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ANNEX TO EXECUTIVE SUMMARY: 

0.1 TERMS OF REFERENCE 

Task Team Charged with Examining Treatment Options to Supplement Comprehensive Care for 
HIV/AIDS In the Public Sector 

22 August 2003  

Health Minister Manto Tshabalala-Msimang has announced members of a task team to help develop an operational 
plan for the universal rollout of antiretrovirals in the country.  

The setting up of the 14-member team follows Cabinet’s recent decision urging the health department to urgently 
develop a treatment programme by the end of September.  

"Accordingly, I have appointed a task team to coordinate the drafting of an operational plan on behalf of the 
government," said Manto Tshabalala-Msimang on Wednesday.  

The minister said the task team is comprised mainly of senior officials from the Department of Health and experts in 
the health sector to complement existing skills within the department.  

Anthony Mbewu, the executive director for Research at the Medical Research Council, will chair the task team, while 
Nono Simelela, the Cluster Manager for HIV-Aids, Tuberculosis and Sexually Transmitted Infections in the health 
department will continue to coordinate the activities of the plan.  

Other members of the task team include:  

Lindi Makubalo - Cluster Manager for Health Information Systems, Research Coordination, Epidemiological 
Surveillance, Monitoring and Evaluation 

Mandisa Hela - Director for Access to Affordable Medicines 

Precious Matsoso - Registrar and CEO of the Medicines Control Council 

Vishal Brijlal - Director for Health Finance and Economics 

Cynthia Mgijima - Director for Nutrition 

Rose Mdlalose - Acting Cluster Manager: Human Resources 

Thanduxolo Doro - National Association of People Living with HIV-Aids 

Hasina Subedar - Registrar and CEO of the South African Nursing Council 

Tanyane Mariba - Dean of the Faculty of Medicine at the University of Pretoria and Chairperson of the Health 
Professions Council of South Africa 

Barry Schoub - Professor of Medical Virology at the University of the Witwatersrand and Director of the National 
Institute for Communicable Diseases 

Ashraf Grimwood - A Clinician and Aids treatment expert 

Philip Onyebujoh - A Clinical Immunologist coordinating TB/HIV research at the World Health Organisation in 
Geneva 
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Mokhethi Radebe - Major General in the South African Military Health Services 

The private sector is represented by AID for Aids Programme and the Chamber of Mines 

The minister said some members of the task team would comprise a core team and work full time on the project while 
others would assist to convene focused consultations with relevant stakeholders and act as a reference advisory group 
to the team.  

In addition, the team would be assisted by another team of experts from the Clinton Foundation Aids Initiative, 
established by former US president Bill Clinton, which is headed by Ira Magaziner. 

Over the next six weeks, the minister said the group will work closely with provincial health authorities and consult 
broadly with national and international experts and various South African stakeholders.  

During this period, she said the team will develop a detailed operational plan and implementation schedule.  

Among the team's terms of reference are:  

• Developing provincial implementation plans, including a resource and training centre in each province to help 
ensure the delivery of high quality treatment and care, a schedule for rollout across district hospitals and 
health centres, and a forecast of staffing requirements. These provincial operational plans will be based on the 
district health systems within each province. 

• Procuring and/or producing the necessary medications and consumables at as low a price as possible and 
increasing the capacity and security of the drug distribution system. 

• Upgrading of the national health laboratory system to handle a significant increase in diagnostic testing and 
monitoring of patient safety. 

• Developing an integrated nutritional programme for people with HIV-Aids. 
• Developing a research agenda to support the programme, including engaging with South African academic 

centres and research institutions. 
• Establishing a robust system to monitor the efficacy of intervention, adverse drug events, resistance and 

improvement and coordination of patient information systems. 
• Developing staffing norms and standards for the delivery of antiretroviral therapy, and assessing human 

resource needs, including health system managers, physicians, nurses, pharmacists, nutritionists and 
counsellors. 

• Creating a Programme Management Unit to coordinate the implementation of the programme and 
recommendations for its functions, structure, staffing and cost. 

• Developing a communications plan for health providers and the public, including what to expect from the 
proposed treatment programme. 

• Developing a detailed five-year programme budget and an estimated ten-year budget to implement the 
treatment programme. 

• Developing a detailed implementation schedule.  

The minister said she was confident the team would produce an operational plan detailing the tasks to be performed, a 
schedule for their performance and a clear designation of responsibility for each task.  

"This will help ensure that safe and effective HIV-Aids treatment, care and support are accessible to all South 
Africans," she added.  



Operational Plan for Comprehensive HIV and AIDS Care and Treatment                                DRAFT - Confidential 
 

 4
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ANNEX I.1: RECOMMENDED PRIMARY CARE INTERVENTIONS, MONITORING AND PROPHYLAXIS FOR 
HIV-ASSOCIATED OPPORTUNISTIC INFECTIONS AND CONDITIONS 
 

Agent or Intervention Dose/frequency Indications Disease Prevented 
• Cotrimoxazole  

 
 

• Dapsone*  

• 2 single strength tabs 
(80/400mg) daily    

 
• 100 mg daily 

• CD4 < 200  
 or h/o PCP 

• PCP pneumonia

• Cotrimoxazole  
 
 

• Dapsone*  

• 2 single strength tabs 
(80/400mg) daily    

 
• 100 mg daily 

• CD4 < 100 
• or h/o toxo 

• Toxoplasmosis  
• Encephalitis 

• Hep B vaccination series • 0.5 ml IM  
• 3 doses 

• all susceptible (anti-
HBc neg) HIV+ 

• Hepatitis B 

• Influenza vaccine • 0.5 ml IM injection 
• annually prior to influenza 

season 

• all HIV+ • Influenza 

• Pneumococcal Vaccine • Single dose vaccine • Not currently 
recommended for 
HIV+ individuals in 
South Africa 

