 Can AIDS be cured? 

 

Determining the score: 

2. Yes = 1   No = 0 

Yes = 0   No = 1 

Yes = 1   No = 0 

Yes = 0   No = 1 

Yes = 1   No = 0 

Yes = 0   No = 1 

Yes = 0   No = 1 

Yes = 0   No = 1 

Yes = 1   No = 0 

Yes = 0   No = 1 

Yes = 0   No = 1 

 

Results: 

11 points or higher: 

 The patient is informed about HIV/AIDS and STIs and is obviously a careful responsible person. 

 

Below 11 points: 

The patient may run the risk of getting an STI, HIV and AIDS or become pregnant without planning it.  

 

It is by no means the only way to determine your patient’s level of knowledge. An honest and private discussion will also take 
you a long way in determining what needs to be discussed with your patient. 

 

 

Complete Learning Activity 7. 

 

Learning Activity 7 

 

Please provide an explanation of the process you would follow to determine the level of awareness of your patient 
regarding HIV/AIDS. 

File the answers in your portfolio. 

 

Please refer to Appendix A for clarification of Abbreviations and Acronyms used in this module. 

 

4 Prevention of STIs 
It is stated that the interconnectedness of HIV and other STIs grows increasingly apparent as biomedical and behavioural 
scientists learn more about people’s susceptibility and risks. 

 
 

The World Health Organisation states in the introduction to their publication “Global incidence and prevalence of selected 
curable sexually transmitted infections – 2008”: 

Sexually transmitted infections (STIs) are a major global cause of acute illness, infertility, long-term disability and death with 
serious medical and psychological consequences of millions of men, women and infants. There are over 30 bacterial, viral 
and parasitic pathogens that have been identified to date that can be transmitted sexually. 

This report presents global and regional estimates for 2008 of the incidence and prevalence of four curable STIs– Chlamydia 
trachomatis, Neisseria gonorrhoea, syphilis and Trichomonas vaginalis – in adults between 15 and 49 years of age. 

The total number of new cases of the four STIs in 2008 in adults between the ages of 15 and 49 was estimated to be 

498.9 million” 

 

In a research article titled “Global Estimates of the Prevalence and Incidence of Four Curable Sexually Transmitted Infections 
in 2012 Based on Systematic Review and Global Reporting” is stated that to quantify the prevalence and incidence of STIs is 
important to plan interventions and to make recommendations for resources. 

This study was performed on the prevalence and incidence, in adult women and men, of the same four curable STIs 
addressed in the WHO publication. 

 

It was found from the data collected that an estimated 131 million new cases of chlamydia, 78 million cases of gonorrhoea, 
143 million cases of trichomoniases and 6 million cases of syphilis were reported, i.e. a total of 358 million new cases in 
2012. Nearly one million new infections with these curable STIs were reported each day. The researchers concluded that 
“the estimates highlight the urgent need for the public health community to ensure that well-recognized effective interventions 
for STI prevention, screening, diagnosis and treatment are made more widely available.” 

The above figures (2012) show a decrease of approximately 28% in the number of new cases reported if compared to the 
WHO findings (2008). This indicates an improvement over the four-year period. 

 

Research has long since suggested that the risk behaviours, which place individuals at risk for other STIs also increase a 
person’s risk of becoming infected with HIV.   

 

4.1 Prevention and minimisation of STI transmission 
As counsellor, you should encourage your patient to find ways to protect himself/herself from STIs. The following should be 
considered. 

 

4.1.1 Abstinence 

The best way to prevent infection of STIs is not to have sex. It is everybody’s right to choose when to have sex. It is advisable 
to discourage the young to wait until they are older. Teenagers should be advised that they would contract STIs more readily 
than adults. Patients should also be advised that some STIs commonly cause cancer of the cervix. 

4.1.2 Communication between sexual partners 

As an educator and informer, you should advocate to your patients that sexual partners should talk with one another 
regarding their respective responsibilities of guarding themselves from STIs. This communication should be seen as having 
mutual respect for one another. For some people, it may be quite difficult to talk about sex. You should encourage them to 
rather choose to be safe rather than not talk to one another. Another useful bit of advice is to encourage your patient to talk 
with his/her partner when it is at a time and place where they will not be disturbed. 

 

Susceptible 

When someone is easily influenced, harmed, or infected. 
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4.1.3 Communication in general 

It would be advisable to encourage your patient to share with his/her friends the information he/she has acquired. This may 
save lives. They should discuss how to recognise STIs, explain how one can get treatment and to talk about safer sex. 

 

4.1.4 Communication with a health worker 

Encourage your patient to seek advice from a health worker if he/she is worried about himself/herself, or their partner. Explain 
that he/she doesn’t need to be embarrassed talking about sex, as the health workers are trained in addressing such issues. 

 

4.1.5 General precautions 

It must be stated that the loop, pill and injection cannot protect one against STIs. Safer sex must at all times be encouraged. 

 

4.1.6 Safety for the health worker 

As a health worker you should know that there are some things that should always be done whenever a person is hurt or ill in 
order to prevent the spread of diseases, including HIV/AIDS. 

 

Safety actions include: 

• Do not move a bleeding person until the bleeding has stopped. First aid should be given wherever the patient is sitting 

or lying. Keep away from the blood. 

• Always wear rubber gloves, or in the absence thereof, clean plastic bags on your hands when you treat a person who 

is bleeding. 

• Clean the wound with water and disinfectant or soap. 

• Cover cuts and open sores with a waterproof dressing (plaster) and ask the patient to keep them covered until they are 

healed. 

• Throw anything with blood on it away in a plastic bag. 

• Wash your hands with soap afterwards, even if you have worn gloves. 

• Remember to clean up any spilt blood or other bodily fluids with a disinfectant solution or a mixture of water and bleach 

(one teaspoon of bleach in one litre of water). 

 

Do Learning Activity 8 and then continue with the next section. 

 

Learning Activity 8 

 

Please explain the role communication plays in the prevention and minimisation of STIs. 

 

File the answers in your portfolio. 

4.2 Methods taken to prevent the spread of STIs and HIV/AIDS within 
a sexual context 

Perhaps the most pertinent methods to prevent the spread of STIs and HIV/AIDS involve the following change of habits. 

 

4.2.1 Having sex without penetration 

It is important to explain to your patient that to protect himself/herself from STIs when having sex, semenal and vaginal fluids 
should not come into contact. Sexual intercourse needn’t involve penetration. Oral sex however, is also not entirely safe. It is 

best to always use a condom. Finally, your patient should be informed that some STIs, for example genital warts, can be 
passed onto one another without having sex. 

 

4.2.2 Use of condoms 

Encourage safer sex by using a condom each time. Explain to your patient that using a condom is the best protection against 
STIs. Even if your patient is in a permanent relationship, you should advocate that sex would only be safe if your patient uses 
a condom, if both parties have a negative HIV test 3 months after sex with previous partners and finally if both partners 
remain faithful to each other. 

 

You should enquire from your patient whether he/she knows the correct methods of using condoms. They should also be 
asked and informed about both male and female condoms. 

 

Complete the ninth Learning Activity. 

 

Learning Activity 9 

 

Please explain in your own words how you would inform your patient of methods that can be taken to prevent the 
spread of STIs and HIV/AIDS within a sexual context. 

 

File the answers in your portfolio. 

 

4.3 Use of the male condom 
In the event that your patient does not know how to use a condom correctly, the following key issues should be conveyed and 
explained: 

 

How to use a condom correctly: 

• Make sure the condom is not damaged. 

• Use a new condom each time you have sex. 

• When the male’s penis is fully erect, and penetrative sex is anticipated, the condom wrapping should be opened 

carefully in order to avoid tearing the condom itself. 

• Explain that a condom resembles a rolled up rubber ring with a small reservoir (teat) in the middle. 

• The rubber ring must be put over the head of the penis while the reservoir is held in place by a finger and thumb. 

• Gently squeeze the air from the condom while rolling down the condom over the erect penis. 

• The entire penis must be covered. 

• Once ejaculation has occurred, the ring of the condom should be held in place. 

• Retraction from the partner should be done now carefully before the penis returns to its flaccid state. 

• The condom must then be slid off the penis, ensuring that no semen is spilled or leaked from the condom. The 

condom must then be tied and wrapped in paper. 

• It should be thrown away safely and not flushed down the toilet. 

• It is important to check the expiry date on the packet. Expired condoms are not safe. 

 

The patient should also be informed that female condoms could also be considered in order to prevent pregnancy, STIs and 
HIV/AIDS. Female condoms are only available at certain clinics. 
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Complete Learning Activity 10. 

 

Learning Activity 10 

 

How would you explain the use of a male condom to your patient? 

 

File the answers in your portfolio. 

 

4.4 Use of the female condom 
It has been shown that female condoms provide the best protection if they are used correctly. The female condom can be 
used during menstruation and the female patient should be encouraged to share in the responsibility. 

 

The female condom has a thin outer ring and a loose inner ring. 

 

The following steps must be followed when using the female condom: 

 

Before using the Condom: 

• The condom should be rubbed between the fingers in order to spread the lubrication. 

• The inner ring should then be twisted into a figure-8 and held between the fingers. 

• The vagina must be relaxed before insertion of the female condom. Educate the patient that she can either squat with 

her knees apart, sit with her legs apart or stand with one leg raised. 

• The inner ring should then be pushed into the vagina. A finger should be placed inside the condom to push the inner 

ring up into the vagina in order to place it behind the pubic bone. 

• The outer ring will hang outside the vagina. 

• Care must be taken to avoid twisting of the condom. 

 

During sexual intercourse: 

• The penis should be guided into the condom. 

• Ensure that penetration does not occur between the condom and vaginal wall. 

• Also ensure that the condom is not pushed into the vagina. 

• If the patient experiences any problem, the condom should be removed and a new one inserted. 

• It is important not to use a male condom at the same time as a female condom. 

 

After sexual intercourse: 

• When sexual intercourse has finished, the condom can be removed. 

• The outer ring must be twisted gently and the condom should then be pulled out gently. 

• Again the condom should be wrapped in tissue paper and disposed of safely. 

 

Do Learning Activity 11. 

 

Learning Activity 11 

 

How would you explain the use of a female condom to your patient? 

 

File the answers in your portfolio. 

 

4.5 Prevention and minimisation of mother-to-child-transmission  
In February 2020, the National Department of Health, South Africa, published their “NATIONAL CONSOLIDATED 
GUIDELINES FOR THE MANAGEMENT OF HIV IN ADULTS, ADOLESCENTS, CHILDREN AND INFANTS AND 
PREVENTION OF MOTHER-TO-CHILD TRANSMISSION.”            

 

The PMTCT guideline aims to outline the minimum standards for routine care for women of childbearing age and their 
families relating to: 

• the prevention of new HIV cases, TB cases, and syphilis cases; 

• the prevention of unintended pregnancies; 

• the prevention of mother-to-child transmission of HIV, syphilis; and 

• the care and treatment of the women living with, and their children exposed to HIV, TB, and syphilis. 
 

4.5.1 Antenatal clinic and choices of the mother 

Unless the pregnant woman showing up at the Antenatal Clinic is HIV positive and already using ART (antiretroviral 
treatment), an HIV test should be offered. The aim is to identify HIV infection and suppress the viral load. Any other 
infections, e.g. Syphilis should also be identified and treated. 

• For the pregnant woman who tests negative, an HIV test should be offered each time the pregnant woman who tested 
negative returns to the clinic for a follow-up visit. 

• The pregnant woman already on ART should continue with ART treatment unless her viral load count (VL) is more than 
50c/ml. 

• A pregnant woman who tested positive should be started on ART (TDF, 3TC, and DTG - as a fixed dose combination - 
is the preferred regimen unless the VL is higher than 50c/ml), but the pregnant woman must be informed about the 
risks of initiating Dolutegravir in pregnant women in the 1st 6 weeks. Counsel the mother on use of DTG in pregnancy 
and allow her to make an informed choice. 

• A pregnant woman who is known HIV positive, not on ART should be started on ART treatment (AZT, 3TC, and DTG 
unless the VL is higher than 50c/ml.) 

 

A pregnant woman with a VL above 50c/ml must access the “VIRAL LOAD NON-SUPPRESSION ALGORITHM” (NSA). 

 

4.5.2 Minimising mother-to-child HIV transmission during labour 

The primary objective during labour and delivery is a safe delivery of both the mother and the child as well as the prevention 
of mother-to-child HIV transmission (MTCT): 

• Pregnant women already on ART should continue their ART treatment at usual dosing times during labour. 

• Newly diagnosed, or known HIV positive women not on ART: 
o should be given a stat single fixed dose combination tablet of TDF, 3TC and DTG (TLD) and a stat single dose of 

NVP. 
o Lifelong ART should be initiated the following day after contra-indications to ART have been excluded  

• Mothers must understand and anticipate the adherence challenges that may be experienced in the postpartum period 
 

All women must have a VL test done at the time of delivery. Although this VL result will mostly still be unknown when infant 
prophylaxis is initiated. The results of the delivery VL must be checked at the 3-6-day postnatal visit, and the management of 
the mother-infant pair adjusted accordingly. 
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The mother’s VL in the last 12 weeks prior to labour is used to categorise the risk for the infant: 

• VL < 1000c/ml = Low risk 
• VL ≥ 1000 c/ml = High risk 
• No VL result in the last 12 weeks = High risk 

 

Routine labour and delivery management according to the Maternity Guidelines of SA, including safe delivery techniques for 
the HIV positive mother must be provided. The following should be avoided: 

• Episiotomy & assisted delivery (unless essential); 
• Prolonged rupture of membranes; 
• Unnecessary suctioning of the infant. 
 

If a C/section is required, prophylactic antibiotics for all HIV-positive women according to the Maternity Care Guidelines 2016, 
should be provided 

 

Encourage skin-to-skin contact with baby and initiate exclusive breastfeeding within 1 hour of delivery.  

 

At discharge: 

• Ensure contraception has been administered after appropriate counselling. 
• Provide the mother with two-months’ supply of ART and six-weeks supply of infant prophylaxis. 
• Communicate follow-up appointment dates for the six-day post-natal visit at a named facility. 
• Provide necessary referral letters. 
• Provide an ART transfer-out letter, if she will receive her ART at a different facility. It is recommended that the mother-

baby pair continue to receive integrated care within the maternal and child health stream until the baby is two years old 
or no longer breastfeeding. 

• Identify any potential psychosocial risk factors that may require additional support. 
 

4.5.3 Care of the HIV-exposed Infant at Delivery 

All HIV-exposed Infants should receive a birth HIV-PCR test to identify HIV transmission that occurred in-utero. 

 

All HIV-exposed Infants should receive a minimum of six weeks post exposure prophylaxis with NVP. The high-risk infants 
(mother had unknown VL at time of delivery or a VL higher than 1000c/ml) must be provided additional prophylaxis. 
Additional prophylaxis may be stopped for the infant of whom the mother’s VL was unknown at the time of labour, if the VL is 
below 1000c/ml. 

 

All high-risk infants who are: 

• Breastfed should receive additional AZT for the first six weeks of life and should receive NVP for a minimum of 12 
weeks. NVP should only be stopped when the breastfeeding mother has a VL of less than 1000 c/ml, or until four 
weeks after she has stopped breastfeeding. 

• Exclusively formula fed should receive AZT for 6 weeks and NVP for 6 weeks. 
 

It is time to do Learning Activity 12. 

 

Learning Activity 12 

 

Please explain the concept of PMTCT and provide the choices available to a pregnant mother who is HIV-positive that 
would assist in the prevention of MTCT. 

 

File the answers in your portfolio. 

 

4.6 The use of a condom when both partners are HIV-positive 
A common misconception exists among people that it is no longer necessary to use condoms when one is HIV-positive and 
has sexual intercourse with another that is also HIV-positive. This is simply not true. 

 

When HIV-positive persons engage in unprotected sexual intercourse with other HIV-positive persons and either person has 
drug resistance or a different type of resistance, this can be passed on to one another. How often reinfection occurs is not 
known. The risk is probably at least as low as catching HIV the first time. This will be higher if viral load is detectable and 
dramatically less for someone on effective treatment. The implications for a person’s health if reinfection occurs will depend 
on how serious the resistance is.   

 

This means partners should know about one another’s treatment history. If neither one has resistance, or both have the same 
resistance, then reinfection is not a problem. But if one has drug resistance, and a detectable viral load, then reinfection 
would stop these drugs from working. 

 

It is also quite possible to contract other STIs from other HIV-positive partners. As one’s immune system is compromised, 
one will get infected more readily than someone who has a healthy and normal immune system.  

 

Do Learning Activity 13. 

 

Learning Activity 13 

 

Please explain the prevention of HIV/AIDS with respect to: 

1 Abstinence 

2 One faithful partner 

3 Use of condoms 

File the answers in your portfolio. 

 

5 Procedures and techniques involved in pre- and post-testing 
As a healthcare worker, we as pharmacist’s assistants must advocate the importance to the public that one should know 
one’s HIV status. The only way that one’s HIV status can be made known is through HIV testing. We should advocate that 
every person knows his/her HIV status and also request of their partners to declare their HIV status. If people are uncertain 
about their HIV status, or have been exposed after having tested negative, they should get tested for HIV again.  

 

5.1 The importance of pre- and post-counselling 
The earlier a person’s HIV-positive status is known, the better the chances at keeping them healthy and avoiding the spread 
of HIV/AIDS. During counselling you should encourage your patient to take the first step to show that he/she cares about 
stopping the spread of HIV and about living life to the fullest.  

 

Once you have convinced your patient that he/she should determine their HIV status, the next step is to inform them where 
they can be tested. 
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From the age of 12 years and above, any person can be tested for free at Government HIV clinics without their parents’ 
consent. A person can be tested for free at most campus clinics if they are studying. One can also pay to get tested at most 
private doctors, clinics and hospitals.  

 

It is important to explain to your patient what he/she could expect when they are being tested. The following should be 
conveyed: 

 

• A person opting to be tested for HIV will get counselling before and after the test. What this means is that someone 
who is trained in HIV and AIDS counselling will talk to them about taking the test. They will also discuss with the 
patient how he/she might feel about their results and what to do about it.  

• Once your patient has received pre-test counselling, the testing facility will need to draw some of his/her blood. If the 
clinic that has been chosen conducts rapid testing, a healthcare worker will prick the patient’s finger and a drop of 
blood will be placed onto a test kit. The result is then obtained within 10 to 15 minutes. If the rapid test result is 
positive, a second test will be conducted to confirm the positive status.  

• If a rapid test is not available, an ELISA test is used to test for antibodies to HIV. In this case, blood will be taken from 
the patient’s vein and sent to a laboratory for testing. As it takes some time to get these results, the patient may need 
to return to the clinic for the results. 

• You should mention that couples can get tested and counselled together if they so wish. 

 

It is important to tell your patient that it is normal to feel scared or unsure when thinking of taking the HIV test. It is important 
to tell them that it is a brave decision to make and it can be scary. You should however tell your patient that to decide to take 
the test, is also taking control of his/her life. The counsellors your patient will meet are trained to help your patient prepare 
himself/herself mentally and emotionally. 

 

Complete the fourteenth Learning Activity. 

 

Learning Activity 14 

 

What is the difference between pre- and post-test counselling? 

 

File the answers in your portfolio. 

 

5.2 The current types of tests 
The terminology surrounding HIV/AIDS can sometimes be extremely daunting for people learning about the disease. The 
following section will attempt to clarify some of the alien terms and definitions associated with HIV/AIDS. 

 

5.2.1 CD4+ Testing 

For many years, testing the number of CD4+ cells (as stated, CD4+ cells are special infection-fighting white blood cells 
destroyed by HIV) was the most common way to measure the effects of HIV disease. Low numbers of these cells (below 
200) accurately predicts the risk of major infections. The meaning of test results in between this critical level of 200 and the 
normal level of 1000 is unclear.  

 

5.2.1.1 High Range (over 500) 

In general, a CD4+ count above 500 cells/µl suggests no immediate danger, even though it may represent a loss of half the 
normal CD4+ cell count (1000). The 500 level is sometimes cited as the bottom of the "normal" range, but this can be 
misleading. While an occasional drop to 500 may be normal, a steady or falling count of 500 or even 600 is not normal and 

indicates suppressed immunity. At the very least, dietary counselling, nutritional supplements, CD4+ cell monitoring, and 
periodic use of other tests are all recommended in this range, whether or not more aggressive treatments are used.  
 

