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A C KN O WL ED G MEN T S  
 
This implementation guide has been developed through the collaborative 
effort of many individuals and organizations. The process, which included a 
review of documents from the World Health Organization and other 
countries, was led and coordinated by the Ministry of Health through 
Swaziland National AIDS Program (SNAP).  
  
The Ministry of Health is thankful to the members of thematic technical 
working groups—Key Populations, Prevention, and Care and Treatment—
who worked tirelessly to provide invaluable strategic information for 
shaping the framework to guide the implementation of the demonstration 
projects. The value of the oversight function of the task team cannot be 
overstated as members provided key technical inputs that moved the 
process forward.  
  
The ministry is indebted to all development bilateral and multilateral 
partners, implementing partners, civil society organizations (CSOs), and local 
communities who collectively contributed to the adaptation of this 
document, and extends sincere gratitude to Robin Eakle for technical 
guidance. 
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F O R E W O R D  
 
In recent years, evidence has shown that early initiation of antiretroviral 
therapy (ART) is associated with better individual patient level outcomes 
including reduced risk of death and severe HIV-associated illness, and 
broader population level prevention benefits. 

Furthermore, studies have demonstrated the efficacy of pre-exposure 
prophylaxis (PrEP) among various populations, setting the agenda for 
expanded biomedical tools for HIV prevention. This evidence and wider 
availability of safer efficacious medicines, including increasing access to 
monitoring tools and technologies, provide opportunities to expand the use 
of antiretroviral drugs (ARVs) for prevention. The recommendations 
presented in this implementation guide are largely in line with the World 
Health Organization Consolidated Guidelines on the Use of Antiretroviral 
Drugs for Treating and Preventing HIV Infection: Recommendations for a 
Public Health Approach.  

This guidance document will provide the much-needed motivation and 
framework to conduct the PrEP demonstration projects in Swaziland.  

 

 

 

Dr. S. V. Magagula 
Director of Health Services  



 

 
IMPLEMENTATION GUIDE FOR PrEP DEMONSTRATION PROJECTS IN SWAZILAND  iii 

Contents 
 
Introduction to PrEP 1 

What is PrEP 1 
PrEP in Swaziland  1 
PrEP regimens 1 

 
Getting started on PrEP 2 

PrEP sensitization and education 2 
Priority Groups for PrEP 3 
Who Should Provide PrEP and Where 4 
Indications for PrEP 4 
Risk Behavior Assessment 5 
Eligibility for PrEP 6 
Contraindications for PrEP 7 
PrEP Initiation and Follow-Up Visits 7 
Side Effects 12 

 
Management of clients on PrEP 13 

Clients with a recent HIV exposure and currently on PEP 13 
Clients previously on PrEP coming for re-initiation 13 
Clients with a hepatitis B co-infection 13 
Management of creatinine elevation 13 
Management of HIV seroconversion 14 
Management of adverse drug reactions (ADR) 14 
Stopping PrEP 14 
Management of clients requesting a transfer out 15 
Management of clients transferring in 15 

 
Key counselling messages 16 
Documentation and data management 19 
PrEP Data Collection Tools 19 
Flowchart for PrEP Implementations 21  



 

 
IMPLEMENTATION GUIDE FOR PrEP DEMONSTRATION PROJECTS IN SWAZILAND  iv 

A C R O N Y M S  
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Getting started on PrEP 

 
P r E P  S E N S I T I Z A T I O N  A N D  E D U C A T I O N  
 
Guiding Principles 
The implementation of PrEP as an additional HIV prevention approach in 
Swaziland will be governed by the following fundamental principles in line 
with public health and a human rights-based approach to delivering 
universal health services. 

Accessibility 
PrEP implementation must ensure that PrEP is accessible to those who need 
it. This includes people who currently have limited access to HIV prevention 
services, are at increased risk of HIV infection, and/or are vulnerable in 
accessing and using other HIV prevention methods. 
 
Affordability 
Given that a majority of the target population is classified as vulnerable, 
affordability of services is crucial. It will therefore be important that PrEP 
services, including the provision of PrEP drugs, are provided free of charge.  
 
Participation and involvement 
The service delivery modalities for PrEP should therefore ensure the 
involvement and participation of the beneficiaries. 
 
Acceptability 
Provision of PrEP must be sensitive to the culture and way of life of the 
target populations and communities. This includes minimization of any 
approaches that subject people to stigma and discrimination.  
 
Safety and quality of PrEP service delivery 
Taking PrEP services to the people in need requires the maintenance of 
strict quality assurance and compliance with the clinical monitoring 
guidance. 
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Informed Consent 
People accessing PrEP must give informed consent. Therefore, PrEP services 
should be offered to clients following provision of adequate and relevant 
information and counselling. 
 
Confidentiality 
Provision of PrEP must be confidential and this includes confidentiality of 
health records by providers. However, shared confidentiality with a partner, 
family members, and/or peers should be promoted. 
 
Linkages to other services 
Clients enrolled in PrEP services should be linked to other services that they 
may require and appropriate systems should be developed to track and 
monitor them. 
 