• pneumococcal  
• pneumonia 

• Pap Smear   • All HIV+ women 
• Baseline, annually 

• Cervical 
dysplasia / 
malignancy 

• Clinical TB screen •  Careful history and exam • All HIV+ 
• All follow-up visits 

• Untreated 
pulmonary TB 

 
• Dapsone – if Cotrimoxazole allergic.  Check G6PD deficiency prior to Dapsone initiation. 
• Pneumococcal Vaccine – low efficacy in severe immunodeficiency.  Provider discretion for patients with CD4 > 500 

cells/mm3. 
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ANNEX I.2: ADULT ANTIRETROVIRAL DRUG LIST 
 
Currently, 15 individual or combination antiretroviral formulations are registered by the Medicine Control 
Council for use in South Africa for use in adults.  As the selection of registered agents expands, review of 
current recommendations will occur to provide the most effective and appropriate regimens. 
 

Antiretroviral Category Comment 
Zidovudine 

ZDV, AZT, Retrovir 
NRTI Second-line regimen.  Requires FBC monitoring due to 

risk of bone marrow suppression. Do not use with D4T. 

Epivir 
3TC, Lamivudine 

 First-line regimen.  Well tolerated.   

Stavudine 
D4T, Zerit 

 First-line regimen.  Not to be used in combination with 
AZT.  Confers cross-resistance on whole NRTI class.  
Peripheral neuropathy and mitochondrial toxicity in 
combination with DDI.  Question of increase risk of 
lactic acidosis when used in pregnancy. 

Didanosine  
DDI, Videx 

 Second-line regimen.  Less likely to confer resistance 
on whole NRTI class. Increase risk of peripheral 
neuropathy when used with D4T. 

Efavirenz 
Sustiva, 
Stocrin 

NNRTI First-line regimen.  Avoided in women of child bearing 
potential due to teratogenicity (first trimester). CNS 
side-effects common, otherwise well tolerated.  
Bedtime dosing recommended.   

Nevirapine 
NVP, 

Viramune 

 First-line regimen.  Used in women of child bearing 
potential.  Requires monitoring of ALT due to risk of 
hepatotoxicity.  Rash common.   Unclear clinical 
significance of resistance in women & infants after use 
for PMTCT. 

Lopinavir / Ritonovir 
Kaletra) 

PI Second-line regimen.  Increase association with lipid 
abnormalities, lipodystrophy and glucose intolerance.  
Required baseline assessment of fasting cholesterol and 
triglyceride. 
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ANNEX I.3: LABORATORY TEST ABNORMALITY GRADING 
For Grading Severity of Adverse Events for Dose and/or Treatment Modification Purposes  

Item Grade 1 
TOXICITY 

Grade 2 
TOXICITY 

Grade 3 
TOXICITY 

Grade 4 
TOXICITY 

HEMATOLOGY 
Hemoglobin 8.0-9.4 gm/dL 7.0-7.9 gm/dL 6.5-6.9 gm/dL <6.5 gm/dL 
Absolute Neutrophil 
Count 

1000-1500/mm3 750-999/mm3 500-749/mm3 <500/mm3 

Absolute WBC Count 2001-3000/mm3 1501-2000/mm3 1001-1500/mm3 <1000/mm3 
Platelets 75,000- 

99,000/mm3 
50,000-74.999/mm3 20,000-49,999/mm3 <20,000/mm3 or 

diffuse petechiae 
ENZYMES 

AST (SGOT) 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

ALT (SGPT) 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Alkaline Phosphatase 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Lipase 1.1-1.5 X upper 
normal limit 

>1.5-2.0 X upper 
normal limit 

>2.0-5.0 X upper 
normal limit 

>5.1 X upper 
normal limit 

Creatine phosphokinase 
(CPK) 

>1.0-2.0 X upper 
normal limit 

>2.0-4.0 X upper 
normal limit 

>4.0-6.0 X upper 
normal limit 

>6.1 X upper 
normal limit 

CHEMISTRIES 
Hyponatremia 130-135 meq/L 123-129 meq/L 116-122 meq/L <116 meq/L  

OR 
mental status 
changes 
OR 
seizures 

Hypernatremia 146-150 meq/L 151-157 meq/L 158-165 meq/L >165 meq/L  
OR 
mental status 
changes 
OR 
seizures 
 

Hypokalemia 3.0-3.4 meq/L 2.5-2.9 meq/L 
OR 
replacement Rx req 

2.0-2.4 meq/L 
OR 
intensive 
replacement Rx req.
OR 
hospitalization req. 

<2.0 meq/L 
OR 
paresis 
OR 
ileus 
OR 
life-threatening 
arrhythmias 

Hyperkalemia 5.6-6.0 meq/L 6.1-6.5 meq/L 6.6-7.0 meq/L >7.0 meq/L 
OR 
life-threatening 
arrhythmias 

Hypoglycaemia 55-64mg/dL 40-54mg/dL 30-39mg/dL <30mg/dL 
OR 
mental status 
changes 
OR 
coma 

Hyperglycaemia:  
(nonfasting and no prior 
diabetes) 

116-160mg/dL 161-250mg/dL 251-500mg/dL >500mg/dL 
OR 
ketoacidosis 
OR 
seizures 

Hypocalcemia - correct for 
albumin 

7.8-8.4mg/dL 7.0-7.7mg/dL 6.1-6.9mg/dL <6.1mg/dL 
OR 
life-threatening 
arrhythmias 
OR
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Item Grade 1 
TOXICITY 

Grade 2 
TOXICITY 

Grade 3 
TOXICITY 

Grade 4 
TOXICITY 

tetany 
Hypercalcemia - correct 
for albumin 

10.6-11.5mg/dL 11.6-12.5mg/dL 12.6-13.5mg/dL >13.5mg/dL 
OR 
life-threatening 
arrhythmia 

Hypomagnesaemia 1.2-1.4 meq/dL 0.9-1.1 meq/L 
OR 
replacement Rx req. 