5.2.1.2 Medium Range (350 – 500) 

CD4 counts in this range indicate significant decline of the immune system. Serious symptoms are however uncommon in 
this range.   

IMPORTANT: Refer to paragraph 10.1.3 for the latest information regarding initiation of ART in HIV+ persons. 

 

5.2.1.3 Low Range (under 350) 

CD4+ counts below 350 indicate the greatest risk of infections and a CD4 count of 200 or less constitutes an AIDS diagnosis. 
A person with counts below 350 CD4 may remain stable for many years, especially with careful health management.  

 

While some people have warning signs in the form of symptoms before major infections occur, this is not always the case. 
Some people progress directly from apparent fair health to serious opportunistic infections.  

Regardless of CD4+ cell count, yearly monitoring for tuberculosis is advisable for all HIV-positive people.  

 

By itself, the CD4 number doesn't tell us enough about the state of the disease. It only shows that the level of CD4 cells is 
below normal, to varying degrees. Getting the full picture of the HIV disease requires additional tests, especially the Viral 
Load Test.  

 

5.2.2 Viral Load Testing (PCR) 

In recent years, tests have become available, which directly measure the activity of HIV in the blood. These tests give a more 
accurate picture of the rate of progression of the disease. There are two commonly available tests for measuring viral load. 
One is called "quantitative PCR" (or "Q-PCR"), the other "branched DNA" (or "b-DNA"). Though there are small differences 
between the two tests they are, for practical purposes, one and the same.  

 

Viral load testing measures the amount of new virus being produced and released into the bloodstream. Several studies have 
shown that higher levels of viral load are associated with more rapid disease progression and a greater risk of death. Lower 
levels are associated with stability and reduced risk of progression, infection, or death. Ideally, an HIV-infected person should 
have no detectable level of virus, which means that the level of virus activity is too low to be measured. Currently available 
tests measure down to as low as 200 to 500 copies of virus, the lowest amount presently measurable. This is associated with 
the best possible clinical outcome.  
 

Higher levels, ranging from several hundred to upwards of millions of copies of virus, are associated with higher rates of 
disease progression. In short, the higher the number, the quicker the rate of disease progression.  
 

Complete Learning Activity 15. 

 

 

Learning Activity 15 

 

What is the difference between a rapid HIV-test and a laboratory test? 

 

File the answers in your portfolio. 
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5.3 Giving information that is sensitive to the needs of your patient. 
We have addressed the facts concerning pregnant HIV-positive mothers. What we have not as yet addressed is the testing of 
the child born to an HIV-positive mother. 

 

5.3.1 HIV tests in infants and children (HIV PCR or Rapid HIV antibody test) 

Babies born to HIV positive mothers are tested for HlV differently than adults. Adults are tested by determining the presence 
of antibodies to HIV in their blood.  

An antibody test cannot distinguish between the mother and the baby’s antibodies. Maternal HIV antibodies are transferred 
via the placenta to the baby during pregnancy and the baby keeps these antibodies from its mother, including antibodies to 
HIV, which can remain in the baby’s blood for up to 18 months after birth. This means that all vertically exposed babies will be 
born with HIV antibodies and will therefore test positive on antibody detection tests. If antibodies to HIV are found in children 
<18 months of age, the child is HIV-exposed (i.e. born to an HIV-positive mother) and a viral detection test such as an HIV 
PCR is required to establish the infection status of the child.  

 

Therefore, for the first 18 months, babies are tested for HIV directly, and not by looking for antibodies to HIV. When babies 
are more than 18 months old, they no longer have their mother's antibodies and can be tested for HIV using the 
antibody test. 

 

All HIV-exposed neonates are seen as high-risk cases that need to be diagnosed urgently and should receive HIV PCR test 
as soon as possible after birth.  This test identifies intra-uterine infected infants who are in the health care system at time of 
birth.  

Intra-partum infections (occurring during labour or delivery/childbirth) are detected by the HIV PCR test done at 10 weeks of 
age.    

The advantage of birth testing is that more HIV-infected infants will access testing and this would make easy initiation of 
treatment possible, which will improve health outcomes and reduce infant mortality. 

 

Which HIV tests to do in infants and children 

Types of tests to use in different age groups according to the National Consolidated Guidelines (2020) 

Any HIV diagnosis should always be made using two different HIV tests, a screening test, and a confirmatory test.  In the 
table below, types of tests are summarised per age group for screening and confirmation purposes if the screening test is 
found to be positive. 

 

TYPES OF HIV TESTS TO USE PER AGE GROUP 

Age of the client HIV screening test Confirmatory HIV Test 

Less than 18 months PCR test PCR test 

18 months to 2 years HIV Rapid test PCR test 

All adults, adolescents and children 
older than 2 years 

HIV Rapid test HIV Rapid test 

 

In a small percentage of babies, maternal antibodies are retained beyond 18 months of age, potentially 

resulting in false-positive HIV diagnoses and inappropriate initiation of ART. 

 For this reason, HIV PCR testing is done as confirmatory testing in all HIV-positive tests in children under two years of age. 
At the clinician’s discretion, the HIV-PCR may be replaced by a viral load test which has the advantage of both confirming the 
HIV diagnosis and providing a baseline VL for monitoring the child’s response to ART. Any child who tests HIV positive 
should initiate ART according to the Paediatric ART guideline as a matter of urgency. Do not wait for the confirmatory result 
before initiating ART but ensure that this result is checked. 
 

The HIV testing algorithm for all adults, adolescents, and children older than 2 years 

When implementing HIV rapid testing, a serial testing algorithm should be followed as indicated in the algorithm below. The 
first rapid test is run as a screening test, and if reactive, a different rapid test is used to confirm the result of the screening 
test. If the screening test is non-reactive, a negative result should be reported. However, if the client has had recent exposure 
to HIV, the client may be in the window period (the time between HIV infection and detection of antibodies on an HIV antibody 
test). 

Such clients should be advised to repeat the test after three months. 

 

RAPID HIV Screening test 

HIV REACTIVE HIGH NON-REACTIVE 

 

RAPID HIV Confirmation Test 

 

Report as HIV NEGATIVE 

      REACTIVE 

 

       NON-REACTIVE 

 

Report as HIV POSITIVE 

 

REPEAT TEST ALGORITHM 

 

 

If RAPID HIV Screen Test is Non-
Reactive;  

 

Report as HIV NEGATIVE 

 

If RAPID HIV Screen Test if Reactive 
and Confirmatory Test is Non-

Reactive; 

 

Report as HIV Discrepant and refer 
for REFLEX LABORATORY 

TESTING 

 

If RAPID HIV Screening Test is 
Reactive and Confirmatory Test is 

Reactive;  

 

Report as HIV POSITIVE 

In cases of discrepant results (first test result is reactive, and the second is non-reactive) the entire testing algorithm must be 
repeated on a new finger-prick specimen.  If the repeat test is also DISCREPANT, a specimen must be submitted for ELISA 
testing. 

 

HIV counselling and consent before a young child (below 12 years of age) can be tested, is required from parents or primary 
caregivers. 

Two tests are available, namely: 

 HIV antibody detection tests, e.g. HIV ELISA test and rapid tests 

 HIV viral detection tests, e.g. HIV PCR (polymerase chain reaction) 
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The HIV PCR test is very accurate to determine the HIV infection status of an infant, provided that all infants that test 
PCR positive have a confirmatory second HIV PCR test, which is mandatory, on the day of initiation of ART. Initiation of 
ART must not be delayed while awaiting the confirmatory viral detection assay result. 

 

A negative antibody detection test at any age excludes HIV infection, provided the child was last breastfed 6 or more 
weeks before the test and has no clinical signs of HIV infection.  The antibody test done on children less than 18 
months of age can therefore be used to determine whether the infant is HIV-exposed or not if the mother is not available and 
her HIV status is not on record. If the rapid test is positive, an HIV PCR must be done immediately to determine if the infant is 
HIV-positive or HIV negative. 

 

The HIV PCR test detects HIV genes in human cells and is highly sensitive and specific from 6 weeks of age. It detects 
virtually all infections that have occurred in utero, during labour, delivery and breastfeeding in infants younger than 18 
months. 

An HIV-exposed but uninfected child will test HIV PCR negative and an HIV-exposed infected child will test HIV PCR positive. 

The National Consolidated Guidelines recommends that: 

‘HIV-exposed infants who are PCR negative 6 weeks after stopping breastfeeding should have a confirmatory rapid test at 18 
months of age. Infants of newly diagnosed HIV-positive breastfeeding mothers must receive an age appropriate HIV test; HIV 
PCR if <18 months and HIV rapid test if ≥18 months, and start on NVP and AZT immediately. If the HIV test is negative, stop 
the AZT and continue daily NVP for 12 weeks. If the infant’s HIV test is positive, stop NVP and urgently initiate paediatric 
triple ART while retesting and confirming the HIV result.’ 

 

The HIV rapid antibody test is used for infants aged 18 months and older. 

The same test used for adults is used for children in this age group.  

If the result is negative, the child is not infected if there are no clinical characteristics of HIV and if breastfeeding is stopped 
more than 6 weeks prior to the HIV test.  

If the result is positive, another, different rapid test must be used for confirmation and if this test is positive, the child is 
infected (as per National HIV Counselling and Testing guidelines). If the result to this test is negative, an HIV ELISA test must 
be submitted to determine the child’s HIV status. 

 

All HIV tests performed and results obtained must be documented in the prescribed Road-to-Health booklet. 

 

Please complete Learning Activity 16 and file in your portfolio. 

 

Learning Activity 16 

 

Why will an antibody test result of a baby’s HIV status be incorrect if it is done within the first 18 months after birth? 

. 

File the answers in your portfolio. 

 

6 Sexually Transmitted Infections (STIs)  
According to the publication of the Department of Health, Sexually Transmitted Infections Management Guidelines 2018,  
accessible at web address: https://sahivsoc.org/Files/STI%20Guidelines%2027%2008%2019%20(1)Final.pdf: 

 “The syndromic approach to Sexually Transmitted Infection (STI) diagnosis and management is to treat the signs or 
symptoms (syndrome) of a group of diseases rather than treating a specific disease. This allows for the treatment of one or 

more conditions that often occur at the same time and has been accepted as the management of choice. This guide 
includes the current STI syndromic management algorithms. 
 
“STIs are preventable and many are treatable. Early access to care helps prevent further transmission to partners and 
from mother-to-child, acquisition of additional STIs, and decreases the risk of STI related complications. Screening for 
STIs at any and all health care visits, can promote STI prevention and management and provide an opportunity for 
additional health promotion and education. Where possible, STI screening and prevention should become routine and 
integrated into all health visits.” 
 
General measures to address STIs include: 
“- Counselling and education, including HIV testing 
- Condom promotion, provision and demonstration to reduce the risk of STIs 
- Compliance/adherence with treatment 
- Contact treatment/partner management 
- Circumcision promotion with appropriate counselling concerning condoms 
- Contraception and conception counselling”  
 

6.1 Different STI syndromes 
STI screening must include first the asking of the following questions to all persons aged 15-49 years, regardless of clinical 
presentation: 

 Do you have any genital discharge? 

 Do you have any genital ulcers? 

 Has/have your partner(s) been treated for an STI in the last 8 weeks? 

A proper clinical assessment requires taking a good sexual history and undertaking a thorough examination of the person. 

Questions should provide answers as to symptoms, recent sexual history, sexual orientation, type of sexual activity, 
possibility of pregnancy (females), use of contraceptives including condoms, recent antibiotic history and drug allergies and 
recent overseas travel. 

The partner(s) of patients diagnosed with an STI must be treated as well. 

STIs can make people more vulnerable to HIV infection. 

 

The information below is copied from Sexually Transmitted Infections Management Guidelines 2018 

 

SYNDROME: VAGINAL DISCHARGE SYNDROME (VDS) 

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT  

Patient complains 
of abnormal vaginal 
discharge / dysuria 
or vulval 
itching/burning 

AND 

Sexually active 
within last 3 months 

Women over 35 years or those who do 
not have a partner with MUS:  

Candida albicans (thrush) and/or 
Gardnerella vaginalis (predominant cause 
of bacterial vaginosis) 

 

Women younger than 35 years or who 
have a partner with MUS  

Neisseria gonorrhoea (Gonorrhoea),  

Chlamydia trachomatis (Chlamydia) 
and/or  

Trichomonas vaginalis (Trichomoniasis) 

Complication of cervicitis 
due to a discharge caused 
by Gonorrhoea or 
Chlamydia if untreated: 
Pelvic 

inflammatory disease 

Refer page 6 of 
document for flow 
chart. 

 

 

 

 

 

 

Partner/s to be treated 

https://sahivsoc.org/Files/STI%20Guidelines%2027%2008%2019%20(1)Final.pdf
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SYNDROME: LOWER ABDOMINAL PAIN (LAP)  (not all LAP is of STI origin 

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Sexually active 
patient complains of 
lower abdominal 
pain with/ without 
vaginal discharge 

Neisseria gonorrhoea (Gonorrhoea), 
Chlamydia trachomatis (Chlamydia) 
and/or anaerobic organisms 

Infertility,  

Ectopic pregnancies,  

Chronic lower abdominal 
pain 

Refer page 7 of 
document for flow 
chart. 

 

Partner/s to be treated. 

SYNDROME: MALE URETHRITIS SYNDROME (MUS)  

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Patient complains 
of urethral 
discharge or 
dysuria 

Neisseria gonorrhoea (Gonorrhoea) 
and/or Chlamydia trachomatis 
(Chlamydia) 

Scrotal swelling (orchitis) – 
if untreated 

Refer page 8 of 
document for flow 
chart. 
 
Partner/s to be treated. 

SYNDROME: SCROTAL SWELLING (SSW)  

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Sexually active 
patient complains of 
scrotal swelling/ 
pain 

Neisseria gonorrhoea and/or Chlamydia 
trachomatis 

 Refer page 9 of 
document for flow 
chart. 

Partner/s to be treated. 

SYNDROME: GENITAL ULCER SYNDROME (GUS) 

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Patient complains 
of genital sore or 
ulcer with/ without 
pain 

Herpes simplex – 2 (Herpes) 

Treponema pallidum (Syphilis) 

Haemophylis ducreyi (Chancroid) 

Congenital syphilis in 
infant due to mother to 
child transmission during 
pregnancy 

Tertiary syphilis – rare 
today (dementia and other 
neurological conditions) 

Refer page 10 of 
document for flow 
chart. 

 

 

SYNDROME: BUBO  

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Patient complains 
of hot tender 
inguinal swelling 
with surrounding 
erythema and/or 
oedema 

Chlamydia trachomatis –  
Lymphogr anuloma venereum (LGV) 

Chronic inflammation 
obstructs the lymphatic 
vessels, leading to oedema, 
ulcerations and fistula 
formation. Large polypoid 
masses develop and gross 
swelling may eventually 
result in genital 
elephantiasis. 

Refer page 11 of 
document for flow 
chart 

SYNDROME: BALANITIS / BALANOPOSTHITIS (BAL) 

SYMPTOMS CAUSES COMPLICATIONS TREATMENT 

Patient complains 
of soreness/ 
itching of glans, 
inability to retract 
foreskin, malodour 

Complications of gonorrhoea, 
trichomoniasis, candidiasis, herpes 
simples and primary or secondary 
syphilis. 
Balanoposthitis is often associated with a 
tight foreskin which may contribute to the 
accumulation of lubricating fluid secretion 
by the sebaceous glands on the inner 
surface of the end of the penis. 

Difficulty retracting the 
foreskin may develop. This is 
more likely if the balanitis is 
chronic or recurring. 

Refer page 12 of 
document for flow 
chart 

SYNDROME: SYPHILIS 

SYMPTOMS COMMON CAUSING ORGANISMS COMPLICATIONS TREATMENT 

Syphilis develops in 
four stages, each 
with a different set of 
symptoms. 

It is most infectious 
during the primary 
and secondary 
stages of infection. 

Treponema pallidum Without treatment, syphilis can 
lead to damage throughout the 
body. Syphilis also increases 
the risk of HIV infection and, 
for women, can cause 
problems during pregnancy. 
Treatment can help prevent 
future damage but can't repair 
or reverse damage that's 
already occurred. 
(Source: http://www.mayoclinic.org/diseases-
conditions/syphilis/basics/complications/con-
20021862 Accessed: 16 October 2015) 

Refer page 15-16 of 
document for flow 
chart 

SYNDROME: NEONATAL CONJUNCTIVITIS 

SYMPTOMS COMMON CAUSES COMPLICATIONS TREATMENT 

Neonate with eye 
discharge or eyelid 
oedema 

Chemical injury (secondary to the 
instillation of silver nitrate for ocular 
prophylaxis),  chlamydial infection 
(Chlamydia trachomatis is the most 
common infectious cause of neonatal 
conjunctivitis acquired by the infant 
during parturition, and may account for 
30 to 50% of all cases of conjunctivitis 
seen in infants < 4 weeks of age). Other 
bacteria include Streptococcus 
pneumonia and Hemophilus influenza 
and Neisseria gonorrhoeae. 
 

 Refer page 17-18 of 
document for flow 
chart 

 

Suspected STI’s in children should be referred to hospital for further management. 

6.2 Treatment of more than one STI Syndrome 
Document used: “Sexually Transmitted Infections Management Guidelines 2015.  

As quoted in paragraph 7 above: 

“The syndromic approach to Sexually Transmitted Infection (STI) diagnosis and management is to treat the signs or 
symptoms (syndrome) of a group of diseases rather than treating a specific disease. This allows for the treatment of one or 
more conditions that often occur at the same time and has been accepted as the management of choice.”  

http://www.mayoclinic.org/diseases-conditions/syphilis/basics/complications/con-20021862
http://www.mayoclinic.org/diseases-conditions/syphilis/basics/complications/con-20021862
http://www.mayoclinic.org/diseases-conditions/syphilis/basics/complications/con-20021862
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The table below depicts the treatment of a new episode of more than one STI syndromes (copied from DoH Sexually 
Transmitted Infections Management Guidelines 2015:  

 

TREATMENT REGIMEN OF EACH COMBINATION OF STI SYNDROMES 

STI SYNDROMES TREATMENT (NEW EPISODE) 

MUS + SSW 

(Male urethritis syndrome + 

Scrotal swelling) 

▪▪Ceftriaxone, IM, 250 mg single dose AND 

▪▪Azithromycin, oral, 1 g as a single dose  

For pain add: 

▪▪Ibuprofen, oral, 400 mg 8 hourly with food 

MUS + BAL 

(Male urethritis syndrome + 

Balanitis) 

▪▪Ceftriaxone, IM, 250 mg single dose* AND 

▪▪Azithromycin, oral, 1 g as a single dose AND 

▪▪Clotrimazole cream, 12 hourly for 7 days. 

If sexual partner has VDS, add: 

▪▪Metronidazole, oral, 2 g as a single dose 

MUS + GUS 

(Male urethritis syndrome + 

Genital ulcer syndrome) 

▪▪ Ceftriaxone, IM, 250 mg immediately as a single dose** AND 

▪▪ Azithromycin, oral, 1 g as a single dose AND 

▪▪ Aciclovir, oral, 400 mg 8 hourly for 7 days* 

VDS + LAP 

(Vaginal discharge syndrome + 

Lower abdominal pain) 

▪▪Ceftriaxone, IM, 250 mg single dose*AND 

▪▪Azithromycin, oral, 1 g as a single dose AND 

▪▪Metronidazole, oral, 400 mg 12 hourly for 7 days 

Treat for candidiasis, if required: 

▪▪Clotrimazole vaginal pessary 500mg inserted as a single dose at night OR 

▪▪Clotrimazole vaginal cream, inserted with an applicator 12 hourly for 7 days 

VDS + GUS 

(Vaginal discharge syndrome + 

Genital ulcer syndrome) 

▪▪ Ceftriaxone, IM, 250 mg immediately as a single dose** AND 

▪▪ Metronidazole, oral, 2 g immediately as a single dose AND 

▪▪ Azithromycin, oral, 1 g as a single dose AND 

▪▪ Aciclovir, oral, 400 mg 8 hourly for 7 days* AND 

▪▪Treat for candidiasis, if required: 

▪▪Clotrimazole vaginal pessary 500mg inserted as a single dose at night OR 

▪▪Clotrimazole vaginal cream, inserted with an applicator 12 hourly for 7 days 

LAP + GUS 

(Lower abdominal pain + 

Genital ulcer syndrome) 

▪▪ Ceftriaxone, IM, 250 mg immediately as a single dose** AND 

▪▪ Metronidazole, oral, 400 mg 12 hourly for 7 days AND 

▪▪ Aciclovir, oral, 400 mg 8 hourly for 7 days*. 