PRIORITY GROUPS FOR PrEP  

The following target groups are considered for the PrEP demonstration 
project: 

 Young women (16 to 25 years):  HIV incidence is at approximately 4 
percent for 18- to 24-year-old females, which is three to four times 
higher than males in the same age group (Swaziland HIV Incidence 
Measurement Survey [SHIMS, 2010]). This age group also has a high 
rate of gender‐based violence; 38 percent having experienced sexual 
violence during their lifetime. In addition, many women transition 
through well-defined periods of increased risk of HIV infection when 
condom use is not possible (e.g., when they want to conceive) or reject 
condoms for whatever reason (e.g., in adolescence). 

 Pregnant and lactating women: In HIV-negative women, pregnancy is a 
period of elevated risk of HIV infection, and infection acquired during 
pregnancy may be more likely to be transmitted to the fetus than a pre-
existing infection. 

 Serodiscordant couples: PrEP can protect the uninfected partner in a 
serodiscordant relationship with an HIV-infected partner who may not 
be enrolled in antiretroviral therapy (ART) or is on ART but still has a 
high viral load. 
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 Sex workers: Female sex workers (FSWs) are at heightened risk of HIV 
infection secondary to biological, behavioral, and structural risk factors. 

 Men who have sex with men: Men who have sex with men (MSM) have 
a 19-fold higher burden of HIV infection. MSM are at increased risk of 
HIV due to the higher probability of HIV transmission during anal 
intercourse.  

 Clients with sexually transmitted infections 
Sexually transmitted infections (STIs) are indicators of risk of sexual 
acquisition of HIV. A new diagnosis of genital ulcers (syphilis or genital 
herpes) is a strong predictor of HIV risk among couples/partners. 

 

WHO SHOULD PROVIDE PREP AND WHERE  

PrEP in Swaziland will be prescribed by health care professionals who have 
completed training on the national guidance for the use of ARVs for PrEP 
with support from lay cadres who should provide counselling to support 
PrEP provision. PrEP implementation will be integrated into facilities that 
are already providing sexual and reproductive health (SRH) and HIV services 
and outreach services. The lay cadres (e.g., expert clients, HTS counsellors, 
peer outreach workers, community health workers), specifically in primary 
care clinics and mobile and fixed-site community settings, will be trained to 
create demand and to support adherence counselling. Training will be 
through existing mentoring and supervision activities.  
 

INDICATIONS FOR PrEP 

PrEP is offered to sexually active HIV-negative individuals who are at 
significant risk of acquiring HIV infection. Clients must meet the following 
criteria before initiating PrEP: 

 Sexual partner is known to be HIV positive and not on ART, or on ART 
less than six months, or suspected poor adherence to ART, or most 
recent viral load is detectable 

 Sexual partner/s are of unknown HIV status and are at high risk for HIV 
infection (has multiple sexual partners, has had STIs, engages in 
transactional sex, injects drugs, from high HIV burden settings) 

 History of recent sexually transmitted infection  
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RISK REDUCTION COUNSELLING  

Risk reduction counselling is a behavioral intervention that attempts to 
decrease an individual’s chances of acquiring HIV and other STIs, and should 
be implemented with counselling in HIV prevention, sexual and reproductive 
health, and contraception at all follow-up visits for PrEP users.  
 
The main objective of risk reduction counselling is for clients to assess 
individual risk and set realistic goals for behavior change that could reduce 
their risk of contracting HIV and other STIs, as well as prevent unwanted 
pregnancies. This counselling, which is most effective when nonprejudicial 
and user-centred, can be provided by any trained health care provider and 
should address the following points:  

 Explore the context of the client’s specific sexual practices and 
psychosocial status, and assist client in recognizing any of their 
behaviors that are associated with higher risks for HIV infection. Health 
care providers should also be aware that clients might not always 
perceive their own risk or may be in denial about it.  

 Identify the sexual health protection needs of the potential PrEP user 
and reflect on what their main concerns appear to be.  

 Strategize with the client on how they can manage these concerns or needs.  

 Agree on which strategies the client is willing to explore and provide 
guidance on how to implement them. 

 
ELIGIBILITY FOR PrEP 

Providers should educate and counsel potential PrEP users about PrEP, which 
should always be provided as part of a combination prevention package. 

 
ELIGIBILITY CRITERIA FOR PrEP 

 Confirmed HIV negative (rapid antibody testing following the HTS 
algorithm on the day of PrEP initiation is adequate confirmation of HIV-
negative status) 

 Does not have a current or recent (within past month) illness consistent 
with acute HIV infection (fever, sore throat, muscle or joint pains, 
swollen glands, diarrhea, or headache) in combination with a preceding 
high-risk exposure for HIV 
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 Assess readiness to adhere to PrEP and willingness to attend follow-up 
evaluations including repeat HIV testing and monitoring for side effects  

 No contraindication to use of TDF +/- FTC/3TC 

 
CONTRAINDICATIONS FOR PrEP 

PrEP should not be provided to people with: 

 Signs of acute HIV seroconversion (flu-like symptoms, sore throat, 
lymphadenopathy, fever, skin rash) 
- Defer PrEP for four weeks and retest  
- Exclude TB 

 Creatinine clearance less than 60 ml/min 

 Contraindications for TDF as per national guidelines 

 Bodyweight less than 40 kg 

 Age less than 16 

 Unwilling or unable to adhere to daily PrEP or to come to scheduled 
follow-up visits 

 Unable to provide written consent for PrEP 

 
PrEP INITIATION AND FOLLOW-UP VISIT 

Initiation visit 

 Prior to initiating PrEP, the health care worker (HCW) needs to ensure 
the client is willing and committed to start PrEP, and documentation 
related to risk assessment and eligibility screening has been completed.  