0.6-0.8 meq/L 
OR 
intensive Rx req. 
OR 
hospitalization 

<0.6 meq/L 
OR 
life-threatening 
arrhythmia 

Hypophosphatemia 2.0-2.4mg/dL 1.5-1.9mg/dL 
OR 
replacement Rx req. 

1.0-1.4mg/dL 
OR 
intensive Rx req. 
OR 
hospitalization req. 

<1.0mg/dL 
OR 
life-threatening 
arrhythmias 

Hyperbilirubinemia >1.0-1.5 X upper 
normal limit 

>1.5-2.5 X upper 
normal limit 

>2.5-5 X upper 
normal limit 

>5 X upper normal 
limit 

Blood Urea Nitrogen 
(BUN) 

>1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Creatinine >1.0-1.5 X upper 
normal limit 

>1.5-3.0 X upper 
normal limit 

>3.0-6 X upper 
normal limit 

>6 X upper normal 
limit 
OR 
dialysis required 

Albumin >1.0-1.5X upper 
normal limit 

>1.5-2.0 X upper 
normal limit 

>2.0-5.0 X upper 
normal limit 

>5.0 X upper 
normal limit 

Triglycerides upper normal limit 
399mg/dL 

400-750mg/dL 751-1200mg/dL >1200mg/dL 

 
Cholesterol 

>1.0-1.3 X upper 
normal limit 

>1.3-1.6 X upper 
normal limit 

>1.6-2.0 X upper 
normal limit 

>2.0 X upper 
normal limit 
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ANNEX I.4: CLINICAL ADVERSE EVENTS 
For Grading Severity of Adverse Events for Dose and/or Treatment Modification Purposes 

Item Grade 1 
TOXICITY 

Grade 2 
TOXICITY 

Grade 3 
TOXICITY 

Grade 4 
TOXICITY 

HEMATOLOGY 
Hemoglobin 8.0-9.4 gm/dL 7.0-7.9 gm/dL 6.5-6.9 gm/dL <6.5 gm/dL 
Absolute Neutrophil 
Count 

1000-1500/mm3 750-999/mm3 500-749/mm3 <500/mm3 

Absolute WBC Count 2001-3000/mm3 1501-2000/mm3 1001-1500/mm3 <1000/mm3 
Platelets 75,000- 

99,000/mm3 
50,000-74.999/mm3 20,000-49,999/mm3 <20,000/mm3 or 

diffuse petechiae 
ENZYMES 

AST (SGOT) 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

ALT (SGPT) 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Alkaline Phosphatase 1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Lipase 1.1-1.5 X upper 
normal limit 

>1.5-2.0 X upper 
normal limit 

>2.0-5.0 X upper 
normal limit 

>5.1 X upper 
normal limit 

Creatine phosphokinase 
(CPK) 

>1.0-2.0 X upper 
normal limit 

>2.0-4.0 X upper 
normal limit 

>4.0-6.0 X upper 
normal limit 

>6.1 X upper 
normal limit 

CHEMISTRIES 
Hyponatremia 130-135 meq/L 123-129 meq/L 116-122 meq/L <116 meq/L  

OR 
mental status 
changes 
OR 
seizures 

Hypernatremia 146-150 meq/L 151-157 meq/L 158-165 meq/L >165 meq/L  
OR 
mental status 
changes 
OR 
seizures 
 

Hypokalemia 3.0-3.4 meq/L 2.5-2.9 meq/L 
OR 
replacement Rx req 

2.0-2.4 meq/L 
OR 
intensive 
replacement Rx req.
OR 
hospitalization req. 

<2.0 meq/L 
OR 
paresis 
OR 
ileus 
OR 
life-threatening 
arrhythmias 

Hyperkalemia 5.6-6.0 meq/L 6.1-6.5 meq/L 6.6-7.0 meq/L >7.0 meq/L 
OR 
life-threatening 
arrhythmias 

Hypoglycaemia 55-64mg/dL 40-54mg/dL 30-39mg/dL <30mg/dL 
OR 
mental status 
changes 
OR 
coma 

Hyperglycaemia:  
(nonfasting and no prior 
diabetes) 

116-160mg/dL 161-250mg/dL 251-500mg/dL >500mg/dL 
OR 
ketoacidosis 
OR 
seizures 

Hypocalcemia - correct for 
albumin 

7.8-8.4mg/dL 7.0-7.7mg/dL 6.1-6.9mg/dL <6.1mg/dL 
OR 
life-threatening 
arrhythmias 
OR 
tetany 

Hypercalcemia - correct 10.6-11.5mg/dL 11.6-12.5mg/dL 12.6-13.5mg/dL >13.5mg/dL 
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Item Grade 1 
TOXICITY 

Grade 2 
TOXICITY 

Grade 3 
TOXICITY 

Grade 4 
TOXICITY 

for albumin OR 
life-threatening 
arrhythmia 

Hypomagnesaemia 1.2-1.4 meq/dL 0.9-1.1 meq/L 
OR 
replacement Rx req. 