SSW + GUS 

(Scrotal swelling + 

Genital ulcer syndrome) 

▪▪ Ceftriaxone, IM, 250 mg immediately as a single dose** AND 

▪▪ Aciclovir, oral, 400 mg 8 hourly for 7 days* 

*Treat with aciclovir only if HIV status is positive or unknown. 

**Penicillin allergic men and non-pregnant women avoid ceftriaxone and refer to relevant algorithms. 

**Penicillin allergic, pregnant or breastfeeding women, refer for penicillin desensitisation. 

 

Complete Learning Activity 17. 

 

Learning Activity 17 

 

Mark the correct column to show if each statement with regard to STI syndromes is true or false.  

File the answers in your portfolio. 

Statement True False 

1. Diagnosis and management of STIs is based on an approach to treat the signs and 
symptoms of a group of diseases, not only a specific disease. 

  

2. Genital ulcer syndrome, which can lead to developing of large polypoid masses, is 
caused by Chlamydia trachomatis. 

  

3. Ceftriaxone, IM, 250 mg immediately as a single dose and Aciclovir, oral, 400 mg 8 
hourly for 7 days is the treatment used for a patient with scrotal swelling and genital 
ulcer syndromes. 

  

4. MUS is caused by Neisseria gonorrhoea (Gonorrhoea) and/or Chlamydia trachomatis 
(Chlamydia) 

  

5. VDS, if untreated, can lead to pelvic inflammatory disease   

6. STIs can only be addressed if the patient adheres to treatment   

 

7 The Impact of STIs and HIV/AIDS on vulnerable groups  
The World Health Organisation defines vulnerable groups to be children, pregnant women, elderly people, malnourished 
people, and people who are ill or immuno-compromised. Apart from these people, there are also other groups in the 
community that are considered to be vulnerable groups when STIs including HIV/AIDS are concerned. 

 

7.1 Vulnerable groups in the community 
When one considers STIs including HIV/AIDS in the community, it is expected that those groups of people that are exposed 
to a higher rate of sexual activity would be considered vulnerable populations. These groups would therefore include sex 
workers, the clients of sex workers, young people, and mobile populations.  

 

In a broader sense, women are significantly more vulnerable when STIs and HIV/AIDS are concerned due to their biology, 
and sometimes also economic, social and cultural circumstances. Let us explore this statement in more detail. 

 

Now do Learning Activity 18. 

 

Learning Activity 18 

 

Please provide an explanation of what is meant by the term vulnerable group within a HIV/AIDS context. 

 

File the answers in your portfolio. 
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7.2 Why women are more vulnerable to infection than men 
Women are more vulnerable to STIs and HIV/AIDS than men because of their biological differences. Women have a larger 
mucosal surface. This refers to the skin inside the vagina, which is porous.  

 

Women are more likely to develop microlesions. These are tiny cuts or abrasions that can occur during intercourse and 
provide entry points for the HIV virus into the body. 

 

Scientists have also found that ejaculate has a higher viral concentration than vaginal fluids.  

 

Apart from the physiological predispositions of women, financial or material dependence on men could also result in women 
ending up in a position that they cannot control when, with whom, and under what circumstances they have sexual 
intercourse.  

 

Complete Learning Activity 19. 

 

Learning Activity 19 

 

Please provide two reasons why women are more susceptible to STIs than men.  

 

File the answers in your portfolio. 

 

 

7.3 The link between gender violence and women’s vulnerability to 
STIs including HIV/AIDS 

Research has shown that women are at least four times more vulnerable to infection by any STI and the presence of 
untreated STI is a risk factor for HIV. 

 

Coerced, or forced sexual intercourse increases the risk of microlesions. If a woman is not sufficiently stimulated sexually, 
insufficient levels of vaginal fluids will cause lesions in the vaginal walls, which will make women even more vulnerable to 
STIs.  

 

Many women exchange sex for material favours in order to survive. Besides the formal sex work offered by prostitutes there 
is also this exchange that, in many poor settings, is the only way many women can provide for themselves and their children.  
 

The following facts have been found as social and cultural beliefs that cause women to be more vulnerable than men 
concerning STIs including HIV/AIDS: 

Many women are not expected to discuss or make decisions about sexuality. They cannot request, let alone insist on, using a 
condom or any form of protection. If they refuse sex or request condom use, they often risk abuse, as there may be a 
suspicion of infidelity.  

The many forms of violence against women mean that sex is often coerced (forced, as in rape) which is in itself a risk factor 
for HIV infection.  

For married and unmarried men, multiple partners (including sex workers) are culturally accepted.  

Women are expected to have relations with, or marry older men, who are more sexually experienced - and more likely to be 
infected.  

Men are seeking younger and younger partners in order to avoid infection and in the FALSE belief that sex with a virgin cures 
AIDS. 

 

Attempt Learning Activity 20. 

 

Learning Activity 20 

 

How would you explain the relationship between gender violence and a woman’s vulnerability towards STIs? 

 

File the answers in your portfolio. 

 

7.4 Why children in particular are very vulnerable to sexually 
transmitted infection 

Sexual abuse of children is very difficult for law enforcement. Successful resolution of these cases is often hampered by 
victim reluctance or inability to communicate. While the consequences of all abuse of children are of great concern, sexual 
abuse can be particularly devastating, especially when a sexually transmitted disease is part of the results of sexual 
violation. 

 

Many adolescents are also sexually active and because many sexual contacts among them are unprotected, they are 
potentially at risk of contracting STIs. Adolescents’ use of contraceptives is generally low and they are less likely to use 
condoms than adults because of lack of access and, for girls in particular, the inability to insist on their use.  

 

STIs may be the result of unprotected sex with a number of short-term partners, but may also occur among those who have a 
long-term unfaithful, perhaps older, partner or husband. 

 

The risk is often greater for adolescents who are in socially and economically compromised positions as sexual activity may 
take place within a context of coercion or violence, or in the course of selling sex for a living. 

 

It has also been mentioned that for biological reasons, sexually active girls may be at greater risk of contracting STIs than 
boys. 

 

Complete Learning Activity 21. 

 

Learning Activity 21 

 

How would you explain the particular vulnerability children have with regard to STIs including HIV/AIDS? 

 

File the answers in your portfolio. 
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7.5 Specific vulnerable groups regarding STIs and HIV/AIDS 

7.5.1 The Aged and STIs 

Sexually transmitted diseases are not only a problem of the young. Older people also suffer from STIs including HIV/AIDS. In 
fact, there are several reasons why older adults may actually be in more danger from STIs than their younger counterparts. 

 

The lack of screening for sexual problems can increase the risk of a disease going unnoticed for years, leading to serious 
complications. After menopause, women's vaginal tissues are thin and natural lubrication decreases. This can increase the 
risk of micro-tears and of sexual transmission of certain diseases such as HIV/AIDS. 

 

Older people are less likely to use condoms, both because they don't consider themselves to be at risk of STIs and because 
they were never educated that condoms should be part of their sex lives.  

 

Finally, the immune system naturally becomes less effective as people age, which can also increase the risk of sexually 
transmitted infections.  

 

7.5.2 The Disabled 

Disabled persons are especially vulnerable to HIV infection. The link between HIV/AIDS and disability has several 
dimensions. Once infected with HIV, a person with a disability has greater problems finding help or care. Not only because 
he/she usually has fewer economic resources, but because people with physical impairments sometimes experience difficulty 
with the inaccessibility of buildings and structures used by service providers.  

 

Disabled girls and women are at an increased risk of HIV infection. Society accords them low status, and presenting with a 
disability compounds that situation.  

 

Disability and HIV/AIDS are also surrounded by a lot of myths and misconceptions through stigma and discrimination. 
Children with disabilities are more vulnerable to sexual violence and HIV infection. 

 

7.5.3 Institutionalised groups 

Research has shown that those who are among the most likely to contract HIV, are the same people who are most likely to 
go to prison: young, unemployed, un- or under-educated, black men. This is because many of the same socio-economic 
factors, which result in high-risk behaviours for contracting HIV, are the same factors, which lead to criminal activity and 
incarceration (imprisonment). 

 

Inside prison, high-risk behaviours for transmitting HIV include homosexual activity, intravenous (IV) drug use, and the use of 
contaminated cutting instruments. Conditions of overcrowding, stress and malnutrition compromise health and safety and 
have the effect of worsening the overall health of all inmates, and particularly those living with HIV or AIDS. The 
institutionalised victimisation of younger, weaker prisoners appears to be a direct result of the relatively unobstructed power 
of gangs, facilitated by corruption within the Department of Correctional Services. Gang activity also increases the incidence 
of tattooing and violence between prisoners, both of which can create the risk of HIV transmission. 

 

Complete Learning Activity 22. 

 

Learning Activity 22 

 

List the different vulnerable groups regarding STIs and HIV/AIDS and explain why each is considered as such. 

 

File the answers in your portfolio. 

 

8 Treatment, care and support of HIV-positive people 
Before we progress to the discussion of the management of HIV/AIDS, it is necessary for us to first discuss some of the basic 
concepts of antiviral therapy. Whenever you come upon an abbreviation you do not understand, please refer to Appendix A at 
the back of this module for an explanation of the abbreviation. 

 

8.1 The Basics of Antiretroviral therapy (ART) 
Antiviral therapy is a name for treating viral infections like HIV with drugs. The drugs slow down the growth or multiplying of 
the virus. When the virus is slowed down, so is the HIV disease. Because HIV is a retrovirus, these drugs are called 
antiretroviral therapy.  

 

8.1.1 The HIV life cycle 

The HIV virus follows the following steps in its life cycle: 

1. First, the HIV virus attaches to a cell in the body of the infected person.  

2. The HIV virus then empties its contents into the cell, thereby infecting the cell.  

3. The HIV virus’ genetic code (RNA) is changed into DNA by the reverse transcriptase enzyme.  

4. The HIV DNA is built into the infected cell's DNA by the integrase enzyme.  

5. When the infected cell reproduces, it activates the HIV DNA, which makes the raw material for new HIV viruses.  

6. Packets of material for a new virus come together and push out of the infected cell.  

7. The new viruses mature: raw materials are cut by the protease enzyme and assembled into a functioning virus. 

 

8.1.2 Antiretroviral medicine 

Each type of antiviral drug works at a different step of the HIV life cycle.  

 

The Nukes: 

The first class of anti-HIV drugs was the nucleoside reverse transcriptase inhibitors, also called "nukes". These drugs work 
by blocking Step 3, where the HIV genetic material is converted from RNA into DNA.  
 

NNRTIs: 

Another class of drugs blocks the same step of the life cycle, but in a different way. This class is the non-nucleoside reverse 
transcriptase inhibitors, or NNRTIs.  
 

Third class: 

There has been a lot of excitement about the third class of antiviral drugs, the protease inhibitors. These drugs block Step 7, 
where the raw material for new HIV virus is cut into specific pieces.  
 

8.1.3 The use of ARVs 

The HIV virus is sloppy when it makes copies of its genetic code (RNA). This means that many new copies of HIV are 
mutations: they are slightly different from the original virus. Some mutations keep multiplying even when you are taking an 
antiviral drug. When this happens, the drug will stop working. This is called "developing resistance" to the drug.  
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If only one antiviral drug is used, a mutation that can survive the drug will eventually show up, and resistance will develop. If 
two drugs are used, a successful mutant would have to "get around" both drugs at the same time. If three drugs are used, 
especially if they attack HIV at different points in its life cycle, it is very hard for a mutation to show up that can resist all three 
drugs at the same time.  
 

Using a triple-drug combination means that it takes much longer for resistance to develop. For this reason, using just one 
antiviral drug (mono-therapy) is no longer considered to be a good idea.  
As from April 2013, a fixed-dose combination (FDC) ARV medication is available in South Africa. Patients put on this 
treatment will only need to take one tablet daily, instead of the current three to five per day. More information follows in later 
paragraphs. 

8.1.4 Do ARVs cure HIV/AIDS? 

A blood test called the "viral load" is used to measure the amount of HIV virus in your bloodstream. People with lower viral 
loads stay healthier longer. The triple-drug combinations have lowered some people's viral loads to the "undetectable" level, 
which means they are too low to be measured with the existing tests. This does not mean that all the viruses are dead. In 
fact, new studies show that the virus continues to multiply very slowly.  

 

Researchers used to believe that antiviral therapy could eventually kill off all the HIV viruses in the body. Now this seems 
unlikely. However, it may be possible to lower the amount of virus in the body and repair the immune system enough that 
patients could stop taking ARVs.  

 

8.1.5 VCT sites and clinics 

A Voluntary Counselling and Testing (VCT) site or clinic is a place where a person can obtain counselling and testing for HIV. 
As a healthcare worker you should suggest to your patient to visit a VCT site or clinic if he/she: 

• has any questions about HIV and AIDS;  

• wants a government HIV-antibody test;  

• is worried they might have an STI;  

• wants to support their partner or friend when they test for HIV;  

• has been coughing for more than two weeks, and they think they have TB;  

• she is pregnant;  

• wants counselling or talk about their feelings and thoughts; and  

• needs advice about healthy living. 

 

All healthcare workers at VCT sites should: 

• treat what you tell them confidentially (won’t tell anybody else what you have told them);  

• provide a private place for you to talk;  

• not judge you or your situation;  

• be understanding, and allow you to express your feelings;  

• advise you of your choices, but not make decisions for you;  

• give you information that will help you make decisions; and 

• be supportive.  

 

Do Learning Activity 23. 

 

Learning Activity 23 

 

Please define the term antiretroviral therapy. 

 

File the answers in your portfolio. 

 

8.2 National Strategic Plan on HIV, STIs and TB 2017- 2022  
It is important that a learner access the National Strategic Plan on HIV, STIs and TB 2017 – 2022.   

 

IMPORTANT: Refer to Paragraph 10.1.3     New Criteria with Regard to Initiation of Anti-Retroviral Treatment 

 

The South African Government’s National Strategic Plan on HIV, STIs and TB 2017-2022 (NSP 2017-2022), guides the 
national response to HIV, STIs and TB for the five-year period. During this period the plan is to be reviewed periodically for 
relevance and effectiveness and adjustments to be made when necessary.  

 

The high HIV and TB co-infection rate led to one of the key decisions being the development of a single integrated strategy 
for HIV, STIs and TB for 2017-2022  

The NSP is a guide that informs national, provincial, municipal and community level stakeholders on the strategic directions 
they must keep in mind when developing implementation plans. The South African National AIDS Council will use the NSP 
for co-ordinating and monitoring implementation.  

 
Towards epidemic control:  What is new in this NSP 
At the heart of this NSP is the strategy to “focus for impact” using the more detailed information and insights now available. 
While comprehensive prevention and care will be provided countrywide, intensified, concentrated efforts will be made in the 
27 districts that account for 82% of all people living with HIV and for the majority of new infections and in the 19 districts with 
the highest TB burden.  In these high-burden districts, redoubled efforts will draw on detailed, innovative data sources (such 
as geospatial mapping) to identify those most at risk. The purpose is saturation of high-impact prevention and treatment 
services and strengthened efforts to address the social and structural factors that increase vulnerability to infection. 
Nationally, but especially within these high-burden districts, key and vulnerable populations most heavily affected by the 
epidemics will receive intensified focus to empower them, improve service access and reduce barriers to service uptake. The 
“focus for impact” approach represents a new, transformative way to achieve reductions in the morbidity and mortality 
associated with HIV and TB and morbidity from STIs. In line with the evidence, there will be a substantially stronger focus on 
adolescent girls and young women and on key and vulnerable populations, not forgetting adolescent boys and young men. 
 
To maximise the impact of efforts, the NSP introduces this more intensified, more strategic focus at provincial, district and 
ward levels. There will be a greater focus on primary prevention and on strategies to address the social and structural drivers 
of the three infections in a thoroughly multi-sectoral manner. South Africa’s recent success in scaling up prevention and 
treatment programmes will be complemented by an equivalent focus on improving service quality and on reducing loss to 
follow-up among people who initiate care, while simultaneously implementing the new “Test and Treat” policy.   
Recognising that different people require different prevention approaches, differentiated care models will be scaled up to 
tailor interventions to each person’s needs, including enhanced use of proven community-centred service delivery. Priority is 
given to ensuring that treatment programmes are holistic, addressing each person’s health needs, including co-morbidities. 
The need for innovative new sources of funding is identified. A higher priority is placed on the collection and 
and timely use of high-quality data to guide and inform programmes and policies. 
 

NSP vision, mission and principles 

The vision: A South Africa free from the burden of HIV, TB and STIs  

The mission: South Africa on track to eliminate HIV, TB and STIs as public health threats by 2030  

 

Principles include:  

• A reliance on sound evidence  
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• Commitment to protecting and promoting human rights  

• A multi-sectoral approach  

• A people-centred approach  

• A response that is inclusive and participatory  

• Ensuring that no one is left behind  

 

8.2.1 NSP goals:  Eight goals are set, each supported by clear objectives and sub-objectives and activities to 
realise them. (The activities are enunciated in the narrative and in greater depth in the tables in Annexure A, 
starting on page 80 of the NSP) on HIV, STIs and TB 2017-2022.  

 

Goal 1: Accelerate prevention to reduce new HIV and TB infections and STIs 

Objective 1.1: Reduce new HIV infections to less than 100 000 by 2022 through combination prevention interventions 

Objective 1.2: Reduce TB incidence by at least 30%, from 834/100 000 population in 2015 to less than  

584/100 000 by 2022 

Objective 1.3: Significantly reduce T Pallidum, gonorrhoea and chlamydia infections, virtually eliminate congenital 
syphilis, and maintain high coverage of HPV vaccination. 

 

Goal 2: Reduce morbidity and mortality by providing HIV, TB and STI treatment, care and adherence support for all 

Objective 2.1: Implement the 90-90-90 strategy for HIV 

Objective 2.2: Implement the 90-90-90 strategy for TB 

Objective 2.3: Improve STI detection, diagnosis and treatment 

 

Goal 3: Reach all key and vulnerable populations with customised and targeted interventions 

Objective 3.1: Increase engagement, collaboration and advocacy of key and vulnerable populations in the 
development and implementation of social and health support activities 

Objective 3.2: To provide an enabling environment to increase access to health services by key and vulnerable 
populations 

 

Goal 4: Address the social and structural drivers of HIV, TB and STIs, and link these efforts to the NDP goals 

Objective 4.1: Implement social and behaviour change programmes to address key drivers of the epidemics and 
build social cohesion 

Objective 4.2: Increase access to and provision of services for all survivors of sexual and gender-based violence in 
the 27 priority districts by 2022 

Objective 4.3: Scale up access to social protection for people at risk of and those living with HIV and TB in priority 
districts 

Objective 4.4: Implement and scale up a package of harm reduction interventions to address the harmful use of 
alcohol and drugs in all districts 

Objective 4.5: Implement economic strengthening programmes with a focus on youth in priority districts 

Objective 4.6: Address the physical building structural impediments for optimal prevention and treatment of HIV, TB 
and STIs 

 

Goal 5: Ground the response to HIV, TB and STIs in human rights principles and approaches 

Objective 5.1: Reduce stigma and discrimination among people living with HIV or TB by half by 2022 

Objective 5.2: Facilitate access to justice and redress for people living with, and vulnerable to, HIV and TB 

Objective 5.3: Promote and environment that enables and protects human and legal rights and prevents stigma and 
discrimination 

 

Goal 6: Promote leadership and shared accountability for a sustainable response to HIV, TB and STIs 

Objective 6.1: Strengthen AIDS Councils to provide effective co-ordination and leadership of all stakeholders for 
shared accountability in the implementation of the NSP 

Objective 6.2: Improve collaboration and co-operation between government, civil society, development partners and 
the private sector 

 

Goal 7: Mobilise resources and maximise efficiencies to support the achievement of NSP Goals and ensure a 
sustainable response 

Objective 7.1: Improve efficiency and mobilise sufficient resources to achieve the goals, objectives and targets of the 
NSP. 

 

Goal 8: Strengthen strategic information to drive progress towards achievement of the NSP goals 

Objective 8.1: Optimise routinely collected strategic health information for data utilisation in decision making. 