 Although PrEP initiation needs to be done by NARTIS-trained nurses, the 
education, counselling, and preparation for clients to start PrEP can be 
done by expert clients, HTS counsellors, and/or Mothers 2 Mothers 
(M2Ms).  

 No client can be initiated on PrEP unless HIV testing done on the same 
day confirms an HIV-negative result.  
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SIDE EFFECTS 

The major toxicities associated with TDF/FTC are rare in PrEP exposure to 
date. Minor side effects are relatively common but are mild and self-limiting 
if they do occur (approximately one in 10 individuals in the first one to two 
months), and do not require discontinuation of PrEP. 

Minor side effects: gastrointestinal symptoms (diarrhea, nausea, vomiting, 
and flatulence), which are self-limiting and typically end within first month 
of use; unintentional weight loss. 

Major side effects: renal toxicity and metabolic complications (decreased 
bone mineral density, which is reversible in adults upon stopping PrEP), 
extremely small risk of lactic acidosis and hepatic steatosis or 
steatohepatitis. 
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Management of clients on PrEP 
 

CLIENTS WITH A RECENT HIV EXPOSURE AND CURRENTLY ON PEP 

 Discuss benefits and limitations of PrEP for clients with a recent HIV 
exposure currently on PEP.   

 Link to PrEP services if client is interested and has completed 28 days of 
PEP and is confirmed HIV-negative.  

CLIENTS PREVIOUSLY ON PrEP COMING FOR RE-INITIATION 

 Clients can stop PrEP during periods of low risk. Once a client wants to 
go back on PrEP, repeat all procedures as PrEP initiation visit, excluding 
the hepatitis B screening if done previously: See PrEP initiation and 
follow-up visits (page 7). 

 Continue with same PrEP file and PrEP ID. 

 Document “re-start” in the PrEP file and register. 

CLIENTS WITH A HEPATITIS B CO-INFECTION 

 PrEP is not contraindicated in clients with HBV infection; if the HBsAg 
results come back positive, the client can continue with PrEP. 

 Clients with HBV infection will need monitoring with additional liver 
function tests (LFTs). 

 Be cautious when stopping PrEP as there is a risk of viral rebound  
Check LFTs when stopping PrEP. 

MANAGEMENT OF CREATININE ELEVATI ON 

 Repeat an elevated serum creatinine (creatinine clearance < 60 ml/min) 
with a repeat sample collected on a different day. (Approximately 80 
percent of creatinine elevations are self-limiting (without stopping PrEP) 
and are caused by dehydration, exercise, or diet, or may be a false-
positive test result.  

 If repeat sample gives creatinine clearance < 60 ml/min: 
- Stop PrEP. 
- Rule out other causes of elevated creatinine (diabetes mellitus, 

hypertension, liver failure, hepatitis C virus). 
- Repeat creatinine test after one to three months. 
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- Re-start PrEP (if indicated) once creatinine clearance > 60 ml/min. 
- If creatinine clearance does not return to normal levels within three 

months of stopping PrEP, refer to medical officer (MO). 

MANAGEMENT OF HIV SEROCONVERSION 

 HIV seroconversion may occur shortly after receiving PrEP although 
most documented cases were due to pre-existing HIV infection.  

 If a client seroconverts while on PrEP: 
- Offer ART as soon as possible after a positive HIV result (if possible 

without a gap between PrEP and ART) 
- If provider is not comfortable initiating ART, consult MO at mother 

facility.  

MANAGEMENT OF ADVERSE DRUG REACTIONS (ADR)  

 All adverse drug reactions should be recorded in client PrEP file and 
ADR form 

 Complete national ADR form 
- one copy to be placed in PrEP file 
- one copy to be sent to pharmacy at other facility 
- one copy to be sent to pharmacovigilance unit of CMS with 

monthly drug order 
 If Grade 1/2 ADR, treat symptomatically 
 If Grade 3/4 ADR, consult MO at mother facility 
 If PrEP will be discontinued, record outcome in PrEP file and PrEP 

register 

STOPPING PrEP 

 PrEP can be stopped for the following reasons: 
- Positive HIV test 
- Request of user 
- Safety concerns 
- No longer at risk 

 Ensure adequate documentation of the reason for stopping PrEP. 
 If PrEP is discontinued at request of the user, do not be judgmental. 

Remember, PrEP is a personal decision.  
- Explore risks and alternative prevention/risk reduction strategies 
- Advise client that an HIV test is required to re-start PrEP 
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Flowchart for PrEP Implementation 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 