0.6-0.8 meq/L 
OR 
intensive Rx req. 
OR 
hospitalization 

<0.6 meq/L 
OR 
life-threatening 
arrhythmia 

Hypophosphatemia 2.0-2.4mg/dL 1.5-1.9mg/dL 
OR 
replacement Rx req. 

1.0-1.4mg/dL 
OR 
intensive Rx req. 
OR 
hospitalization req. 

<1.0mg/dL 
OR 
life-threatening 
arrhythmias 

Hyperbilirubinemia >1.0-1.5 X upper 
normal limit 

>1.5-2.5 X upper 
normal limit 

>2.5-5 X upper 
normal limit 

>5 X upper normal 
limit 

Blood Urea Nitrogen 
(BUN) 

>1.25-2.5 X upper 
normal limit 

>2.5-5 X upper normal 
limit 

>5.0-10 X upper 
normal limit 

>10 X upper normal 
limit 

Creatinine >1.0-1.5 X upper 
normal limit 

>1.5-3.0 X upper 
normal limit 

>3.0-6 X upper 
normal limit 

>6 X upper normal 
limit 
OR 
dialysis required 

Albumin >1.0-1.5X upper 
normal limit 

>1.5-2.0 X upper 
normal limit 

>2.0-5.0 X upper 
normal limit 

>5.0 X upper 
normal limit 

Triglycerides upper normal limit 
399mg/dL 

400-750mg/dL 751-1200mg/dL >1200mg/dL 

 
Cholesterol 

>1.0-1.3 X upper 
normal limit 

>1.3-1.6 X upper 
normal limit 

>1.6-2.0 X upper 
normal limit 

>2.0 X upper 
normal limit 
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ANNEX I.5: PAEDIATRIC ANTIRETROVIRAL DRUG LIST 
Category Drug Comment 

NRTI Zidovudine 
ZDV, AZT, 
Retrovir) 

COMMON SIDE EFFECTS: anaemia, granulocytopenia, myopathy 
STORAGE: room temperature 
FOOD: no requirement 
Alternative first-line regimen.  Requires FBC monitoring due to risk of bone marrow 
suppression.  Not to be used in combination with D4T 

 Epivir 
3TC, 

Lamivudine 

COMMON SIDE EFFECTS: headache, fatigue and abdominal pain. UNCOMMON: 
pancreatitis 
STORAGE: room temperature 
FOOD: no requirement 
First-line regimen 

 Stavudine 
D4T, Zerit 

COMMON SIDE EFFECTS: headache, rash, GI UNCOMMON: pancreatitis, peripheral 
neuropathy 
STORAGE: requires refrigeration 
FOOD: no requirement 
First-line regimen. Not to be used in combination with AZT. Resistance conferred on 
whole NRTI class 

 Didanosine  
DDI, Videx 

COMMON SIDE EFFECTS: abdominal pain, nausea, vomiting. UNCOMMON: 
pancreatitis, peripheral neuropathy. 
STORAGE:  requires refrigeration  
Second-line regimen. Less likely to confer resistance on whole NRTI class. 

 Abacavir 
ABC, Ziagen 

COMMON: Nausea, vomiting, fever, headache, diarrhoea, rash, and anorexia. 
LESS COMMON (more severe): Approximately 5% of adults and children 
receiving ABC develop a life threatening hypersensitivity reaction. (see Annex Table 4b) 
STORAGE: room temperature. 
Clinician discretion to substitute for first-line NNRTI in children < 3 months old. 

NNRTI Efavirenz 
Sustiva, 
Stocrin 

COMMON SIDE EFFECTS: skin rash, sleep disturbance, confusion, abnormal thinking. 
STORAGE: room temperature 
FOOD: no requirement 
First-line regimen. Cross-resistance conferred on NVP.  Limited data on use in children 
<3yo and <13kg. 

 Nevirapine 
NVP, 

Viramune 

COMMON SIDE EFFECTS: Skin rash, sedative effect, diarrhoea. Liver toxicity. 
STORAGE: room temperature 
FOOD: no requirement 
First-line regimen. Requires monitoring of ALT.  Cross-resistance conferred on Efavirenz. 
Unclear clinical significance of resistance in infants after use for PMTCT. 

PI Lopinavir / 
Ritonovir 

Kaletra 

SIDE EFFECTS: Nausea, vomiting diarrhoea, hypercholesterolemia and 
hypertriglygericeamia. 
STORAGE: requires refrigeration 
FOOD: with food, esp. high fat. 
Second-line regimen. If given with DDI, DDI should be given 1 hr before or 2 hours after 
Kaletra. 
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ANNEX I.6: PAEDIATRIC ARVS-DETAILED DRUG INFORMATION 

Nucleoside Analogue Reverse Transcriptase Inhibitors (NRTIs)  
 