Objective 8.2: Rigorously monitor and evaluate implementation and outcomes of the NSP 

Objective 8.3: Further develop the national surveillance system to enerate periodic estimates of HIV, TB and STI in 
the general population and in key and vulnerable populations. 

Objective 8.4: Strengthen strategic research activities to create validated evidence for innovation, improved efficiency 
and enhanced impact. 

 

Do Learning Activity 24. 

  

 

Learning Activity 24 

 

Decide if each statement is true or false with regard to Goals, Objectives and Activities. 

Make sure you access Annexure A:  Goals, Objectives and Activities in the National Strategic Plan to decide if 
a statement is true or false. 

Objective  True False 

1. Objective 4.1 calls for strengthening the capacity of families and communities.   

2. Objective 1.1 focusses on the implementation of targeted biomedical prevention 
services tailored to setting and health conditions 

  

3. Objective 3.1 focusses on increasing engagement, collaboration and advocacy of 
key and vulnerable populations in the development and implementation of social 
and health support activities 

  

4. Objective 8.2 indicates the number of cities and districts with Annual HIV, TB and 
STI profiles/implementation plans/quarterly reports/annual  

  

5. Objective 2.3 calls for increase in the detection and treatment of STIs   

6. Objective 5.2 focusses on making HIV- and TB-related legal services available   
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and accessible  

7. Objective 7.1 calls for minimising the funds available for implementation of the 
NSP and the impact of these funds 

  

8. Objective 6.1 will strengthen the role of the private sector and labour in AIDS 
Councils 

  

 

 

File the answers in your portfolio. 

 

8.2.2 The epidemiology of the HIV, TB and STI epidemics  

The HIV, TB and STI epidemics are characterised by distinct sub epidemics that are apparent geographically and among key 
and vulnerable populations. This understanding of the HIV, TB and STI epidemics guides the Plan to focus for impact where 
the burden of disease is and on what needs to be done to bring about the change that is needed. 

 

8.2.2.1 HIV status (National Strategic Plan 2017-2022 

• 7.1 million people were HIV positive in 2016 

• New HIV infections decreased from 350 000 in 2012 to 270 000 in 2016 

• Life expectancy increased from 58.3 years in 2011 to 62.4 years in 2016 

• Mother-to-child HIV decreased from 3.6% at 6 weeks in 2011 and 1.5% at 6 weeks in 2016 

• HIV among infants decreased from 70 000 in 2004, to less than 6 000 in 2015  

• 7.1 million people are living with HIV currently, 50% of which were treated by June 2016 

• HIV mortality rate was 185 558 in 2012 and decreased to 150 375 in 2016 

• HIV mortality figures were 681 434 people who died of AIDS related causes in 2006 and 150 375 people who 
died of AIDS related causes in 2016. 

• Young women 15-24 years of age:  100 000/270 000 new HIV infections/year 
 

8.2.2.2 TB Status  

TB is the leading cause of death in South Africa, accounting for 8.4% of all natural deaths in 2015.  In 2015, the incidence of 
TB was 834 cases per 100 000 populations, resulting in an estimated 450 000 new TB infections, 63% were among people 
living with HIV.  The TB burden is also driven by poor living conditions and late presentation to health facilities.  Treatment 
success was low.  Although this has improved, the TB prevalence rate has not been reducing much since 2010. 

 

TB mortality figures in 2009 was 69 916 (12% of all deaths); and in 2014, it decreased to 37 878 (8.2% of all deaths – thus a 
45% decline in 5 years. 

 

8.2.2.3 Sexually Transmitted Infections (STIs) 

• New STIs were treated in 2015/16 for people age 15 years +.  In total, 1.4 million new STIs were treated. Progress was 
exceptional, but much still has to be done. 

• While the prevalence of syphilis among antenatal clients decreased from 11.2% in 1997 to 1.6% in 2011, STIs overall 
remain a serious problem and add to the risk of HIV infection. 

• Young women have STI prevalence rates of 17 – 42% for chlamydia, 71% for HPV, 6.2% for syphilis, 10.9% for 
gonorrhoea and 42 - 47% for bacterial vaginosis. 

• More than a third of men who have sex with men have reported STI symptoms. 

• The prevalence of HSV2 infection among antenatal women in Gauteng, KwaZulu-Natal, the Northern Cape and the 
Western Cape was 55.8% in 2012. 

• Syphilis prevalence among sex workers was 19.6% in Cape Town and 16.2% in Johannesburg. 

• A substantial portion of people with STIs have no symptoms. 

• STI prevalence amongst young women are:  Chlamydia (17-42%); Syphilis (6.2%; Gonorrhoea (10.9%); Bacterial 
vaginosis (42 – 47%); and Human Papilloma Virus (HPV) (71%) 

 

Do Learning Activity 25. 

 

Learning Activity 25  

 

List the following sub-objectives of the NSP 2017-2022 by writing down the interventions or key activities included in 
the NSP (2017-2022) 

(a) Sub-Objective 4.1.2 

(b) Sub-Objective 8.1.4 

(c) Sub-Objective 6.2.1 

    

File the answers in your portfolio. 

 

8.2.3 Determinants of the HIV epidemic in South Africa  

South Africa has a generalised HIV epidemic which is largely driven by sexual transmission. 

The factors that determine the HIV epidemic and actions that will mitigate the impact thereof, are listed in the table. 
(Information below was obtained from the NSP document.) 

 

RECOMMENDED ACTION ON BEHAVIOURAL AND SOCIAL DETERMINANTS 

Determinant  Action to mitigate the impact of the determinant. 

Sexual debut Tailored prevention interventions for the youth to facilitate delay of sexual debut and sustain 
protective behaviours. 

Multiple sexual 
partners 

Multi-level interventions that focus on sexual, social, cultural and gender norms and values. 

Condom use Increase consistent use, especially among key populations, including those involved in sex work. 

Age-disparate sexual 
(intergenerational) 
relationships 

Target prevention strategies at those men and women who have partners much younger/older 
than themselves, given that significant age discrepancy increases HIV exposure risk compared to 
people who reported partners of similar age. 

Alcohol and 
substance abuse 

Interventions to decrease alcohol abuse and other substance abuse (including illegal substances). 

Prevention 
knowledge and risk 
perception 

Prevention strategies for people who expose themselves to the risk of HIV infection, including 

education and addressing perceptions of personal risk. 

BIOLOGICAL DETERMINANTS 

Determinant  Action to mitigate the impact of the determinant. 
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Mother-to-child 
transmission 

Strengthen the implementation of the four prongs of the PMTCT programme, which are: 

 halving HIV incidence in women;  

 reducing the unmet need for family planning;  

 providing antiretroviral prophylaxis to prevent HIV transmission during pregnancy, labour 

and delivery, and breastfeeding; and 

 providing care, treatment and support for mothers and their families.  

The term ‘vertical transmission’ is also used to acknowledge the role of the father/male sexual 
partner in transmitting HIV to the woman and to encourage male involvement in HIV prevention. 

Medical male 
circumcision 

Continue with large-scale rollout of a national medical male circumcision programme as part of a 
package of sexual and reproductive health services, which includes gender sensitisation. 

Other sexually 
transmitted infections 

Prevention and early treatment of STIs. 

Treatment as 
prevention 

Initiating all eligible people living with HIV to treatment according to national guidelines to improve 
their health outcomes and to reduce transmission.  

Refer paragraph 10.1.3  New Criteria with Regard to Initiation of Anti-Retroviral Treatment 

STRUCTURAL DETERMINANTS 

Determinant  Action to mitigate the impact of the determinant. 

Mobility and 
migration 

The risk of HIV infection is higher among individuals who either have personal migration 
experience or have sexual partners who are migrants and, therefore, appropriately targeted 
interventions are required. 

Gender roles and 
norms 

Challenge the gender roles, norms and inequalities that increase women’s vulnerability to HIV and 
compromise men’s and women’s health; address the position of women in society, particularly 
their economic standing; and engage with men on changing socialisation practices. 

Sexual abuse and 
intimate partner 
violence 

Implement interventions to prevent gender based violence, as well as intimate partner violence, 

and educate men about women’s rights. 

Rates of syphilis have decreased over the past 10 years, but the prevalence of herpes simplex (HSV), a co-factor in acquiring 
HIV, is still high. Early infection with HSV in young women results in the longer term in cancer of the cervix. 

Trichomonas vaginalis and bacterial-vaginosis (both are associated with HIV) are common infections in women. 

 

8.2.4 The TB epidemic 

South Africa is the country with the third highest TB burden in the world. HIV is aggravating the TB epidemic – more than 
70% of TB patients are also living with HIV. 

Latent (dormant, concealed) TB infection is highest among people 30-39 years old who live in townships and informal 
settlements, making TB a disease of poverty. These people’s living conditions are characterised by overcrowding and low 
socio-economic status – fertile ground for TB infection and disease. 

Multidrug-resistant tuberculosis (MDR-TB) further drives the TB epidemic. 

Although TB screening of 80% of people living with HIV and initiating those with negative test results on isoniazid preventive 
therapy (IPT), late initiation of ART in TB patients has contributed to the high levels of mortality. 

 

The key populations for the HIV and TB response are those most likely to be exposed to or to transmit HIV and/or TB and 
include those who lack access to services and those for whom the risk of HIV infection and TB infection is also driven by 
inadequate protection of human rights and by prejudice. 

Key populations that need to be targeted for specific prevention, care, treatment and support interventions based on higher 
risk and need include (copied from NSP 2012-2016): 

“- Young women between the ages of 15 and 24 years are four times more likely to have HIV than males of the same 

age. (This risk is especially high among pregnant women between 15 and 24 years, and survivors of physical and/or 

intimate partner violence). On average, young females become HIV positive about five years earlier than males. 

- People living or working along national roads and highways 

- People living in informal settlements in urban areas have the highest prevalence of the four residential types. 

- Migrant populations. The conditions associated with migration increases the risk of acquiring HIV. Approximately 3% of 
people living in South Africa are estimated to be cross-border migrants. 

- Young people who are not attending school. Completing secondary schooling is protective against HIV, especially for 
young girls. In addition, men and women with tertiary education are significantly less likely to be HIV positive than those 
without tertiary education. 

- People with the lowest socio-economic status are associated with HIV infection. Those who work in the informal 
sector have the highest HIV prevalence with almost a third of African informal workers being HIV positive. Among 
women, those with less disposable income have higher risk of being HIV positive. 

- Uncircumcised men. Men who reported having been circumcised were significantly less likely to be HIV positive. The 
protective factor of circumcision is higher for those circumcised before their first sexual encounter. 

- Persons with disabilities have higher rates of HIV. Attention should be paid to the different types of disabilities, as the 
vulnerabilities of different groups and the associated intervention required will vary. 

- Men who have sex with men (MSM) are at higher risk of acquiring HIV than heterosexual males of the same age, with 
older men (>30 years) having the highest prevalence. It is estimated that 9.2% of new HIV infections are related to MSM. 

- Sex workers and their clients have high HIV prevalence, with estimates among sex workers varying from 34-69%. 

  It is estimated that 19.8% of all new HIV infections are related to sex work. 

- People who use illegal substances, especially those who inject drugs are at higher risk of acquiring and transmitting HIV. 

There is a large and growing problem with crack cocaine and Tik, especially among young people and sex workers, 

highlighting the need to consider scaling-up programmes to reduce substance abuse, and harm to reduction 

programmes. Research shows that of injecting drug users, 65% practice unsafe sex. 

- Alcohol abuse is a major risk factor for HIV acquisition and transmission. Heavy drinking is associated with decreased 

condom use, and an increase in multiple and concurrent sexual partners. Data from several studies indicate that people 

who drink alcohol are more likely to be HIV positive. This figure is higher amongst heavy drinkers. It is also a major 

impediment to treatment adherence. Strategies should address male gender norms that equate alcohol use with 

masculinity. 

- Transgender persons are at higher risk of being HIV positive. Due to lack of knowledge and understanding of this 

community, and because of stigma, this population is often at risk for sexual abuse and marginalised from accessing 

prevention, care and treatment services. 

- Orphans and other vulnerable children and youth are another key population for whom specific interventions will 

 be implemented as primary prevention for HIV, as well as to mitigate impact and to break the cycle of ongoing 

 vulnerability and infection. 

 

Because of the differences in HIV incidences in different geographic areas, assessments must be done to ensure 

appropriate targeting of transmission hotspots and key populations and must form part of provincial and sector plans. 
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The risk of TB infection and of progression from infection to TB disease and poor access to services necessitate certain 

groups of people to be prioritised for TB services with different, but specific intervention to achieve maximum impact. These 

groups are: 

- Household contacts of confirmed TB cases, including infants and young children; 

- Health care workers, mine workers, correctional services staff and inmates; 

- Children and adults living with HIV; 

- Diabetics and people who are malnourished; 

- Smokers, drug users and alcohol abusers; 

- Mobile, migrant and refugee populations; and 

- People living and working in poorly ventilated and overcrowded environments, including  those who live in 

 informal settlements”. 

 

Complete Learning Activity 26 

 

Learning Activity 26 

 

Why are the following populations most likely to be exposed to or to transmit HIV and/or TB? 

26.1 Migrant populations 

26.2 Young women between the ages of 15 and 24 years 

26.3  Alcohol abuse 

26.4  List the groups of people to be prioritised for TB services with different, but specific intervention to achieve 
 maximum impact. 

 

File the answers in your portfolio. 

 

8.2.5 PRE-EXPOSURE PROPHYLAXIS (PREP) AND POST-EXPOSURE PROPHYLAXIS (PEP)    

There are currently innovative technologies under investigation that could prevent the spread of new HIV infections. This 

includes microbicides, antiretroviral pre-exposure prophylaxis (PrEP), new vaccines (including an HIV vaccine and a TB 

vaccine), post-exposure prophylaxis (PEP) beyond sexual assault and occupational exposure (after unprotected sex); as well 

as treatment and prevention. 

 

PrEP information is available at web address: http://www.cdc.gov/hiv/prevention/research/prep/  

PrEP is a method that can be used by people to prevent HIV infection. These people do not have HIV, but are at a substantial 
risk of getting it. The treatment consists of a pill (brand name Truvada) containing tenofovir and emtricitabine, used in 
combination with other medicines to treat HIV. A person exposed to HIV through sex or injection drug use can take these 
medicines to keep the virus from starting a permanent infection. 

 

The effectiveness of PrEP is good and has been shown to reduce the risk of HIV in people, who are at high risk, by 92%, 
provided it is taken consistently. 

 

Even greater protection is possible when PrEP is combined with condoms and other prevention methods. 

 

PEP information is available at web address:  http://www.cdc.gov/hiv/basics/pep.html  

PEP is the use of antiretroviral drugs after a single high-risk event.   

 

The anti-HIV medication must be taken within 72 hours after exposure to HIV. The aim is to reduce the possibility of 
becoming HIV positive. The treatment consists of 2 to 3 antiretroviral medicines to be taken for 28 days. The medicine tries to 
prevent the HI-virus from making copies of itself and spreading through the body and is not meant for long-term use or for 
use every time after having unprotected sex.  

 

PEP medicine is meant for use by health care workers (who have been exposed to HIV-infected fluids on the job, a needle-
stick injury or cut, getting blood or body fluids in the eyes or mouth or on skin that is chapped or scraped) or a person who 
may have been exposed through unprotected sex, needle-sharing injection drug use, or sexual assault. 

 

A person who suspects being exposed must go to a clinic/emergency room to ask for PEP.  

PEP medicines may cause side effects which are not life-threatening and can be treated.  

It is important to note that PEP is not 100% effective and a person using it has no guarantee of not becoming HIV-infected. 

 

Complete Learning Activity 27 

 

 

 

 

 

 

 

 

 

 

Learning Activity 27 

 

Mark the relevant column to indicate if each of the following statements pertaining to the NSP 2012-2016 is True or 
False.  

File the answers in your portfolio. 

Statement True False 

1. Designed prevention interventions for the youth to facilitate delay of sexual debut, 
increased consistent condom use, especially among key populations, including those 
involved in sex work and large-scale rollout of a national medical male circumcision 
programme as part of a package of sexual and reproductive health services, which 
includes gender sensitisation, are actions that will mitigate the factors that determine the 
HIV epidemic 

  

2. Prevention of HIV transmission from HIV-positive women to their infants can be achieved 
through better implementation of national guidelines on ART for pregnant women and 
ongoing infant feeding counselling and support with a focus on exclusive breastfeeding 

  

3. Prevention of new HIV, STI and TB Infections is a strategic objective of the NSP2012-
2016 and this can be achieved by inter alia providing opportunities to ensure everyone in 
South Africa tests voluntarily for HIV and is screened for TB at least annually, and is 
subsequently enrolled in relevant wellness and treatment, care and support programmes 

  

4. Latent TB infection is highest among people 30-39 years old who live in townships and 
informal settlements where people’s living conditions are characterised by overcrowding 
and low socio-economic status. 

  

http://www.cdc.gov/hiv/prevention/research/prep/
http://www.cdc.gov/hiv/basics/pep.html
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5. PEP is a method that can be used by people to prevent HIV infection, provided the 
medication is taken continuously. 

  

 

9 National Consolidated Guidelines for the Management of HIV 
in Adults, Adolescents, Children and Infants and Prevention of 
Mother-to-Child Transmission  

 

The National Strategic Plan for HIV, TB and STIs 2017 – 2022 (NSP) provides the strategy and framework of a multi-sector 
partnership for South Africa to overcome HIV, TB and STIs as public health and social challenges.  National, provincial and 
local government, civil society sectors, the private sector, development partners and other stakeholders all collaborate in its 
development and implementation.  This NSP outlines the goals, objectives and activities that give expression to South 
Africa’s  vision and mission for the period April 2017 – March 2022, identifying how to strengthen social, health and other 
systems to enable success,  All stakeholders will use the Plan to guide their implementation plans.  Together, this constitutes 
the national response. 

 

The NSP Strategic objectives and sub-objectives were considered by the National Department of Health and eventually 
resulted in National Department of Health of South Africa published the National Consolidated Guidelines for the 
Management of HIV in Adults, Adolescents, Children and Infants and Prevention of Mother-To-Child Transmission, published 
in February 2020, with the main aim the contribution towards achievement of the NSP Strategic objectives.  

  

The document can be accessed at: https://www.knowledgehub.org.za/system/files/elibdownloads/2020-07/National%20 
Consolidated %20Guidelines%2030062020%20signed%20PRINT%20v7.pdf 

  

Please refer to Appendix A at end of module for clarification of key terms, abbreviations and acronyms used in this module. 

9.1 Main elements of the Treatment Plan 
The Health Sector has a 10-point plan aimed at creating a well-functioning health system that can generate improvement in 
health outcome. Point 7 of the plan refers to fast-tracking execution of the HIV/AIDS plan, decreasing mortality due to TB and 
associated diseases. 

 

A new outcome-based approach was adopted by the Government of South Africa to hasten the achievement of the objectives 
of “increasing life expectancy, reducing maternal and child mortality rates, combating HIV and AIDS and decreasing the 
burden of diseases from TB, as well as strengthening health system effectiveness.”  

The program addresses the holistic needs of people at all stages of HIV infection and tries to slow progression and maintain 
the person at the highest functional level. 

 

Previous improvements include key interventions announced by President Jacob Zuma on 1 December 2009, World AIDS 
Day, “to improve antiretroviral treatment access to special groups (all HIV-positive infants, and pregnant women and people 
with TB and HIV co-infection and with CD4 counts less than or equal to 350 cells/µl), in order to decrease the disease 
burden, to address maternal and child mortality and to improve life expectancy. This resulted in more than 2.6million people 
being initiated on ART by mid-2014. 

 

In 2013, the fixed-dose combination pill (FDC) was introduced, made up of the regular three drugs used in the first-line 
regimen (TDF, FTC/3TC AND EFV) to improve adherence and retention. 

 

On 23 July 2014, the Minister of Health, Dr Aaron Motsoaledi announced that the threshold for initiation of ART will rise to 
CD4 count <500 cells/µl and that the PMTCT programme will now adopt the option B+ approach, which entitles every 
pregnant and breastfeeding woman to lifelong ART regardless of CD4 count or clinical staging. This was effected in 
January 2015.” 

 

HIV testing of pregnant women is currently close to 100%. 

 

9.1.1 HIV Counselling and Testing (HCT) 
HCT is of utmost importance for identifying HIV-positive persons and provides an entry point to comprehensive HIV 
prevention, treatment, care and support. People are encouraged to know their HIV status, to live positive, healthy lifestyles, 
know what good nutrition is and HCT also helps identify and reduce behaviour that may increase HIV transmission risks. 

 

Patients, who test HIV-positive will, during HCT, be provided the important opportunity for patient education on HIV 
adherence and disease. It is an important step towards successful referral pathways that link patients to HIV care. 

All forms of HCT should be voluntary and must adhere to the five C’s, being:  

consent, 

confidentiality,  

counselling,  

correct test results and  

connections to care, treatment and prevention services. 

 

People to be tested for HIV after counselling must give informed consent to being tested and must be informed of their right 
to decline testing. 

 

HCT must be ethical, confidential, based on human rights, conducted within a supportive environment and must be done 
where there is relevant and adequate healthcare infrastructure. Shared confidentiality with a partner or family members and 
trusted friends and healthcare providers is encouraged as it is often beneficial. 

 

The two types of HCT are: Client-initiated counselling and testing (CICT) and  

  Provider-initiated counselling and testing (PICT).  

 

Children of age 12 years or above may self-consent to HIV testing if they can understand the benefits, risks and social 
implication of such test, but if not, a parent or caregiver (somebody who is responsible for the day-to-day care of the child in 
the absence of a parent or guardian) must give consent. 

Determining if a person is eligible for ART includes the following counselling and testing: 

(Figure 1: Algorithm: HCT using rapid antibody test (adolescents/adults including pregnant/breastfeeding women) on page 21 
of the document directs the process to be followed.) 

If a person provides verbal consent and result of the test is negative (i.e. the final result is negative), post-test counselling is 
done, a repeat HIV test must be done after 3 months and the person must be educated on the window period and how to 
reduce the risk of getting infected. Counselling has to be repeated for women on the PMTCT programme. 

If the person provides verbal consent and the result of the test is positive, a second test is done and if the second test is 
positive as well (i.e. final result is positive), post-test counselling is done and on the same day TB screening is done (if not 
done yet), HIV education is given, CD4 cell count is determined as well as HBsAG, creatinine (if indicated) and clinical 
staging. If the person is a pregnant/breastfeeding woman, ART must be initiated on the very same day. 

https://www.knowledgehub.org.za/system/files/elibdownloads/2020-07/National
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If a person has refused to be tested, post-refusal counselling must be done and each time the person visits the facility, PICT 
must be offered. 

Patients must be fully informed about the benefits of restoring immune function and improving the quality of life and about 
serious side effects that may result from treatment with ARV drugs. 

 

Post-test counselling of HIV-negative women must include: education on HIV risk-reduction, involving partners or spouses 
where possible with the focus on maintenance of their HIV-negative status; correct and consistent use of condoms, 
particularly during pregnancy; routine antenatal, labour/delivery, postnatal and breastfeeding care; education and counselling 
about exclusive breastfeeding in the first 6 months, with complementary foods from 6 months; if woman remains HIV-
negative, to continue breastfeeding up to 24 months; and education about TB symptoms, what to do when they have these 
symptoms and prevention of transmission. 

 

HIV-negative pregnant and breastfeeding women must receive HCT to detect sero-conversion (i.e. the production of specific 
antibodies in response to the presence of an antigen, e.g. the HI virus) every 3 months throughout pregnancy; at 
labour/delivery; at the 6-week EPI visit and every 3 months throughout breastfeeding. 

 

The rationale for repeat HIV testing in HIV-negative women is that approximately 4% of women, who initially test HIV-
negative in early pregnancy, test HIV-positive later in the same pregnancy. It is thus essential that repeat testing is done to 
detect new HIV infections (sero-conversions) that may occur during pregnancy or breastfeeding quickly so that the woman 

will be able to start on ART a.s.a.p. and the infant can then be identified and managed as HIV-exposed. 

  

Refer to paragraph 6.3.1 HIV tests in infants and children (HIV PCR or Rapid HIV antibody test) 

above for information on their HIV testing. 

HIV tests that may be done in infants and young children after consent from parents or primary caregivers are: 

- HIV antibody detection tests e.g. HIV ELISA test and rapid tests are done only after age 18 months.  

- HIV viral detection tests e.g. HIV PCR (polymerase chain reaction)  

If antibodies to HIV are found in children < 18 months of age, the child is HIV-exposed (i.e. born to an HIV-positive mother) 
and a viral detection test HIV PCR is done to determine the infection status of the child. 

HCT in adolescents: For many reasons, adolescents are less likely than adults to be tested for HIV and less likely to be 
linked to services, whether they test positive or negative. More peri-natally HIV-infected children are surviving into 
adolescence. Adolescents are vulnerable to and at relatively high risk of HIV infection. 

HCT is a link to engage adolescents and link them to essential HIV treatment, care and prevention interventions, and to 
encourage them to health-seeking behaviour amongst those testing negative and those testing positive. 

Women aged 15 – 24 are those with the highest rate of new HIV infections in South Africa and must be considered to be at 
most risk. 

 

HCT in adults: All must be offered HCT whenever an opportunity exists and should be repeated annually, depending on the 
risk. Couple HCT increases access to earlier ART initiation - more men are reached and this can be spread to family 
counselling and adolescents in households who were not diagnosed before. 

 

9.1.2 Initiation of treatment with antiretroviral medicines (ARVs) 
Adherence to treatment regimens is extremely important and can be promoted by ensuring quality adherence counselling, 
improving their understanding about why they have to take ART, how it works and benefits them, supporting the patient with 
adherence tools, e.g. reinforcing the use of pillboxes or a daily dosing diary, encouraging attendance and participation in a 
support group and encouraging having a ‘treatment buddy’, encouraging patients to manage their condition themselves, to 
address fears and concerns and so modify the patients’ behaviour. 

Antiretroviral treatment keeps HIV under control, protecting people’s immune system so that they can stay healthy and live a 
long life.  People living with HIV are advised to start treatment straight away, but some people may need to process their 

diagnosis before they feel ready.  Many different antiretroviral drug combinations are available; a healthcare worker will be 
able to find the correct one for you. 

It is now recommended that people diagnosed with HIV start antiretroviral treatment straight away.   This is because the 
sooner treatment is started, the sooner the patient can benefit from it.  Starting treatment as soon as possible protects your 
immune system from damage and gives you the best chance of staying strong and healthy in future. 

If a person has been diagnosed late and already have a low CD4 count (i.e. below 350), it’s especially important that he/she 
start treatment straight away. 

 

9.1.3 New Criteria with Regard to Initiation of Anti-Retroviral Treatment 
In the World Health Organization’s (WHO) Guidelines: “Guideline on when to start antiretroviral therapy and on pre-exposure 
prophylaxis for HIV” (available at: www.who.int/hiv/pub/guidelines/earlyrelease-arv/en/) published in September 2015), 
recommendations were made with regard to when antiretroviral therapy should be started. 

 

In this document, the paragraph, with heading “Background”, states: 

“Mathematical models and ecological studies also suggested that initiating ART earlier could affect HIV incidence at the 
population level if there is high uptake of sustained testing, ART coverage and retention (28-32). For people with certain 
clinical conditions such as TB, hepatitis B (HBV) co-infection requiring HBV treatment, pregnancy, breastfeeding and HIV 
sero-discordant couples, the 2013 guidelines recommended initiating ART regardless of WHO clinical stage or at any CD4 
cell count. 

 

The benefits of earlier ART initiation in these guidelines include: ‘fewer events of severe HIV morbidity and disease 
progression, improved uptake and initial linkage to care, better immune recovery and decreased HIV 
transmission……  “ 

  

In the START study (Strategic Timing of Antiretroviral Treatment (START) it was found that “most events occurred when 
CD4 counts were higher than 500 cells/mm3. The study also showed that immediate ART reduced both AIDS-related and 
non-AIDS related events, but the benefit was greater for AIDS-related events. Tuberculosis (TB), Kaposi sarcoma and 
lymphoma ―the most common AIDS-related events ― all occurred less frequently in the immediate ART group. Cancer 
rates (combining AIDS and non-AIDS malignancies) were lower in the immediate ART group, but cardiovascular disease 
rates were similar between groups. These effects were consistent in countries of different income levels and across 
geographical regions”. 

 

“The HIV Prevention Trials Network (HPTN) 052 study showed that starting ART early reduced the overall risk of HIV 
sexual transmission to uninfected partners by 93%”. 

 

Comparing benefits and harm of ART, it was recognized more and more that where there is high burden of HIV and TB 
infections, an increase in ART coverage is linked to a decrease in TB case notifications. If ART is started earlier, this will 
probably improve further. 

 

The Minister of Health announced in his budget speech on 10 May 2016, that South Africa would implement the WHO 
strategy of Universal Test and Treat (UTT) by 1 September 2016 according to the WHO new guidelines on HIV treatment.   

 

A circular regarding the IMPLEMENTATION OF THE UNIVERSAL TEST AND TREAT STRATEGY FOR HIV POSITIVE 
PATIENTS AND DIFFERENTIATED CARE FOR STABLE PATIENTS, signed by Dr A Pillay, Deputy Director-General: 
Health Regulation and Compliance Management on 31 August 2016, was disseminated by the National Department of Health 
to national, provincial and district managers, hospital CEOs, PHC managers, district clinical specialist teams, doctors, nurses 
and pharmacists.  

This policy shift will have certain implications. The following information is pasted from this paragraph in the circular: 

 

http://www.who.int/hiv/pub/guidelines/earlyrelease-arv/en/
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“Policy shift implications 

South Africa is among the first countries in Africa to formally adopt UTT in accordance with the WHO new guidelines on HIV 
treatment. UTT directly supports UNAIDS 90-90-90 targets of ensuring that 90% of all people living with HIV know their HIV 
status, 90% of people with diagnosed HIV infection receive sustained ART and 90% of all people receiving ART have viral 
suppression”. 

 

Eligibility Criteria for UTT: 

As from 1st September 2016 the starting of patients on lifelong ART, the following criteria, as pasted below, shall apply: 

• “All HIV positive children, adolescents and adults regardless of CD4 count will be offered ART 

• Patients in the Pre-ART and Wellness programme shall be considered for UTT. 

• Willingness and readiness to start ART shall be assessed and patients who are not ready after assessment shall be 
kept in the wellness programme and continuous counselling on the importance of early treatment and scheduled CD4 as 
per SA clinical guidelines shall continue at every visit. 

• Baseline monitoring. of CD4 count will still be done as it is the key factor in determining the need to initiate 
Opportunistic Infection prophylaxis at CD4 <200 cells/mm3, identify eligibility for CrAg at CD4 <100 (i.e. screening for 
Serum Cryptococcal Antigen in patients with CD4 <100 cells /mm3), prioritisation at CD4 <350 cells/mm3 and fast 
tracking at CD4 <200 cells/mm3. 

 

Timing of ART initiation 

ART should be started as soon as the patient is ready and within 2 weeks of CD4 count being done 

 

Fast Track Initiation 

HIV stage 4 

Patients with CD4 < 200 cells/mm3 

 

 

 

Immediate priority: 

All HIV-positive pregnant or breastfeeding women, with no active TB or contraindication  to first line ART, i.e. TDF/FTC/EFV 
(TEE FDC) 

 

In case of TB: 

• If diagnosed with TB, start TB treatment first, followed by ART as soon as possible and within 8 weeks. 

• If CD4 <50 cells/mm3 initiate ART within 2 weeks after starting TB treatment, when the patient's symptoms are improving 
and TB treatment is tolerated. 

• If CD4 >50 cells/mm3 initiate ART within 8 weeks after starting TB treatment. 

• In cases with Cryptococcal or TB meningitis defer ART initiation for 4-6 weeks. 
 

Clinical monitoring for all patients 

HIV testing services and clinical monitoring of patients will be done according to the SA clinical guidelines. 

An addendum will be included in the revised National Consolidated Adult ART guidelines for the Prevention of Mother-To-
Child Transmission of HIV (PMTCT) and the Management of HIV in Children, Adolescents and Adults. 

 

Differentiated Care for stable adult patients 

In order for South Africa to realize implementation of UTT, there will be a need for all high volume facilities to free up space 
and human resources at facilities through implementation of differentiated care facility decongestion strategies. 

Differentiated care facility decongestion strategies provides benefits to adherent and stable chronic patients with a faster 
service and flexibility to choose their preferred medication collection service (client-centred focus) through 3 options that are 
reflected in the adherence policy and service delivery guidelines, mainly: 

1. Spaced and Fast Lane Appointment system (also known as ICDM); 

2. Adherence Clubs (AC); and 

3, Central Chronic Medication Dispensing and Distribution (CCMDD). 

 

Resource Implications 

There is a need to ensure procurement and proper management of medicines at all levels to avoid supply challenges 

 

Demand Creation 

The National Department of Health, with support from the Communication Cluster is developing a strategy to inform the 
public, patients and service providers on the benefits of decongesting facilities. Provinces, Districts and District Support 
Partners should also mobilise communities for early HIV testing and treatment and existing HIV positive patients with 
CD4>500 cells/mm3 to return to facilities for UTT.” 

 

 

9.2 The importance of positive living for the HIV-positive people and 
maximisation of the “well” phase 

It is important that you explain to your patient, should he/she be HIV-positive, they can still lead a normal healthy life for many 
years, if they are mindful of the following:  

• taking care of their health; 

• being positive about life;  

• getting support from those around them; and 

• practicing safer sex.  

 

Taking care of health includes:  
• eating properly;  
• getting exercise; and  
• getting enough rest.  

 

Eating healthily can help a patient’s body fight diseases. This includes:  
• eating a lot of fresh fruits and vegetables;  
• eating whole grains such as samp and brown bread;  
• avoiding junk foods;  
• drinking lots of water;  
• avoiding alcohol, smoking and drugs; and 
• keeping your cooking and eating area clean. 

  

A positive attitude towards life can be developed by:  
• setting goals in life and believing in oneself;  
• looking at the positive side of things; and  
• knowing one’s strengths and weaknesses.  

 

Support can come from family, friends, support groups and trained counsellors. 
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Complete Learning Activity 28 

 

Learning Activity 28  

 

28.1 What are the eligibility criteria for Universal Test and Treat? 

28.2 What are the advantages of HIV Counselling and testing? List four advantages 

28.3 How should HCT be conducted? 

 

File the answers in your portfolio. 

 

9.3 Anti-Retroviral Therapy (ART) 
In the foreword of the revised 2019 ART guideline document, Dr Anban Pillay wrote the following: 

“South Africa is committed to attaining the UNAIDS 909090 targets to control the HIV epidemic through quality 
comprehensive health services and use of highly effective antiretroviral treatment (ART). 

 

“The principal goal of ART is: 

• to attain and maintain viral suppression, which will decrease morbidity and mortality from HIV; as well as  

• improve the quality of life for clients living with HIV.  
 

“The goals of ART are: 

• to decrease HIV-related morbidity (sickness) and mortality (death) 

• to decrease the incidence of HIV.” 
 

The Revised 2019 ART Guideline Document is available on https://sahivsoc.org/Files/2019%20ART%20Guideline% 
2028042020%20pdf.pdf.  

 

9.3.1 Single dose ARV drug  
The fight against HIV/Aids through ART has come a long way. From people initially having to be really sick (CD4 count below 
100 and later 500) before being allowed to go onto ART, then having to spend practically all their money on very expensing 
hands full of medication with terrible side effects and poor compliance (85% compliance is required to obtain optimal effects 
of ART), through financial grants from NGO for medication from to the fixed-dose combination (FDC) medicines available for 
first line therapy to all HIV positive pregnant and breastfeeding women, infants, children, adolescents and adults eligible for 
ART regardless of CD4 count at present. 

 

Some of the benefits of a fixed-dose combination drug (FDC) include:  

• Improved patient treatment adherence, which improved treatment outcomes and reduces onward transmission of HIV; 

• Prescribing, dispensing and monitoring treatment are easier for nurses, pharmacist’s assistants and pharmacists; and  

• Simplifying procurement and supply chain management. 

 

The 2019 HIV clinical guidelines were revised to include a new formulation of the fixed dose combination (FDC) of Tenofovir 
(TDF) 300 mg + Lamivudine (3TC) 300 mg + Dolutegravir (DTG) 50 mg (TLD) for all eligible adults, adolescents and children 
over the age of 10 years and weighing 35 kg or more.  

 

The advantages of DTG is that it has a high genetic barrier to resistance, minimal side effects and drug interactions, and 
provides rapid viral suppression. It is well tolerated by patients and expected to contribute positively to adherence and 
retention on ART. 

 

Tables in this section, that reflect ART regimes, were obtained from the 2019 ART Guideline document and the National 
Consolidated Guidelines for the management of HIV in adults, adolescents, children and infants and prevention of mother-to-
child transmission (2020).  

 

Complete Learning Activity 29 

 

Learning Activity 29 

 

What are the advantages of the FDC ARV drug? 

 

File the answers in your portfolio. 

 

9.4 Initiation of ART during pregnancy and breastfeeding  
The “National Consolidated Guidelines for the management of HIV in adults, adolescents, children and infants and prevention 
of mother-to-child transmission” published in February 2020 gives the following guidelines with regards to ART treatment of 
Pregnant and breastfeeding women. 

 

The following general notes are important: 

• All HIV-positive women must be managed and cared for during the antenatal, labour, delivery and postnatal phases.  

• Unnecessary delays in initiating ART increases the risk of MTCT. 

• All HIV-positive pregnant women are eligible for lifelong ART, must receive support and be retained in ART services 
throughout pregnancy, breastfeeding and as part of lifelong care. 

• All women diagnosed as HIV-positive within the first year postpartum must be initiated on lifelong ART regardless of 
CD4 count or infant feeding practice. 

• Exclusive breastfeeding must be emphasised for the first 6 months and complementary feeding must be given from 6 
months only while breastfeeding is continued until 12 months. 

 

A. First –line ART regimens in women of child bearing potential or pregnant  

If an HIV positive pregnant or breastfeeding woman is newly diagnosed, lifelong ART must be started on that very day, 
provided that such service is available and TB is not suspected. This will minimise the risk of transmission of HIV to the 
baby.  

 

Summary of 1st line ART regimens for adolescent girls (10 – 19 years) and adult woman 

Any with normal renal 
function, with or 
without TB, and who 
chooses to use DTG 
after understanding 
the risk and benefits.  

Weight ≥ 35 kg TDF 300 mg, 3TC 300 mg, DTG 50 mg (TLD) as a single fixed 
dose combination tablet taken once daily 

Weight < 35 kg Replace TDF with Abacavir 300mg bd (or 600mg once daily) 

DTG requires boosting with TB treatment to 50 mg twice daily. This will require one 
standard fixed dose combination tablet of TLD to be taken at the normal time, and an 
additional single tablet of DTG 50 mg to be taken 12 hours later. 

https://sahivsoc.org/Files/2019%20ART%20Guideline%25%202028042020%20pdf.pdf
https://sahivsoc.org/Files/2019%20ART%20Guideline%25%202028042020%20pdf.pdf
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Clients who currently 
wish to conceive and 
are concerned about 
the risk for NTDs on 
DTG 

Weight ≥ 40 kg TDF 300 mg, FTC 200 mg, EFV 600 mg (TEE) as a single fixed 
dose combination tablet taken once daily in the evening 

Weight < 40 kg TDF 300 mg daily, 3TC 300 mg daily, Efavirenz 400 mg daily 

Abnormal renal 
function 

Tenofovir (TDF) is 
contraindicated 

Replace TDF with Abacavir 300mg bd (or 600mg once daily), or 
dose-adjusted AZT 

Active psychiatric 
illness 

Efavirenz (EFV) is 
contraindicated 

Replace EFV with DTG. If DTG not suitable, give LPV/r or 
ATZ/r. 

Known HIV positive 
women, who are not 
currently on ART, but 
are ART-exposed 
(e.g. previous 
PMTCT, or previous 
LTFU on ART) 

VL < 50 c/ml while 
previously on ART 

TDF 300 mg, 3TC 300 mg, DTG 50 mg (TLD) as a single fixed 
dose combination tablet taken once daily 

Unsuppressed VL, or 
no documented VL 
while previously on 
ART 

AZT 300 mg twice daily, 3TC 150 mg twice daily (or 300 mg 
once daily), and DTG 50 mg daily 

 

Take note: 

• An elevated VL in a pregnant or breastfeeding mother is a MEDICAL EMERGENCY! Every week she continues with an 
elevated VL, increases her risk for MTCT. 