1. Zidovudine (ZDV, AZT, Retrovir) 
Preparations: Syrup: 10 mg/mL; Capsules: 100 mg; Tablets: 300 mg; Concentrate for injection/for intravenous infusion: 10 mg/mL. Tablets in 
combination with lamivudine: COMBIVIR- 300 mg zidovudine and 150 mg lamivudine.  
Dosage 
Dose for premature infants: (Standard neonatal dose may be excessive in premature infants.) Under study in Paediatric AIDS Clinical Trials 
Group protocol 331: 1.5 mg per kg of body weight every 12 hours from birth to two weeks of age; then increase to 2 mg per kg of body weight 
every eight hours after two weeks of age. 
Neonatal dose (infants aged <90 days): Oral: 2 mg per kg of body weight every six hours.  
Paediatric dosage range: 180 mg per m2 of body surface area every twelve.  90 – 180 mg per m2 body surface area every eight hours. 
Adolescent/Adult dose: 200 mg three times a day or 300 mg twice daily. 
Major toxicities 
More common: Haematologic toxicity, including granulocytopenia and anaemia, and headache. Less common: Myopathy, myositis, and liver 
toxicity. Unusual (severe): Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases have been reported 
Drug interactions 
• Increased toxicity may be observed with concomitant administration of the following drugs (therefore, more intensive toxicity monitoring may 
be warranted): ganciclovir, interferon-alpha, TMP/SMX, acyclovir, and other drugs that can be associated with bone marrow suppression. 
• The following drugs may increase ZDV concentrations (and therefore potential toxicity): probenecid, atovaquone, methadone, valproic acid, 
and fluconazole. 
• Decreased renal clearance may be observed with co-administration of cimetidine (may be significant in patients with renal impairment). 
• ZDV metabolism may be increased with coadministration of rifampin and rifabutin (clinical significance unknown); clarithromycin may 
decrease concentrations of ZDV probably by interfering with absorption (preferably administer four hours apart). 
• Ribavirin decreases the intracellular phosphorylation of ZDV (conversion to active metabolite). 
• Phenytoin concentrations may increase or decrease. 
• Should not be administered in combination with d4T (poor antiretroviral effect). 
Special instructions 
• Can be administered with food (although the manufacturer recommends administration 30 minutes before or one hour after a meal). 
• Decrease dosage in patients with severe renal impairment. 
• Substantial granulocytopenia or anaemia may necessitate interruption of therapy until marrow recovery is observed; use of erythropoietin, 
filgrastim, or reduced ZDV dosage may be necessary in some patients. 
• Reduced dosage may be indicated in patients with substantial hepatic dysfunction. 
• Infuse intravenous loading dose or intermittent infusion dose over one hour. 
• For intravenous solution: dilute with 5% dextrose injection solution to concentration <4 mg/mL; refrigerated diluted solution is stable for 24 
hours. 
• Some experts in paediatric HIV infection use a dose of 180 mg per m2 of body surface area every 12 hours when using in drug combinations 
with other antiretroviral compounds, but data on this dosing in children is limited. 

 
2. Lamivudine (3TC, Epivir) 
Preparations: Solution: 10 mg/mL; Tablets: 150 mg. 
Tablets in combination with zidovudine: COMBIVIR- 300 mg zidovudine and 150 mg lamivudine. 
Dosage 
Neonatal dose (infants aged <30 days): 2 mg per kg of body weight twice daily. 
Paediatric dose: 4 mg per kg of body weight twice daily. 
Adolescent/Adult dose: Body weight >50 kg: 150 mg twice daily. Body weight <50 kg: 2 mg per kg of body weight twice daily. 
Adolescent/Adult dose of COMBIVIR: one tablet twice daily. 
Adolescent/Adult dose of TRIZIVIR: one tablet twice daily. 
Major toxicities 
More common: Headache, fatigue, nausea, diarrhoea, skin rash, and abdominal pain.   Less common (more severe): Pancreatitis (primarily seen 
in children with advanced HIV infection receiving multiple other medications), peripheral neuropathy, decreased neutrophil count, and 
increased liver enzymes. Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases have been reported. 
Drug interactions 
• Trimethoprim/sulfamethoxazole (TMP/SMX) increases 3TC blood levels (possibly competes for renal tubular secretion); unknown 
significance. 
• When used with ZDV may prevent emergence of ZDV resistance, and for ZDV resistant virus, revision to phenotypic ZDV sensitivity may be 
observed. 
Special instructions 
• Can be administered with food. 
• For oral solution: store at room temperature. 
• Decrease dosage in patients with impaired renal function. 
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3.  Stavudine (d4T, Zerit) 
Preparations: Solution: 1 mg/mL; Capsules: 15, 20, 30, and 40 mg. 
Dosage 
Neonatal dose: Under evaluation in Paediatric AIDS Clinical Trial Group protocol 332. 
Paediatric dose: 1 mg per kg of body weight every 12 hours (up to weight of 30 kg). 
Adolescent/Adult dose: Body weight >60 kg: 40 mg twice daily. Body weight <60 kg: 30 mg twice daily. 
Major toxicities 
More common: Headache, gastrointestinal disturbances, and skin rashes.  Less common (more severe): Peripheral neuropathy and pancreatitis. 
Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases have been reported.  Rare: Increased liver enzymes. 
Drug interactions 
• Drugs that decrease renal function could decrease clearance. 
• Should not be administered in combination with ZDV (poor antiretroviral effect). 
Special instructions 
• Can be administered with food. 
• Need to decrease dose in patients with renal impairment. 
• For oral solution: shake well and keep refrigerated; solution stable for 30 days. 

 
4. Didanosine (dideoxyinosine, ddI, Videx) 
Preparations: Paediatric powder for oral solution (when reconstituted as solution containing antacid): 10 mg/mL; Chewable tablets with 
buffers: 25, 50, 100, 150 mg, and 200mg; Buffered powder for oral solution: 100, 167, and 250 mg; Delayed-release capsules (enteric-coated 
beadlets): VIDEX EC- 125, 200, 250, and 400 mg. 
Dosage 
Neonatal dose (infants aged <90 days): 50 mg per m2 of body surface area every 12 hours. 
Paediatric usual dose: In combination with other antiretrovirals: 90 mg per m2 of body surface area every 12 hours. 
Paediatric dosage range: 90 to 150 mg per m2 of body surface area every 12 hours (Note: may need higher dose in patients with central 
nervous system disease.) 
Adolescent/Adult dose: Body weight >60 kg: 200 mg twice daily. Body weight <60 kg: 125 mg twice daily. May be administered once daily in 
adolescents/adults to improve compliance, however, twice daily dosing provides better therapeutic response than once daily dosing. 
VIDEX EC: Adolescent/Adult dose: Body weight > 60 kg: 400 mg once daily. Body weight < 60 kg: 250 mg once daily. 
Major toxicities 
More common: Diarrhoea, abdominal pain, nausea, and vomiting.  Less common (more severe): Peripheral neuropathy (dose related), electrolyte 
abnormalities, and hyperuricemia. Lactic acidosis and severe hepatomegaly with steatosis, including fatal cases have been reported.   Rare: 
Pancreatitis (dose related, less common in children than adults), increased liver enzymes, and retinal depigmentation. 
Drug interactions 
• Possible decrease in absorption of ketoconazole, itraconazole, and dapsone; administer at least two hours before or two hours after ddI. 
• Tetracycline and fluoroquinolone antibiotic absorption significantly decreased (chelation of drug by antacid in paediatric powder and tablets); 
administer two hours before or two hours after ddI. 
• Concomitant administration of ddI and DLV may decrease the absorption of these drugs; separate dosing by at least two hours. 
• Administration with PIs: IDV should be administered at least one hour before or after ddI on an empty stomach. RTV should be administered 
at least two hours before or after ddI. 
Special instructions 
• ddI formulation contains buffering agents or antacids. 
• Food decreases absorption; administer ddI on an empty stomach (one hour before or two hours after a meal). Further evaluation in children 
regarding administration with meals is under study. 
• For oral solution: shake well and keep refrigerated; admixture is stable for 30 days. 
• When administering chewable tablets, at least two tablets should be administered to ensure adequate buffering capacity (i.e., if the child’s dose 
is 50 mg, administer two 25 mg tablets and not one 50 mg tablet) 

 
5.  Abacavir (GW 1592U89, ABC, Ziagen) 
Preparations: Paediatric oral solution: 20 mg/mL; Tablets: 300 mg.   
Dosage 
Neonatal dose: Not recommended for infants less than three months of age. In infants between one and three months of age, a dose of 8 mg/kg 
of body weight twice daily. 
Adolescent/Adolescent dose: 8 mg/kg of body weight twice daily, maximum dose 300 mg twice daily. 
Adult dose: 300 mg twice daily. 
Major toxicities 
More common: Nausea, vomiting, fever, headache, diarrhoea, rash, and anorexia. 
Less common (more severe): Approximately 5% of adults and children receiving ABC develop a potentially fatal hypersensitivity reaction. 
Symptoms include fever, fatigue, malaise, nausea, vomiting, diarrhoea, and abdominal pain or respiratory symptoms such as shortness of breath. 
Physical findings include lymphadenopathy, ulceration of mucous membranes, and maculopapular or urticarial skin rash. The hypersensitivity 
reaction can occur without a rash. Laboratory abnormalities include elevated liver function tests, elevated creatine phosphokinase, elevated 
creatinine, and lymphopenia. This reaction generally occurs in the first six weeks of therapy. Patients suspected of having a hypersensitivity 
reaction should have ABC stopped and not restarted since hypotension and death have occurred upon rechallange. Lactic acidosis and severe 
hepatomegaly with steatosis, including fatal cases have been reported. 
Rare: Pancreatitis, increased liver enzymes, elevated blood glucose, elevated triglycerides, and fatigue. 
 Information in this appendix is not all-inclusive. Complete and detailed prescribing and toxicity information on these drugs is available from 
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the drug companies and should be reviewed by the health-care provider before prescribing these drugs. † Adolescents in early puberty (Tanner 
I-II) should be dosed using paediatric schedules, whereas those in late puberty (Tanner Stage V) should be dosed using adult schedules. Youth 
who are in the midst of their growth spurt (Tanner III females and Tanner IV males) should be closely monitored for medication efficacy and 
toxicity when choosing adult or paediatric dosing guidelines. 
Drug Interactions 
• No significant interactions between ABC, ZDV, and 3TC. 
• ABC does not inhibit, nor is it metabolized by, hepatic cytochrome P450 enzymes.  Thus, it should not cause changes in drug levels or 
clearance of agents metabolized through these pathways, such as PIs and NNRTIs. 
• Ethanol decreases elimination of ABC, resulting in a modest increase in drug exposure. 
Special instructions 
• Can be given without regard to food. 
• Patients and parents must be cautioned about the risk of serious hypersensitivity 
reaction. A medication guide and warning card should be provided. Patients experiencing a hypersensitivity reaction should be reported per 
protocol to the Pharmacovigilance Unit. 
• Patients should not interrupt therapy without consulting with their physician. 
 