• A thorough assessment is essential for any woman with a VL measuring more than 50 c/ml. Follow the “ABCDE” for 
assessing the reasons for an elevated VL 

 

The ABCDE assessing to establish reason for elevated VL: 

A. Adherence problems – Check whether patient is using the ART as prescribed 

B. Bugs (Intercurrent infections) – Establish that the patient doesn’t have an infection 

C. In-Correct ART dosage – Is the patient on the correct dose for her weight 

D. Drug Interactions – Are there any drug interactions with OTC, other prescribed medications 

E. Resistance – Only consider this if A-D has been eliminated 

 

B. Recommended second-line regimen for pregnant/breastfeeding women 

The second-line treatment is applicable to patients who failed the first-line regimen. 

 

 First-Line Regimens Second-Line Regimens 

NNRTI-based Regimen InSTI-based Regimen 
for > 2 years 

PI-based or InSTI-based Regimen for > 2 
years 

Regimen TDF + 3TC/FTC + EFV/NVP TDF + 3TC/FTC + DTG AZT/TDF + 3TC/FTC + LPV/r or ATV/r or 
DTG 

Resistance 

Testing 

Resistance test not required Resistance testing 
not required 

Resistance test required 

Resistan
ce Test 
results 

Not applicable Not applicable No PI or InSTI 
resistance 

PI or InSTI 
resistance 

HBV Co-
infection 
Status 

HBV-negative HBV-positive HBV-
negative 

HBV-
positive 

HBV-positive or -negative 

New 
Regimen 

AZT + 
3TC/FTC + 

DTG 

TDF + AZT + 
3TC/FTC + 

DTG 

AZT + 
3TC/FTC 
+ LPV/r 

TDF + 
3TC/FTC 
+ LPV/r 

Continue current 
regimen and address 

adherence.  

If intolerance to LPV/r 
is affecting adherence, 

discuss possible 
substitutions with an 

expert 

Refer to Third- 
Line 

Committee. 
Regimen will 

be determined 
by results of 

resistance test 

If DTG not 

suitable, AZT 
+ 3TC/FTC + 

LPV/r 

If DTG not 
suitable, TDF + 

3TC + LPV/r 

 

Infants born to HIV-positive women should be given ART prophylaxis. 

 

Abandoned babies must be treated as if born to HIV-positive woman until HIV-exposure status has been determined, using 
an HIV antibody test. 

 

9.5 ART prophylaxis in HIV-exposed infants 
In paragraph 4.5.2 it was explained that the mother’s VL in the last 12 weeks prior to labour is used to categorise the risk for 
the infant: 

• VL < 1000c/ml = Low risk 
• VL ≥ 1000 c/ml = High risk 
• No VL result in the last 12 weeks = High risk 
 

Over and above this certain babies are at higher risk e.g. premature and malnourished infants. Closer monitoring is 
recommended: 

• Premature infants (< 35 weeks gestational age) should be dosed using expert guidance. 

• Infants weighing < 2000 g, the suggested NVP dose is 2 mg/kg/dose (0.2 ml/kg/dose) once daily from birth – 2 weeks 
of age followed by 4 mg/kg/dose (0.4 ml/kg/dose) once daily from 2 – 6 weeks of age. 

 

A. PROPHYLACTIC DOSAGES FOR THE HIV-EXPOSED INFANT 

 

Summary of Infant Prophylaxis Regimens 

Risk Profile NVP AZT CPT 

Low risk, whether breastfed or formula 
fed 

6  weeks no AZT Start from 6 weeks onwards 

High Risk, and breastfed minimum of 12 
weeks until mother 
VL is < 1000c/ml 

6 weeks Start from 6 weeks onwards 

High risk, and exclusively formula fed  6 weeks 6 weeks Start from 6 weeks onwards 
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Nevirapine (NVP) 

Age Current weight Once daily dose 

 

Birth to 6 weeks 

2,0 - 2,49 kg 1 ml (10 mg) daily 

> 2,5 kg 1,5 ml (15 mg) daily 

> 6 weeks to 6 months 2 ml (20 mg) daily 

> 6 to 9 months 3 ml (30 mg) daily 

9 months until 4 weeks after all breastfeeding has stopped 4 ml (40 mg) daily 

 

Zidovudine (AZT) 

Age Current weight Twice daily dose 

Birth to 

6 weeks 

< 2 kg, > 35 weeks gestation 4 mg/kg/dose twice daily 

2,0 to 2,49 kg 1 ml (10 mg) twice daily 

> 2,5 kg 1,5 ml (15 mg) twice daily 

> 6 weeks (doses according to ART 

Drug Dosing Chart for 

Children) 

< 3 kg 4 mg/kg/dose 12 hourly 

(0.4 ml/kg/dose 12 hourly) 

3,0 to 5,9 kg 6 ml (60 mg) twice daily 

6 to 7,9 kg 9 ml twice daily 

8 kg to 13,9 kg 12 ml twice daily 

 

 

Cotrimoxazole syrup (200/40 mg per 5 ml) 

Weight Once daily dosage 

2,5 to < 5 kg 2,5 ml 

5 to < 14 kg 5 ml 

STOP                 Stop Cotrimoxazole when PCR is negative at 10-week PCT test for exclusive formula fed. 

or 

Stop Cotrimoxazole when PCR is negative ≥ 6 weeks after full cessation of breastfeeding AND infant is 
clinically HIV negative 

 

9.6 ART in Neonates, Infants, Children 0 to < 10 years of age 
A significant strategy for achieving and sustaining viral suppression is the drug dolutegravir (DTG). DTG has improved 
tolerability, has few drug interactions, and the virus does not easily develop drug resistance against it.  

 

DTG can be used in anyone weighing 20 kg or more. However, TDF can be used from only 35 kg and the age of 10 years or 
more. Therefore, because of restrictions imposed by TDF, the fixed-dose combination TLD (TDF, 3TC, and DTG) can only be 
used in clients weighing 35 kg or more and being 10 years of age and older. 

 

A. Criteria for initiating ART in Neonates, Infants, Children 0 to < 10 years of Age 

2.5kg 3kg 20kg 35kg 

Birth to < 4 weeks of age ≥ 4 wks of age, and ≥ 42 
wks gestational age 

Or < 10 years of age and ≥ 10 years of age 

Neonates 

AZT + 3TC + NVP 

Infants and Children  

ABC + 3TC + LPV/r 

Children                            

ABC + 3TC + DTG 

Transition to Adult and 
Adolescent Regimens        

For further details on 
initiating ART in 

neonates see paragraph 
9.5 

Transition does not 
require a VL before 

switching 

Transition requires a 
VL < 50 c/mL in the 

last 6 months 

Transition requires a VL < 
50c/mL in the last 6 months. 

Ensure adequate renal function 

 

Take note: 

• For infants ≥ 4 weeks of age, ≥ 42 weeks gestational age, but weighing less than 3 kg, a paediatric expert should be 
consulted to determine the appropriate regimen. 

• Before switching to TDF, ensure adequate renal function by checking eGFR/creatinine. 
 

B. Second and third-line ART in infants, children and adolescents with confirmed virological failure 

All children and adolescents with confirmed virological failure should be discussed with an expert. 

 

 NNRTI-based Regimen PI-based Regimen for > 2 years InSTI-based Regimen for > 2 
years 

Regimen ABC/AZT/TDF + 3TC/FTC + 
EFV/NVP 

ABC/AZT/TDF + 3TC/FTC + LPV/r or ATV/r ABC/AZT/TDF + 3TC/FTC + 
DTG 

Resistance 

Testing 

Resistance test not 
required 

Resistance test required Resistance test required 

Resistance 

Test Results 

Not applicable No PI resistance PI 
resistance 

(or genotype 
unsuccess-

ful) 

No InSTI 

resistance 

InSTI 

resistance 

Weight < 20 kg ≥  20 kg < 20 kg ≥  20 kg All All children/adolescents on 

DTG will be ≥ 20 kg 
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New 
Regimen 

or 

Other 
Action 

Required 

 

 

 

 

 

ABC/AZT  

+ 3TC + 
LPV/r 

2 NRTIs + 
DTG 

In consultation 
with an expert, 
ensure that at 
least 1 NRTI is 

active 

 

 

 

 

Continue 
current 

regimen and 
address 

adherence 

2 NRTIs + 
DTG  

In consultation 
with an expert, 
ensure that at 

least 1 NRTI is 

active 

 

 

 

 

 

Refer to  

Third-line 
committee 

2 NRTIs + 
DTG 

In consultation 
with an expert, 
ensure that at 
least 1 NRTI is 

active 

 

 

 

 

 

Refer to 

Third-line 
committee  

 

If NRTI 
activity cannot 
be confirmed, 

expert will 
recommend 2 
NRTIs + PI/r 

If NRTI 
activity 

cannot be 
confirmed, 
expert will 

recommend 

2 NRTIs + PI/r. 
Adherence 

must be 
addressed 

 

 

If NRTI activity 
cannot be 

confirmed, refer 
to Third-line 
committee 

 

9.7 ART for Adolescents and Adults 
An adolescent is a young person between 10 and 19 years of age. 

 

9.7.1 Adult Women and Adolescent Girls ≥ 35 kg and ≥ 10 years of Age 

There are safety concerns around the use of 3TC and DTG in the periconception period. Tenofovir disoproxil fumarate (TDF), 
emtricitabine and efavirenz (TEE) is therefore recommended for women of childbearing potential who actively want to 
conceive at the current time. 

 

Refer to the Summary of 1st line ART regimens for adolescent girls (10 – 19 years) and adult woman. 

 

Take note: 

• Women wanting to conceive should be started on folate and should be counselled to defer attempts to conceive until 
they are virally suppressed. 

• Women should be provided a choice of contraceptive options (which includes condoms, oral contraceptives, implants, 
injectables, and IUCDs) 

• Women who choose to use TEE around the time of conception can be offered a switch to TLD if their VL is suppressed 
at 3-months on ART.  

• Documentation that the woman has been counselled and consents to receive DTG must be included in the patient’s 
chart/file.  

• If a woman’s fertility intentions change and she is concerned about the risk of Neural Tube Defects (NTDs), she can be 
offered a switch from TLD to TEE, provided that she had a suppressed VL in the last 6 months. 

 

9.7.2 Adult Men and Adolescent Boys ≥ 35 kg and ≥ 10 years of Age 

Summary of 1st line ART regimens for adolescent boys (10 – 19 years) and adult men 

Any with normal renal 
function, with or 

Weight ≥ 35 kg TDF 300 mg, 3TC 300 mg, DTG 50 mg (TLD) as a single fixed 
dose combination tablet taken once daily 

without TB.  Weight < 35 kg Replace TDF with Abacavir 300mg bd (or 600mg once daily) 

DTG requires boosting with TB treatment to 50 mg twice daily. This will require one 
standard fixed dose combination tablet of TLD to be taken at the normal time, and an 
additional single tablet of DTG 50 mg to be taken 12 hours later. 

 

9.7.3 Second-line regimen for Adults and Adolescents ≥ 35 kg and ≥ 10 years of Age with confirmed virological 
failure 

 First-Line Regimens Second-Line Regimens 

NNRTI-based Regimen InSTI-based Regimen 
for > 2 years 

PI-based or InSTI-based Regimen for > 2 
years 

Regimen TDF + 3TC/FTC + EFV/NVP TDF + 3TC/FTC + DTG AZT/TDF + 3TC/FTC + LPV/r or ATV/r or 
DTG 

Resistance 

Testing 

Resistance test not required Resistance testing 
not required 

Resistance test required 

Resistan
ce Test 
results 

Not applicable Not applicable No PI or InSTI 
resistance 

PI or InSTI 
resistance 

HBV Co-
infection 
Status 

HBV-negative HBV-positive HBV-
negative 

HBV-
positive 

HBV-positive or -negative 

New 
Regimen 

AZT + 
3TC/FTC + 

DTG 

TDF + AZT + 
3TC/FTC + 

DTG 

AZT + 
3TC/FTC 
+ LPV/r 

TDF + 
3TC/FTC 
+ LPV/r 

Continue current 
regimen and address 

adherence.  

If intolerance to LPV/r 
is affecting adherence, 

discuss possible 
substitutions with an 

expert 

Refer to Third- 
Line 

Committee. 
Regimen will 

be determined 
by results of 

resistance test 

If DTG not 

suitable, AZT 
+ 3TC/FTC + 

LPV/r 

If DTG not 
suitable, TDF + 

3TC + LPV/r 

 

 

 

Do Learning Activity 30 now. 

 

Learning Activity 30 

File this Learning Activity in your portfolio. 

Indicate whether the following statements are true or false regarding pregnant and breastfeeding women. 

Statement True/False 

1. An HIV-positive pregnant woman is only eligible for ART, during the course of her pregnancy and 
while breastfeeding. 

 

2. An elevated VL in a pregnant woman or breastfeeding mother is a MEDICAL EMERGENCY! As it 
increases her risk for MTCT. 
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3. A thorough assessment is essential for any woman with a VL measuring more than 50 c/ml. 
Follow the “VWXYZ” for assessing the reasons for an elevated VL 

 

4. If an HIV positive pregnant woman or breastfeeding mother is newly diagnosed, ART should only 
be started once she has been tested for TB and her kidney functions are normal. The mother’s 
health is more important than the risk of MTCT of HIV to the baby. 

 

5. Clients who wish to conceive may, under no circumstances, receive DTG due to the risk of NTDs.  

Indicate whether the following statements are true or false regarding infants 

6. Infants born to a mother that is HIV positive with an unknown VL is seen as High risk when 
started on ART prophylaxis. 

 

7. Both high risk and low risk infants must be placed on AZT for the first 6 weeks of prophylaxis.  

8. Premature infants (< 35 weeks gestational age) should be dosed using expert guidance.  

9. Infants born to non-breastfeeding mothers does not need to get ART prophylaxis.  

Indicate whether the following statements are true or false with regard to neonates, infants, children 0 - < 10 

years 

10. DTG can be used in anyone weighing 35 kg or more.  

11. TDF can be used only from 35 kg and the age of 10 years or more.  

12. All children and adolescents with confirmed virological failure should be discussed with an expert 
before moving them onto 2nd line regimen ART. 

 

Indicate whether the following statements are true or false with regard to adult women and adolescent girls ≥ 

35 kg and ≥ 10 years of age 

13. There are safety concerns around the use of 3TC and DTG in the periconception period. TEE is 
therefore recommended for women of childbearing potential who actively want to conceive at the 
current time. 

 

14. DTG requires lowering dosing with TB treatment to 25 mg daily.  

15. Efavirenz (EFV) is contraindicated for people with psychiatric illness.  

Indicate whether the following statements are true or false with regard to adult men and adolescent boys ≥ 35 

kg and ≥ 10 years of age 

16. Any with normal renal function, with or without TB, weight ≥ 35 kg: Replace TDF with Abacavir 
300mg bd (or 600mg once daily) 

 

17. Any with normal renal function, with or without TB, Weight < 35 kg: Replace TDF with Abacavir 
300mg bd (or 600mg once daily) 

 

18. Second-line regimen for adults and adolescents ≥ 35 kg and ≥ 10 years of age is only allowed 
once virological failure has been confirmed. 

 

 

9.8 Prior ARV Exposure   
Individuals with prior exposure to ARVs may present for treatment. Some percentage may be at risk for the development of 
ARV resistance, if ARV therapy has been received for short periods or in patterns of intermittent use, and/or if sub-optimal 
mono- or dual-therapy regimens were taken.  These individuals should not be excluded from ARV access; however, a 
complete history of ARV and other therapies must be obtained to enable a rational approach to ARV regimen selection.  Final 
decisions will largely be made at the district hospital level but should not be seen as only occurring at this level.   

 

The critical point is that recognised expert consultation be engaged in making any decisions that differ from the written 
recommendations.  Consultation with clinicians that have experience in managing these patients is the best way to succeed 
in choosing the optimal regimens. Decisions should be made on an individual basis.  Where indicated and available, 

medicines should be selected to which the patient has not been exposed, and/or from alternate pharmacological categories 
where cross-resistance is unlikely. 

  

9.9 Routine Monitoring  
Regular monitoring and evaluation, both clinical and laboratory, is a critical component of the management of HIV-positive 
patients at all stages of disease, and necessary to maximally extend health and slow progression to AIDS-defining illnesses.  
Frequent monitoring provides the opportunity to reinforce messages of prevention, while enabling early detection and 
intervention for clinical, immunologic and psychological deterioration.  

 

As the disease progresses, so too does the need for increased frequency of follow-up with all members and levels of the 
health care team.  Once antiretroviral therapy is initiated, clinical and laboratory monitoring is needed to detect drug-
intolerance, drug-reactions, drug toxicity, drug-drug interactions as well as treatment failure and the need to either reinforce 
adherence or switch regimens.  Monitoring and evaluation of adherence is also critical to identify and eliminate potential or 
observe barriers to adherence.  Thus, ongoing monitoring and evaluation, performed in the context of an integrated and 
comprehensive team approach to health care, will maximise the chance for treatment success.  

 

9.10 Prevention and management of opportunistic infections 

9.10.1 Isoniazid preventive therapy (IPT) 

 
A. Exclusion of active tuberculosis 

Before starting TB preventive therapy in patients, it is essential to exclude active TB in every patient. If this is not done, it may 
result in giving a single anti-TB drug to patients who required a full treatment regimen. 

All people living with HIV should be screened for TB at every visit to a health facility or contact with a health worker. 

The process of TB screening involves asking questions about TB symptoms to identify TB suspects and to find out if the 
patient may have active TB. Depending on the information so obtained, the patient may either be referred or investigated. 

Children must be screened for TB at every routine health visit, especially HIV-infected children. 

Screening of TB symptoms 

Any person with one or more of the symptoms in the table below must be further investigated for active TB disease as per 
national TB guidelines. 

A child with TB symptoms and a history of recent (<12 months) close contact with a person diagnosed with infectious TB 
should be considered to have TB unless proven otherwise. 

 

 

TB symptoms screen (adolescents/adults/pregnant 
women) 

TB symptoms screen (infants and children) 

Current cough of any duration Current cough 

Persistent fever of more than two weeks Persistent fever of more than two weeks 

Unexplained weight loss of >1.5kg in a month, or failure to 
gain weight (pregnant women) 

Fatigue 

Drenching night sweats Poor weight gain 

 

B. Eligibility for TB preventive therapy 

In the table below, the IPT (Isoniazid preventive therapy) eligibility criteria are summarised. 
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Population Duration of IPT  Comment 

Pregnant/breastfeeding HIV positive 
women 

- Tuberculin Sensitivity Test 

  (TST) positive: 36 months 

 

- TST negative: 12 months 

 

- TST not available: 12 months 

- All should be on lifelong ART 

 

- IPT can be started anytime during 
pregnancy/breastfeeding, but ART 
should be started first and IPT added 
after a minimum of 1 month 

 

- Woman who fall pregnant on IPT 
should continue IPT 

 

- If TST negative, re-assess TST status 
1 year after completing IPT 

Children <5years old with 

recent exposure to TB contact 

regardless of HIV status 
 

 - 6 months 

Recent refers to <12 months 

- If re-exposed to a TB case after 
completion of 6 months IPT, repeat 
another course of IPT irrespective of 
interval between treatment and re-
exposure 

 

- If child is exposed to new infectious 
source while on IPT, continue IPT for as 
long as source remains infectious 

All HIV-positive children up to 15 years 
old with recent exposure to TB case 

Pre-ART patients regardless of CD4 

(Adolescent/Adult) 

- TST positive: 36 months 

 

- TST negative: No IPT 

 

- TST not available: 6 months 

 

- If later TST becomes negative – stop 
IPT 

 

- If later TST becomes positive – 
extend to 36 months 

- Must be TST positive to get IPT 
regardless of CD4 

 

- If TST negative, re-assess TST status 
annually in Pre-ART 

 

- IPT can be started anytime 

 

- If patient becomes eligible for ART 
while on IPT, initiate ART and do not 
stop IPT 

 

- If eligible for both ART and IPT, start 
with ART, followed by IPT when stable 
on ART 

Patients on ART 

(Adolescent/adult) 

- TST positive: 36 months 

 

- TST negative: 12 months 

 

- TST not available: 12 months 

 

- If later TST becomes positive – 
extend IPT to 36 months 

- All eligible for IPT regardless of CD4 
count 

 

- If TST negative, re-assess TST status 
and IPT eligibility 1 year after 
completing IPT 

Former TB adult patients  There must be documented proof of 

(Excluding MDR/XDR and  

children) 

bacteriological cure 

 

If there is no proof of cure, do not give 
IPT, re-assess for IPT eligibility after 3 
months 

 

Can be started immediately after 
completing TB treatment 

Infants born to mothers with TB: 

The following neonates are eligible for 
IPT: 

- If TB has been excluded on basis of 
clinical, radiological (CXR) and 
bacteriological (gastric aspirates) 
assessments and 

- Mother is non-infectious and has drug 
susceptible TB 

If eligible, prescribe INH 10mg/kg daily 
for 6 months. 