Non-nucleoside Reverse Transcriptase Inhibitors (NNRTIs)  
 
1. Nevirapine (NVP, Viramune) 
Preparations: Suspension: 10 mg/mL; Tablets: 200 mg. 
Dosage NVP is initiated at a lower dose and increased in a step-wise fashion. This allows induction of cytochrome P450 3A, which results in 
increased clearance of drug. The occurrence of rash may be diminished by the stepwise increase in dosage. The following suggested incremental 
increases in dose are given for days on treatment (not age). 
Neonatal dose (through age two months): Under study in Paediatrics AIDS Clinical Trial Group protocol 356: 5 mg/kg of body weight or 120 
mg/m2 of body surface area once daily for 14 days, followed by 120 mg/m2 of body surface area every 12 hours for 14 days, followed by 200 
mg/m2 of body surface area every 12 hours. 
Paediatric dose:  120-200 mg/m2 every 12 hours. Note: Initiate therapy with 120 mg/m2 (maximum 200 mg) administered once daily for 14 
days. Increase to full dose (120-200 mg/m2) administered every 12 hours (maximum 200 mg every 12 hours) if no rash or other untoward 
effects. 
OR 
7 mg/kg every 12 hours < eight years of age 
4 mg/kg every 12 hours > eight years of age 
Note: Initiate therapy with daily dose for 14 days and increase to full dose if no rash or untoward effects. 
Adolescent/Adult dose: 200 mg every 12 hours. Note: Initiate therapy with 200 mg given once daily for the first 14 days. Increase to full dose 
administered every 12 hours if there is no rash or other untoward effects. 
Major toxicities (continuous dosing, not single dose regimens) 
More common: (similar to adults) Skin rash (some severe, requiring hospitalization, and life-threatening, including Stevens-Johnson syndrome, 
toxic epidermal necrolysis), fever, nausea, headache, and abnormal liver function tests. Less common: Inflammation of the liver (hepatitis), 
which rarely may lead to severe and life threatening and in some cases fatal liver damage, and very rarely fatal liver failure and 
granulocytopenia. Hypersensitivity reactions (including, but not limited to, severe rash or rash accompanied by fever, blisters, oral lesions, 
conjunctivitis, facial oedema, muscle or joint aches, general malaise and/or significant hepatic abnormalities). 
Drug interactions 
• Induces hepatic cytochrome P450 3A (CYP3A); autoinduction of metabolism occurs in two to four weeks with a 1.5fold to twofold increase 
in clearance. There could potentially be multiple drug interactions.  
The majority of clinical trials involving infants and children utilized the 120-200 mg/m2 dosing regimen.  
The new FDA approved regimen, which uses mg/kg dosing, is based on pharmacokinetic modelling designed to achieve similar plasma 
concentrations as dosing of 150 mg/m2. NVP clearance is highest during the first two years of life, decreasing gradually after eight to 12 years 
of age and approaching adult clearance rates. The new dosing regimen accounts for the changes in clearance that occurs after eight years of age. 
However, the changes in clearance are gradual and the new mg/kg dosing regimen results in an abrupt 43% decrease in dose size when the 8th 
birthday is reached. Some clinicians may prefer the 
mg/m2 dosing that was utilized in clinical trials. Drugs metabolized by the hepatic cytochrome P450 enzyme system have the potential for 
significant interactions, with multiple drugs. Some of which may be life threatening. These interactions are outlined in detail in prescribing 
information available from the drug companies. These interactions will not be reiterated in this document, and the health-care provider should 
review those documents for detailed information. Before therapy with these drugs is initiated, the patient’s 
medication profile should be carefully reviewed for potential drug interactions. 
• Before administration, the patient’s medication profile should be carefully reviewed for potential drug interactions. 
• Administration with PIs: IDV and SQV (hard and soft gel formulations) concentrations are decreased significantly (approximately 25%-30%) 
when administered with NVP. SQV-HGC (Invirase) is not recommended for use in children and is recommended only in combination with 
RTV in adults. The adult 
guidelines recommend that IDV doses be increased by 20% when administered in combination with NVP, while recommending standard doses 
of NFV or RTV in combination with NVP. Data on specific dosing adjustments in paediatric patients for both IDV and NFV are lacking. 
• Antifungals: NVP significantly reduces ketoconazole concentrations and these drugs should not be use concomitantly. If indicated, an 
alternate antifungal agent, such as fluconazole, should be used. 
• Rifampin/Rifabutin: Rifampin significantly decreases NVP concentrations. It is not recommended that these drugs be used together. Rifabutin 
has less of an effect on NVP concentrations. 
• Anticonvulsants and psychotropics: There are no data on the extent of drug interactions with the anticonvulsants phenobarbital, phenytoin, and 
carbamazepine. Serum concentrations of these agents should be monitored. Many of the psychotropics are metabolized by similar metabolic 
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pathways as NVP and may 
interact; patients should be monitored carefully when these medications are used concomitantly. 
• Oral contraceptives: NVP may reduce plasma concentrations of oral contraceptives and other hormonal contraceptives. Oral contraceptives 
should not be the only means of birth control when used in patients on NVP. 
Special instructions 
• Can be administered with food. 
• May be administered concurrently with ddI. 
• NVP-associated skin rash usually occurs within the first six weeks of therapy. If rash occurs during the initial 14-day lead-in period, do not 
increase dose until rash resolves. NVP should be discontinued immediately in patients who develop severe rash or a rash accompanied by 
constitutional symptoms (i.e., fever, oral lesions, conjunctivitis, or blistering). 
• Severe, life-threatening and in some cases fatal, hepatotoxicity, including fulminant and cholestatic hepatitis, hepatic necrosis and hepatic 
failure, has been reported in NVP-treated patients. Increased serum transaminase levels or a history of hepatitis B or C infection prior to starting 
NVP are associated with higher risk for hepatic adverse events. The majority of cases have occurred during the first 12 weeks of 
NVP therapy, and frequent and intensive clinical and laboratory monitoring, including liver function tests, is important during this time period. 
However, about one third of cases occurred after 12 weeks of treatment, so continued periodic monitoring of liver function tests is needed. In 
some cases, patients presented with non-specific prodromal signs or symptoms of hepatitis and progressed to hepatic 
failure; patients with symptoms or signs of hepatitis should have liver function tests performed. Patients should be instructed to contact their 
HIV specialist if signs or symptoms develop to determine the need for evaluation. NVP should be permanently discontinued and not restarted in 
patients who develop clinical hepatitis. 
• For suspension: Must be shaken well; store at room temperature. 