 

 

There is currently no evidence for repeating IPT in those who have completed 36 months or extending IPT beyond 36 
months. 

Individuals suspected of having TB should be investigated and if it is not found, they should not be given IPT. They should be 
re-assessed for IPT eligibility after 3 months. 

 

The following people are not eligible for TB Isoniazid Preventive therapy: 

- People with confirmed or unconfirmed active TB 

- Patients with active liver disease (acute or chronic) 

- Patients with symptoms of peripheral neuropathy 

- Patients with a history of adverse reaction to Isoniazid 

- People who are HIV positive but TST negative in pre-ART care 

- Patients with excessive alcohol use; more than 28 units per week for men and 21 units per week for women 

- People who have completed treatment of MDR- or XDR-TB 

- Patients who are ill and/or are in unstable condition 

9.10.2 Management of TB and HIV  

TB is likely the leading cause of death among HIV-infected persons.  It has been suggested by the WHO that from a global 
public health perspective, the effective treatment and control of TB must remain a central priority when treatment strategies 
for co-infected patients are being developed.  However, the use of antiretroviral drugs among persons being treated for TB is 
complicated by overlapping toxicity profiles of some antiretroviral and anti-TB drugs. 

 

Similarly, there are concerns about drug mal-absorption and complex drug-drug interactions and the occurrence of 
paradoxical reactions among co-infected patients (TB and HIV).  

  

Due to the high TB and HIV co-infection rates in South Africa, many individuals who meet the criteria to receive ARVs will 
have pulmonary TB.  Similarly, patients started on ARVs often flare with symptomatic TB as their immune status improves.  It 
is for these reasons that the antiretroviral regimens selected for this program have options that are compatible with current 
TB regimens.  
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The current WHO guidelines for use of antiretroviral therapy in TB and HIV high burden countries recommend that until more 
information is available, ARVs should be initiated in TB patients with ongoing TB treatment if there is a very high risk of HIV 
disease progression and mortality.  

 

Efavirenz-based regimens are generally preferred in patients with active TB; however, other regimens are also effective. 

 

If an HIV positive patient develops tuberculosis while on ART, the ART should be continued throughout TB treatment. 
Patients on Lopinavir/Ritonavir should have their dose doubled slowly over two weeks; i.e. to 800/200 mg twice a day. All 
other regimens can be continued unmodified. Hepatotoxicity (liver toxicity) symptoms should be monitored and investigated. 
These changes to Lopinavir/Ritonavir must be continued until two weeks after completion of TB treatment. 
 

HIV positive patients with no TB signs or symptoms, should be started on TB prophylaxis with Isoniazid Preventive 
Therapy (IPT), unless alcohol abuse, adherence or side effects are a concern. A TST (Mantoux) test is required. 

 

9.11 Immune Reconstitution Inflammatory Syndrome (IRIS) 
Exacerbation (worsening) of clinically occult infections (e.g. TB, CMV, fungal, toxoplasmosis) in an immuno-deficient patient 
must be anticipated after initiating antiretroviral therapy. Patients can ‘flare’ with signs and symptoms of an acute 
opportunistic infection during the first few weeks of ARV therapy due to an enhanced immune response.  This immune 
reconstitution with associated clinical symptoms is not because of a drug failure or adverse events as a consequence of the 
treatment, and should not warrant considerations around switching regimens.   

 

The focus should be on diagnosing and treating the opportunistic infection.  In these situations, consultation with an 
experienced provider is warranted.  It is important that a full drug history be obtained to exclude the possibility of interaction 
with traditional or alternative therapies.  

  

9.12 Changing or stopping ART 
Treatment Failure occurs when an antiretroviral (ARV) regimen is unable to control HIV infection. Treatment failure can be 
virologic failure, immunologic failure, clinical failure, or any combination of the three. Factors that can contribute to treatment 
failure include drug resistance, drug toxicity, or poor treatment adherence 

 

Virologic failure occurs when antiretroviral therapy (ART) fails to suppress and sustain a person’s viral load to less than 200 
copies/mL. Factors that can contribute to virologic failure include drug resistance, drug toxicity, and poor treatment 
adherence. 

Primary virologic failure is less than 1-log (10 fold) drop in viral load after 6-8 weeks of therapy.   

Secondary virologic failure is 1-log (10 fold) increase from the lowest recorded level.   

 

Immunologic failure is the failure to achieve and maintain adequate CD4 counts despite viral suppression. 

It is defined as a 30% drop in the CD4 count from peak value or a return to pre-ARV baseline or lower. 

 

Clinical failure is the progression of the disease with the development of opportunistic infections or malignancy occurring 3 
months or more after initiation of ARV therapy.  

Clinical failure must be distinguished from Immune Reconstitution Inflammatory Syndrome.  A favourable CD4 T-cell 
response can occur with incomplete viral load suppression and might not indicate an unfavourable prognosis.  Continuation 
of existing therapy does not lead to rapid accumulation of drug resistant virus in every patient.  A reasonable strategy is 
maintenance of the regimen, with efforts at optimising adherence and increased monitoring.  If it is determined that a patient 
should switch regimens due to treatment failure, there should be a switch from their first-line combination to a completely new 
standardised second-line regimen.  

 

Complete the Learning Activity 31 and file it in your portfolio. 

 

Learning Activity  31 

31.1 Which people are not eligible for TB Isoniazid Preventive Therapy?   

31.2 For how long should TB preventive therapy be continued in HIV-positive children up to 15 years old with recent 
exposure to TB case? 

31.3 How should a patient, who becomes eligible for ART while on IPT, be managed?  

31.4 Why can worsening of clinically occult infections, e.g. TB, occur in immune-deficient patients after initializing ART?  

 

File the answers in your portfolio. 

 

9.13 Drug Toxicity or Intolerance – Single Substitutions and 
Interruptions  

Patients with a good response to an ARV regimen including adequate viral suppression may develop signs of drug 
intolerance or drug toxicity.  If this toxicity is clearly linked with a single drug in the regimen, that drug can be discontinued 
and replaced with a substitute according to the national protocol. Should toxicities develop or side effects occur, which are 
intolerable enough to compromise adherence, and a specific agent cannot be identified, switching the entire regimen may be 
appropriate.  

  

In the situation where a patient does not have adequate viral suppression, and a serious toxicity or intolerance develops, it is 
recommended that the entire regimen be switched.  If a little toxicity or intolerance occurs and a temporary interruption in 
therapy is planned, the entire regimen must be stopped at the same time regardless of whether the medicine responsible for 
the adverse effect, is identified.  On resolution of the side effect, all agents should be restarted together under close 
monitoring.   

 

9.14 Adverse Events Reporting  
Side effects or adverse events are those reactions to drugs that are known to occur and would be listed in the package insert, 
e.g. nausea, abdominal pain, vomiting, etc. Life threatening episodes would be referred to as serious adverse events. When 
mild side effects occur, it is recommended that patients continue with the medication. 

Identification of a potential adverse drug event by any member of the health care team should be brought to the attention of 
the primary provider, and when deemed appropriate, reported by the provider to the Pharmacovigilance Unit at the national 
level using the South African Health Products Regulatory Authority (SAHPRA) adverse drug reaction reporting protocol.  The 
Pharmacovigilance Unit will provide a standardised protocol outlining the grading and reporting criteria for adverse events. 

  

After a patient has recovered from an adverse event, if may be possible to recommence therapy with a different regimen. 
This decision must be made in consultation with a treatment expert. 

 

If there is a need to discontinue ART, all ARVs should be discontinued rather than continuing with one or two agents only.  

 

9.15 Patient Drug-Readiness Training  
For individuals who are ARV eligible and preparing to begin treatment, specific education or drug-readiness training is 
essential to provide the knowledge to enable individuals to take ownership of their own health and prolonging of their lives.    
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Nurses and/or counsellors may facilitate training. Current recommendations suggest 3-times weekly training sessions to 
occur prior to drug initiation.   

 

Complete Learning Activity 32 

 

Learning Activity 32 

 

1. Explain what is meant by drug toxicity and drug intolerance. 

2. Provide the concept of Adverse Drug Reporting. 

File the answers in your portfolio. 

 

9.16 Adherence  
Adherence to ARV treatment is essential to maintain a long-term health benefit and avoid development of drug resistance.  It 
is not possible for health care providers to reliably predict which individuals will ultimately be adhering to their treatment plan, 
as adherence does not correlate with gender, cultural background, socio-economic or education level, or language barriers 
between provider and patient.  It is therefore essential to provide all patients with a comprehensive plan to support adherence 
that utilises multiple strategies and all members of the health care team, as well as family and community.  
 

9.16.1 Adherence Assessment and Monitoring - Role of the Health Care Team   

Evidence indicates that adherence wanes as time progresses.  Thus, monitoring and support of adherence is essential.  New 
diagnoses or symptoms can influence adherence. For example, depression might require referral, management, and 
consideration of the short- and long-term impact on adherence.  A trusting relationship between the patient and members of 
the health care team is essential.  Optimal adherence requires full participation by the health care team, with every patient 
interaction representing an opportunity for reinforcement.  Supportive and non-judgmental attitudes and behaviours will 
encourage patient honesty regarding adherence and problems.  Clinicians should commit to communication between clinic 
visits, ongoing adherence monitoring, and timely response to adverse events or interim illness.  Interim management during 
clinician vacations or other absences must be clarified with the patient.  Adherence support must be intensified when sub-
optimal adherence is identified (e.g. investigate new barriers, more frequent visits, enlist support of family/friends, review 
teaching, increase home visits, etc.).   

 

The following strategies may be considered to promote adherence:  

• Spend time and have multiple encounters to explain goals of therapy and need for adherence.  

• Consider monitoring of medications such as Cotrimoxazole or other surrogates prior to ARV initiation.  

• Negotiate a treatment plan that the patient can understand and to which he/she commits.  

• Encourage disclosure to family or friends who can support the treatment plan.  

• Inform patient of potential side effects – severity, duration, and coping mechanisms.  

• Establish ‘readiness’ to take medications before ARV initiation.  

• Provide adherence tools where available: written calendar of medications, pill boxes.  

• Encourage use of alarms, pagers or other available mechanical aids for adherence.  

• Avoid adverse drug interactions; full disclosure for over-the-counter drugs and traditional medicines.  

• Anticipate, monitor and treat side effects.  

• Include adherence discussions in support groups.  

• Develop links with community-based organisations to support adherence.  

• Encourage links with support groups.  

• Create links with patient advocates.  

9.17 Traditional Medicine  
Health seeking behaviours are largely affected by cultural norms and personal belief systems.  A large percentage of patients 
have deeply rooted traditions around maintenance of health and treatment of illness, and utilise traditional health practitioners 
as their first point of contact for health care.  Traditional health practitioners hold positions of authority within the community 
and their advice is widely respected.  As a well-established and accepted form of health care in South Africa, it is essential 
that traditional medicine and its practitioners be recognised, respected, and engaged in coordinating care for HIV-positive 
patients that wish to utilise both disciplines.  Traditional practitioners may play an important role in raising public awareness 
and promoting acceptance of VCT as well as adherence to TB and antiretroviral therapy.  

 

Do Learning Activity 33. 

 

Learning Activity 33 

 

Explain how you as a pharmacist’s assistant can promote compliance of patients on ARV therapy. 

 

File the answers in your portfolio. 

 

10 Promote informed community discussion of the rights of HIV-
positive people 

All citizens living in South Africa are protected by the South African Constitution. The Constitution includes a Bill of Rights. 
This means that people living with HIV/AIDS have the same rights as any other person in South Africa. 

 

10.1   The influence of the following factors on the spread of HIV/AIDS 

10.1.1 Culture 

Patriarchal (male dominated) culture in certain parts of our society has heavily influenced the value systems that uphold the 
unequal status of girls and women. 

 

A number of commonly observed traditional practices are now recognised as being directly responsible for the spread of 
HIV/AIDS. These include: 

widow inheritance;  

widow "cleansing";  

wife sharing;  

wife exchanging with land or cattle; and  

polygamy. 

 

Female and male circumcisions are still practised in the traditional way, using the same knives or blades. In the case of 
females, circumcision can also lead to bleeding during sex. 

 

Aside from these traditional practices, are the social norms, which dictate that females defer (submit) to males. Male youth 
have been cultured to believe it is a sign of manhood to be able to control relationships. Females are brought up to believe 
that males are superior in all spheres of life and should be the masters of sexual relationships. 
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10.1.2 Religion 

A recent study in Guyana suggested that young people who knew and followed the teaching of their religion were much less 
likely to have been exposed to sexually transmitted disease than those who did not, by a rate of 18 % to 45 % respectively. 

 

Prevention strategies for the spread of HIV/AIDS should therefore include religious belief and practice, especially in societies 
where religious affiliation remains strong. 

 

10.1.3 Society 

Domestic violence is an important, but often neglected factor contributing to the spread of HIV/AIDS among women in many 
countries. Despite national and international laws against rape and other forms of assault, the failure of governments to enact 
marital rape laws, combined with cultural norms and practices subordinating women’s roles within the family and society, 
inevitably contributes to the spread of HIV/AIDS among married women.  

 

Studies suggest that in some African countries, for example, the high incidence of infection among married women infected 
by their husbands is often the result of the wives’ inability and/or reluctance to require the use of condoms, and to refuse 
sexual relations with their husbands for fear of violent retaliation.  

 

10.1.4 Economic factors 

The right to choose when to have sexual intercourse is most violated in those places where women exchange sex for 
survival as a way of life. This does not allude to prostitution, but rather a basic social and economic arrangement between 
the sexes that results on the one hand from poverty affecting men and women, and on the other hand, from male control over 
women’s lives in a context of poverty.  
 

For example, in many instances the male is the breadwinner and brings the money home. If his wife or partner does not do 
as he asks, he can use his status as breadwinner to withhold money from her. By and large, most men - however poor - can 
choose when, with whom and with what protection (if any) to have sex. Most women cannot.  

 

Complete the twenty ninth Learning Activity 34 

 

Learning Activity 34 

 

Please explain how culture and society could have an impact on the spread of HIV/AIDS. 

 

File the answers in your portfolio. 

10.2 The rights of HIV-positive persons 
The following rights must be respected at all times: 

Any person living with HIV and AIDS has the right to medical treatment and care.  

Children infected with HIV have the right to attend any school.  

No employer can require that a job applicant have an HIV test before they are employed.  

An employee cannot be fired, retrenched or refused a job simply because they are HIV positive.  

Women infected with HIV have the right to make choices about their pregnancy. A woman cannot be forced to terminate her 
pregnancy if she is HIV positive.  

Any person with HIV and AIDS has the right to confidentiality. No one can give out information about a person's HIV status 
without his or her permission.  

Insurance companies can currently refuse life insurance to people living with HIV. Many insurance companies do, however, 
have special policies for people who are HIV positive  

People with HIV have the right to live their lives with respect, dignity and freedom from discrimination and blame. 

 

10.3   The concept of advocacy 
HIV and AIDS advocacy may seem complicated at first, but getting involved can be easy, fun, and rewarding. With a little 
effort, you can benefit the communities you serve by facilitating policies and laws that help stop the spread of HIV and 
prevent discrimination against HIV-positive people. 

 

Use the information presented to you in this module to really make a difference in your patients’ lives. By providing the correct 
information at the right time, you will save lives. 

 

Another way of actively contributing towards HIV/AIDS advocacy is to get involved in social structures that offer assistance 
and information to the community regarding HIV/AIDS. Not only your contribution, but also your patient’s time and effort will 
assist in educating your community regarding STIs including HIV/AIDS. Everybody’s assistance is sorely needed if we are to 
effectively combat this mass murderer named HIV/AIDS. 

 

Complete Learning Activity 35. 

 

 

Learning Activity 35 

 

What are the rights of people living with HIV/AIDS? 

 

File the answers in your portfolio. 

 

10.4 Support structures within the community 
The following factors are necessary to form a successful support structure for a person living with HIV/AIDS: 

 

10.4.1 Counselling 

Counselling should start some time before diagnosis, alongside diagnosis and continuously thereafter. Knowledge is power 
and, in this case, lifesaving. 

 

10.4.2 Support Group 

It is essential for an HIV-positive person to understand the development process to gaining closure or reaching acceptance 
levels as is popularly known. It is only in a local support group that one can learn this. It has to be practical. Theory is 
unavailable, unfortunately. 

 

10.4.3 Treatment (Medical) 

HIV is all about the immune system and the mind. Opportunistic Infections will come and go as the immune system becomes 
weak. As stated, the immune system becomes weak when the CD4 cell count is allowed to drop below unacceptable levels. If 
treated on time, all opportunistic infections go away. Access to treatment is a right. 
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10.4.4 Security (Job/Steady income/family/friends) 

A job is needed for the basic needs and to survive. More so with people living with HIV, as the need for nutritious foods 
increases. Relying on family for provision of the basic needs to survive, result in patients shying away from stating their HIV 
status, as people fear that their declaration will compromise their relationships, losing their homes, losing out on love. 
Discriminatory policies at all levels contribute vastly to a silent epidemic. 

 

10.4.5 Positive outlook 

Perhaps the most important factor of all is the patient’s positive outlook on life. To stay positive has a physical effect on the 
body of the person living with HIV/AIDS. Depression oftentimes worsens ailments the infected person might experience. 
Living positively, not only contributes towards following a healthier lifestyle, but also leaves one with the desire to make a 
difference in someone else’s life. Living positively with HIV/AIDS may very well become an inspiration in another person’s life 
that is living with HIV and AIDS. 

 

You may complete your last Learning Activity now! 

 

 

 

Learning Activity 36 

 

Which factors are necessary to provide a positive support structure for people living with HIV/AIDS?  

 

File the answers in your portfolio. 

 

APPENDIX A  
ABBREVIATIONS AND ACRONYMS 

3TC Lamivudine (antiretroviral medicine) 

Adolescent Aged 10 to 19 years inclusive 

Adult Older than 19 years of age 

AIDS Acquired Immune Deficiency Syndrome 

ALT Alanine Amino Transferase (enzyme) 

ANC Antenatal clinic 

ART Antiretroviral therapy refers to the use of combination of three or more ARV drugs to achieve viral suppression and 
is usually given for life 

ARV Antiretroviral drugs refer to the medicines themselves and not to their use 

ATV Atazanavir 

AZT Zidovudine 

BCG Bacille Calmette Guerin (TB vaccine) 

Birth HIV PCR testing HIV PCR testing at birth for all HIV exposed neonates 

CBO Community Based Organisation  

CD4 T-lymphocyte cell bearing CD4 receptor 

Child 10 years of age and younger 

CICT Client initiated counselling and testing; testing process initiated by an individual who wants to learn his/her HIV  

status 

CMV Cytomegalovirus (a genus of viruses in the order Herpes virales) 

Community Health 
Workers 

Health workers who received standardised training outside a nursing/medical curriculum 

Continuum of care Concept of an integrated system of care that guides and tracks clients over time, through a comprehensive array of 
health services spanning from screening for HIV, to diagnosis and management of HIV, to initiation onto ART, 
retention in care and psychosocial support 

Couple Two people in an ongoing sexual relationship 

CPT Cotrimoxazole preventive therapy 

Cr Creatinine 

Cr Cl Creatinine clearance 

CrAg Cryptococcal antigen 

CSF Cerebrospinal fluid 

CTX Cotrimoxazole 

d4T Stavudine (antiretroviral medicine) 

DOT Directly observed treatment 

E Ethambutol 

Early Adolescent Age 10 to 15 years 

EFV Efavirenz 

Eligible for ART Refers to people living with HIV for whom ART is indicated 

ELISA Enzyme-linked immunosorbent assay 

EPI Expanded programme on immunisation 

EPTB Extrapulmonary tuberculosis 

FDC Fixed dose combination 

FTC Emtricitabine 

Hb Haemoglobin 

HBV Hepatitis B virus 

HCT HIV counselling and testing 

HCV Hepatitis C virus 

Healthcare provider Anyone who renders healthcare; includes doctors, nurses,  counsellors 

High-risk neonates Neonates classified as having an increased risk of being infected with HIV in utero or at birth 

HIV-exposed infant Infant born to a woman who is HIV-positive or who becomes HIV-positive anytime during pregnancy, labour and 
delivery or breastfeeding. The infant is at risk of acquiring HIV infection from the mother. The infant/child may test 
HIV-positive on antibody testing, reflecting the mother’s antibodies 

HIV symptomatic 
infant 

Any HIV-exposed infant displaying failure to thrive, haematological  abnormality such as anaemia or 
thrombocytopenia, congenital pneumonia, pneumonia, hepatosplenomegaly, extensive oral candidiasis, significant 
lymphadenopathy and any opportunistic infections 

HIV Human Immuno-deficiency Virus 

HPV Human Papilloma virus 

Infant Child younger than one year of age 

INH Isoniazid (anti-TB medicine) 

IPT Isoniazid preventive therapy 

Key populations Both vulnerable and most-at-risk populations 
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Late Adolescent Age 15 to 19 years inclusive 

LPV Lopinavir 

LPv/r Lopinavir/Ritonavir, low dose 

KS Kaposi's Sarcoma 

MAC Mycobacterium Avium Complex 

MDR TB Multi-Drug Resistant Tuberculosis 

MNCH Maternal, new-born and child health 

MTCT Mother-to-child transmission of HIV 

NEFP National Emergency Food Program 

NNRTI Non-nucleoside Reverse Transcriptase Inhibitors (antiretroviral medicine) 

NRTI Nucleoside Reverse Transcriptase Inhibitors (antiretroviral medicine) 

NVP Nevirapine (antiretroviral medicine) 

OI Opportunistic infection 

 HIV antigen test 

Pap smear Papanicolaou test 

PICT HIV testing and counselling recommended by healthcare provider in a clinical setting 

PCP Pneumocystis Jirovecii Pneumonia, formerly known as Pneumocystis Carinii Pheumonia 

PCR Polymerase Chain Reaction (DNA test) 

PEP Post Exposure Prophylaxis 

PHC Primary healthcare 

PI Protease inhibitors 

zeroPrEP Pre-Exposure Prophylaxis 

PTB Pulmonary tuberculosis 

Sd NVP Single-dose Nevirapine 

Sero-discordance Sexual partners where one partner is living with HIV and the other is HIV-negative 

SMX Sulphamethoxazole 

SRH Sexual and reproductive health 

STI Sexually Transmitted Infection 

STIs Sexually Transmitted Infections 

TB Tuberculosis 

TDF Tenofovir 

TMP Trimethoprim 

Treatment failure Treatment failure in adults and children, including infants, is defined by a persistently detectable viral load 
exceeding 1000 copies/ml (that is, 2 consecutive viral load measurements within a 2-month interval, with 
adherence support between measurements) after at least six months of using ARV drugs 

UTT Universal Test and Treat 

Viral suppression Refers to the aim of ART to maintain viral load below detectable levels of available assays (<50 copies/mL) 

Virological failure See treatment failure 

VL Viral Load 

WHO World Health Organisation 

XDR-TB Extensively drug resistant tuberculosis 
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For MPS learners only: 

Module 21: QUALITY ASSURANCE IN A PHARMACEUTICAL 
MANUFACTURING ENVIRONMENT 
 

Please replace paragraph 1 Introduction, with: 

1 Introduction  
It is the responsibility of the manufacturer to ensure that all medicinal products manufactured are suitable for their intended 
use and that these products comply with the necessary requirements. The manufacturer also needs to ensure that the 
products would not place the patient at risk due to inadequate safety, quality or efficacy. The departments involved in 
ensuring the quality of the product include the quality assurance department, quality control department, production and drug 
regulatory departments. 

 

In order to achieve this quality objective, the participation of all staff at all levels within the manufacturing company is 
required. There would also be a requirement for a comprehensively designed and correctly implemented system of Quality 
Assurance (QA) incorporating Good Manufacturing Practice (GMP) and Quality Control (QC). 

 

The South African Health Products Regulatory Authority (SAHPRA) is responsible for the regulation of health products 
intended for human and animal use; the licensing of manufacturers, wholesalers and distributors of medicines, medical 
devices, radiation emitting devices and radioactive nucleides; and the conduct of clinical trials 

 

SAHPRA is an entity of the National Department of Health; it assumed the roles of both the Medicines Control Council (MCC) 
as well as the Directorate of Radiation Control (DRC).  

 

SAHPRA is a participating authority of the Pharmaceutical Inspection Cooperation Scheme (jointly known as PIC/S).  PIC/S 
aims to develop international standards to provide co-operation in the field of GMP throughout different countries and 
different pharmaceutical inspection authorities.   

 

Important: Most of the legal documents and guides needed for this module can be found on the SAHPRA website. 

 

 

Please replace section 2.2.4 Documentation, with: 
 

2.2.4 Documentation 
Good record keeping of the procedures involved in the manufacture of pharmaceutical products is an essential part of QA. All 
documents must be concise and clearly written, set out logically and free from errors. In the case of hand-written entries: 
remember entries must be clear, legible, complete, free of errors, comprehensible, self-explanatory and indelible – this 
means that no pencils, tipp-ex or erasers may be used. 

GMP requires that procedures for carrying out processes, such as the operation of equipment and the sampling and testing 
of materials, be recorded. Also records of manufacture including distribution, which enables the complete history of a batch to 
be traced, are retained in a comprehensible and accessible form.  

 

Different types of documentation required for GMP include (but are not limited to): 

• Site Master File: This document describes the GMP related activities of the manufacturer. 

• Specifications: This document forms the basis for quality evaluation for the products since it describes in detail 
the requirements with which the products or materials used or obtained during manufacture have to conform to. 

• Manufacturing Formulae, Processing, Packaging and Testing Instructions: these documents provide the details 
regarding starting materials, equipment, computerised systems, processing, packaging, sampling and testing 
instructions; they also provide the information regarding the acceptance criteria for each. 

• Standard Operating Procedures (SOPs) or just referred to as Procedures: give directions for performing certain 
operations, outlines what should be done when deviations to procedures occur and how these should be 
documented. The SOPs used during GMP must be reviewed and updated on a regular basis.  

• Protocols: Give instructions for performing and recording certain discreet operations. 

• Technical Agreements: Are agreed between contract givers and acceptors for outsourced activities. 

• Records: provide evidence of various actions taken to demonstrate compliance with instructions. 

• Certificates of Analysis: this document is a summary of testing results on samples of products or materials 
together with the evaluation for compliance. 

• Reports: reports “document” (capture/include) the conduct of particular exercises, projects or investigations, 
together with results, conclusions and recommendations. 

 

 

Please replace section 2.2.5 Product complaint and recalls, with: 
 

2.2.5  Product complaint and recalls 
All complaints and other information regarding potentially defective products must be reviewed according to written 
procedures and all complaints should be recorded and reviewed. In the manufacturing facility the person(s) responsible for 
managing the complaint and quality defect investigations must be appropriately trained, experienced and also must be 
independent from sales and marketing.  They should also be responsible for deciding the measures to be taken to manage 
any potential risk(s) presented by those issues, including recalls. 

Root cause analysis and corrective and preventative actions should be applied during the investigation of quality defects. 

A procedure should be designed for the recall of products, which may be either defective or potentially defective. The recall 
process should be documented and a final report should be compiled. 

Some examples of reasons for a batch recall include (but are not limited to): labelling non-compliance, contamination (or 
other safety issues), counterfeit medicines, withdrawal of marketing authorisation.  

2.2.5.1  Vigilance: Post-marketing reporting   

Every applicant or Holder of the Certificate of Registration (HCR) is required to report Adverse Drug Reactions (ADRs)s and 
product quality issues known to them involving their marketed medicines in accordance with the requirements of Act 101 of 
1965 Regulation 40. 

 

Please replace section 2.2.6 Inspections, with: 
 

2.2.6 Inspections 
Self-Inspections are internal quality audits of the manufacturing system, which are carried out at regular intervals as part of 
the QA system. The aim is to check that the principles of good manufacturing practice are being carried out throughout the 
production facility. The information about each self-inspection should be recorded as a report, highlighting the observations 
made and also give proposals for corrective measures, should these be required. 

 

Internal inspections will assist in: 

• Determine the level of compliance; 



45 

 

• Generate confidence in GMP and the quality assurance system; 

• Promote interdepartmental understanding; 

• Identify procedures required to improve production standards; and 

• Recommend and monitor improvements 

 

SAHPRA is a statutory body, appointed by the Minister of Health to register medicines, and to ensure that these medicines 
are of quality, safe and efficacious.  Regular and repeated inspections of manufacturing sites may be performed whenever 
SAHPRA requires an inspection to be conducted.  Such an inspection may be announced or unannounced and will enable 
the Inspectorate to confirm that licence holders are complying with the conditions of their licence, with the provisions of the 
Medicines Act and with the SA Guide to GMP, PIC/S guidelines on GMP and WHO Guide to GMP. 

 

Sometimes after an inspection, observations are made of processes which do not result in the required specifications. 
Recommendations may be made that these processes be changed in order to maintain the quality of the product. GMP 
requires that critical steps in manufacturing and any significant changes made to these processes be validated. 

 

 

Please replace section 3 Dossiers in the manufacturing of pharmaceutical products, with: 

3 Dossiers in the manufacturing of pharmaceutical products 
The South African Health Products Regulatory Authority (SAHPRA) requires that every medicine should be registered before 
it may be marketed or sold to the public. It is therefore required that an application be submitted to SAHPRA for evaluation 
and approval. 

 

In South Africa the registration of medicines is governed by the Medicines and Related Substances Act No. 101 of 1965 (the 
Act), and a set of Guidelines and Regulations which are published in terms of the Act.  Regulation 16 provides the information 
necessary for Application for the registration of a medicine.  

 

All the data submitted for evaluation should adequately substantiate all claims made and all technical requirements of quality, 
safety and efficacy of the product for the purposes for which it is intended. A product is registrable if it contains an ingredient 
which appears in one of the Schedules to the Medicines and Related Substances Act or if the product is a medicine by virtue 
of the definition of a medicine in the Medicines and Related Substance Act 101 of 1965, as amended: 

 

'medicine' means any substance or mixture of substances used or purporting to be suitable for use or 
manufactured or sold for use in- 

(a) the diagnosis, treatment, mitigation, modification or prevention of disease, abnormal physical or 
mental state or the symptoms thereof in human; or 

 

(b) restoring, correcting or modifying any somatic or psychic or organic function in humans, and includes 
any veterinary medicine; 

 

 

A product should also be registered if it falls under the pharmacological classifications as specified in regulation 9 of the 
Medicines and Related Substances Act 101 of 1965, as amended: 

 

Regulation 9 - Categories and classification of medicines 

    9.1 Medicines shall be classified into categories as follows: 
     

(a) Category A = Medicines which are intended for use in humans and which are, without  manipulation, 
ready for administration, including packaged preparations where only a vehicle is  added to the effective 
medicine; 

(b) Category B = Medicines intended for use in humans and animals which cannot normally be 
 administered without further manipulation; 

(c) Category C = Medicines intended for veterinary use which are, without further manipulation, ready 
 for administration, including packaged preparations where only a vehicle is added to the effective 
 medicine; and 

(d)  Category D = Complementary medicines intended for use in humans and animals which are, 
 without further manipulation, ready for administration, including packaged preparations where only  a 
 vehicle is added to the effective medicine. 

 

 
 

Please replace section 3.1 Types of applications, with: 

 

3.1 Types of applications 
The applications for medicine registration can be divided into: 

3.1.1 New medicine registration application    
Applications for a “new” medicine must include pre-clinical and clinical information to support the efficacy and safety of the 
formulation/dosage form (i.e. tablets, suspensions, etc) the indications (i.e. what the medicine can be used for) and dosage 
regime (i.e. how the medicine should be taken, e.g. twice daily or three times daily). 

 

3.1.2 Extension and variations    
These applications should include clinical information that supports the safety and efficacy of the formulation/dosage form, 
indication/s and dosage regimen.  SAHPRA has adopted the definitions of extensions and Type IA, Type IB and Type II 
variations detailed in the European Union (EU) variations regulation. 

 

Please note that in terms of procedure, extension applications will be treated as new registrations by SAHPRA. 

 

All the information pertaining to the registration of a medicine is compiled into a dossier. 
 

 

Please replace section 3.2.1.4 Module 1.3 South African labelling and packaging, with: 
 

3.2.1.4 Module 1.3 South African labelling and packaging 

Documents to be submitted include: 

• 1.3.1 South African Package Insert (PI), which must consist of the Package Insert and Standard References. 
The PI shall comply with Regulation 11 of the General Regulations made in terms of the Medicines and Related 
Substances Act, 1965 (Act 101 of 1965). The PI is intended to ensure the safe and effective use of the medicine 
under most circumstances by providing scientific and objective information regarding the medicine’s uses and 
limitations. 

• 1.3.2 South African Patient Information Leaflet (PIL).  Regulation 12 of the General Regulations made in terms 
of the Medicines and Related Substances Act, 1965 (Act 101 of 1965), require a Patient Informational Leaflet 
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(PIL) to accompany each medicine. A copy of the proposed or approved South African consumer medicine 
information must be included. It should be in the format and content stipulated in Regulation 12 of the Act and 
the PIL Guideline. 

After registration of a medicine, the PIL may not be altered without informing or the approval of SAHPRA. 

• 1.3.3 Labels: This section also provides information about the immediate container of the medicine as well as 
the outer label, i.e. the container in which the medicine is placed and the outer box into which the medicine 
container is placed. Regulation 10 of the Act must be complied with. If a specimen or mock-up of the sales 
presentation of the medicine is available, it should be included in Module 1.3.3 (a mock-up is a copy of the flat 
artwork design in full colour, providing a replica of both the outer and immediate packaging, providing a two-
dimensional presentation of the packaging / labelling of the medicine. A specimen is a sample of the actual 
printed outer and inner packaging materials and package leaflet.) 

In the case of multiple strengths and/or pack sizes, one representative specimen or mock-up will be sufficient. A 
statement should be included to inform of printing of the expiry date on the label during packaging, if relevant.  

If mock-ups or specimens are unavailable at time of initial application, a text version may be submitted. 

• 1.3.4 Braille  -  for future use 

 

 

Please replace section 3.3 Post registration amendments to dossiers, with: 
 

3.3 Post registration amendments to dossiers 
The dossier contains the entire history of the particular product. It clearly outlines specifications which have to be adhered 
to within limits, for all processes involved in manufacturing and packaging, to ensure that the product produced is of an 
acceptable quality. 

The dossier provides specifications with limitations for raw materials, intermediate and finished products, equipment 
(manufacturing and packaging), manufacturing process, packaging process and all tests to be performed. 

 

Once a medication has been registered, amendments may need to be made to the registration dossier to: 

• Ensure and maintain the safety, quality and efficacy of the registered product 

• Ensure compliance with current technical requirements 

• Adhere to administrative aspects 

• Keep abreast of scientific progress 

• Include new therapeutic indications or warnings or other safety matters 

 

Regulation 20 of the General Regulations made in terms of the Medicines and Related Substances Act, 1965 (Act 101 of 
1965) provides the basic information regarding the application for amendment to the register for medicines. 

 

SAHPRA decided to match the policies and procedures for human and veterinary medicine with those of the European 
Medicines Agency (EMA); therefore, SAHPRA had to adopted the European Union (EU) variation classification guidelines, 
which was implemented from 15 November 2019 for all Type IA and Type IB applications. Any variation applications re-
submitted for evaluation should be classified according to newly-adopted EU codes, regardless of former classification under 
MCC guidelines.  The categories for variations are: 

3.3.1 Minor variations of Type IA   
A minor change that has a minimal or no impact on the quality, safety or efficacy of the medicine and does not require prior 
approval before implementation. 

Note that Type IA variations are split into two categories with differing procedural treatment: 

• a) Type IA: Minor variations that do not require any prior approval but must be notified by the Holder of the Certificate 
of Registration (HCR) within 12 months following implementation (‘Do and Tell’ procedure) 

• b) Type IAIN: Minor variations that do not require any prior approval but must be notified by the HCR immediately 
following implementation. 

Examples of this type of variation include (but are not limited to): Format updates to the PI/PIL in accordance with 
relevant changes to the Act, general regulations and guidelines or Legal / scheduling changes for generic, clone and 
biosimilar products. 

3.3.2 Minor variations of Type IB 
A minor change that the HCR must notify to the regulatory authority before implementation, but which does not require formal 
approval. 

Examples of this type of variation include (but are not limited to): changes to the PI and PIL that have an impact on the safe 
use of medicines, but which does NOT alter the clinical benefit-risk profile for the use of the medicine, or does NOT soften 
any safety or safety related information. 

3.3.3 Major variations, Type II 
Variation(s) that may have a significant impact on the quality, safety or efficacy of the medicinal product, but does not involve 
a change to the active substance, its strength or the route of administration. Type II variations require a formal approval. 

Examples of this type of variation include (but are not limited to): Change(s) in the PI, PIL or Label due to 
new quality, preclinical, clinical or pharmacovigilance data. 

3.3.4 Extensions   
Certain changes will fundamentally alter the terms of the authorisation of the dossier and therefore cannot be granted 
following a variation procedure – these changes must be submitted as an Extension. 

Please note that in terms of procedure, extension applications will be treated as new registrations by SAHPRA. 

There are three main categories of 'changes requiring an extension of marketing authorisation': 

• changes to the active substance; 

• changes to the strength, pharmaceutical form and route of administration; 

• other changes specific to veterinary medicinal products to be administered to food-producing animals or change 
or addition of target species. 

 

 

Please replace section 5.1.2 Customer complaints and Vigilance, with: 
 

5.1.2 Customer complaints and Vigilance  
Product complaints can be used as a means to provide insight and feedback related to potential changes that may impact on 
the product quality. A series of unmanaged or poorly managed changes can often have an incremental impact on product 
quality. 

 

Every applicant or Holder of the Certificate of Registration (HCR) is required to report Adverse Drug Reactions (ADRs)s and 
product quality issues known to them involving their marketed products in accordance with the requirements of Act 101 of 
1965 Regulation 40, which includes the reporting of ADRs associated with the use of registered medicines and in the 
management of safety data which may arise during post-registration and post-marketing clinical trials. 

 

These registered and marketed health products include: pharmaceutical medicines (human medicines Category A and D), 
biological medicines (including vaccines), complementary medicines and radiopharmaceuticals 
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The definition of an Adverse event is any untoward medical occurrence in a patient or clinical trial subject administered a 
medicine that may present during treatment with that medicine but which does not necessarily have a causal relationship with 
this treatment.  An adverse event can be any unfavourable and unintended sign, symptom or disease temporally associated 
with the use of a medicine, whether considered related to the medicine, or not. 

 

Unmanaged or poorly managed changes in the manufacturing, testing, shipping and storage of the product will lead to quality 
changes and failures. Similar to manufacturing deviations, there is a strong correlation in increased unmanaged changes to 
the product and the prevalence of consumer complaints related to the particular product. It is important to evaluate and 
compare the trends between these critical compliance and quality programs in order to identify the inadequately managed 
changes and to prevent product failure and recall. 

 

 

Please replace the following Learning Activities: 

Complete Learning Activity 7. 

 

Learning Activity 7 

 

1. Find the definition of a medicine in the Medicines and Related Substances Act. 

 

File the answers in your portfolio. 

 

 

Learning Activity 8 

 

Obtain a copy of a package insert and patient information leaflet for one of your registered products. Also obtain a 
sample of the outer packaging of the same product.  

Now download a copy of the Guideline for Professional Information for Human Medicines and the Guideline for Patient 
Information Leaflet for Human Medicines which can be found on the SAHPRA website.  

 

1. Refer to Regulation 10 of the Medicines and related Substances Act 101 of 1965, as amended, and evaluate the 
packaging to make sure that it complies with the stipulated regulation. Put your answer in a table format. 

2. Refer to Regulation 11 and 12 of the Medicines and related Substances Act 101 of 1965, as amended, and 
evaluate the package insert and patient information leaflet for your specific product to make sure that it complies 
with the stipulated regulations. Put your answer in a table format. 

File the answers in your portfolio. 

 

 

Learning Activity 11 

 

With the assistance of your drug regulatory pharmacist, obtain one example of a variation or extension application that 
was made to a product registered by your manufacturing facility. 

File the answers in your portfolio. 

 

 

 

 