 
2. Efavirenz (DMP-266, EFV, Sustiva) 
Preparations: Capsules: 50, 100, and 200 mg.  Suspension – available. 
Dosage 
Neonatal dose: Unknown.  Not recommended for infants <13 kg. 
Paediatric dose: Administered once daily. Body weight 13 to <15 kg: 200 mg; 15 to <20 kg: 250 mg; 20 to <25 kg: 300 mg; 25 to <32.5 kg: 
350 mg; 32.5 to <40 kg: 400 mg;>40 kg: 600 mg. There are currently no data available on the appropriate dosage for children under age three 
years. 
Adult/Adolescent dose: 600 mg once daily 
Major toxicities 
More common: Skin rash; central nervous system (somnolence, insomnia, abnormal dreams, confusion, abnormal thinking, impaired 
concentration, amnesia, agitation, depersonalization, hallucinations, euphoria), primarily reported in adults; increased aminotransferase levels, 
teratogenic in primates (use in pregnancy should be avoided and women of childbearing potential should undergo pregnancy testing before 
initiating 
therapy). 
Drug interactions 
• Mixed inducer/inhibitor of cytochrome P450 3A4 enzymes; concentrations of concomitant drugs can be increased or decreased depending on 
specific enzyme pathway involved. August 8, 2001 47 
• Not recommended for concurrent use: antihistamines (i.e., astemizole or terfenadine), sedative-hypnotics (i.e., midazolam or triazolam), 
cisapride, or ergot alkaloid 
derivatives. 
• Drug interactions requiring careful monitoring if coadministered: warfarin (levels potentially increased or decreased); ethinyl estradiol (levels 
potentially increased; while of uncertain clinical significance, a reliable method of barrier contraception should be used in addition to oral 
contraceptives). 
• Enzyme inducers such as rifampin, rifabutin, phenobarbital and phenytoin may decrease EFV concentrations; clinical significance is 
unknown. 
• EFV is highly plasma protein bound, and has the potential for drug interactions with other highly proteinbound drugs (i.e., phenobarbital and 
phenytoin). 
• Clarithromycin levels are decreased while the levels of its metabolite are increased; alternatives to clarithromycin, such as azithromycin, 
should be considered. Other macrolide antibiotics have not been studied in combination with EFV. 
• Administration with protease inhibitors: Coadministration decreases levels of SQV (area under the curve [AUC] decreased by 50%) and IDV 
(AUC decreased by 31%). Coadministration of SQV as a sole PI is not recommended; IDV dose should be increased if given with EFV (for 
adults, from 800 mg to 1000 mg every eight hours). Coadministration increases levels of both RTV and EFV (AUC increased by 20% for both), 
and is associated with a higher frequency of adverse clinical and laboratory findings; monitoring of liver enzymes is recommended if 
coadministered. Coadministration increases levels of NFV (AUC increased by 20%) but no dose adjustment is needed. 
Special instructions 
• efavirenz can be taken with and without food. The relative bioavailability of EFV was increased by 50% (range 11-126%) following a high fat 
meal (1070 kcal, 82grams fat, 62% of calories from fat - this is equivalent to an intake of 8.2 Milky Way candy bars in one sitting). Because 
there is no information on safety of EFV when given above the recommended dose, administration with a high fat meal should be 
avoided due to the potential for increased absorption. 
• Capsules may be opened and added to liquids or foods, but EFV has a peppery taste; grape jelly has been used to disguise the taste. 
• Bedtime dosing is recommended, particularly during the first two to four weeks of therapy, to improve tolerability of central nervous system 
side effects. 
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Protease Inhibitors (PIs) 
1. Lopinavir/Ritonavir (KaletraTM, ABT 378, LPV/RTV) 
Coformulation of lopinavir and ritonavir: RTV acts as a pharmacokinetic enhancer, not as an antiretroviral agent. It does this by inhibiting the 
metabolism of lopinavir and increasing lopinavir plasma concentrations. 
Preparations: Paediatric oral solution: 80 mg lopinavir and 20 mg ritonavir per mL; Capsules: 133.3 mg lopinavir/33.3 mg RTV. prescribing 
information available from the drug companies. These interactions will not be reiterated in this table, and the health-care provider should review 
those documents for detailed information. Before therapy with these drugs is initiated, the patient’s medication profile should be carefully 
reviewed for potential drug interactions. August 8, 2001 54 
Dosage 
Neonatal dose: No pharmacokinetic data on dosing children less than six months of age. 
• For individuals not receiving concomitant nevirapine or efavirenz: 
Paediatric dose Six months to 12 years of age (without NVP or EFV) 7 to < 15 kg 12 mg per kg lopinavir/3 mg per kg ritonavir twice daily with 
food. 15 to 40 kg 10 mg per kg lopinavir/2.5 mg per kg ritonavir twice daily with food. > 40 kg 400 mg lopinavir/100 mg ritonavir (three 
capsules or 5 mL) 
twice daily with food (same as adult dose). OR 230 mg per m2 lopinavir/57.5 mg per m2 ritonavir twice daily with food, up to a maximum of 
400 mg lopinavir/100 mg RTV. 
Adult/Adolescent dose: 400 mg lopinavir/100 mg ritonavir (three capsules or 5 mL) twice daily with food. 
• For individuals receiving concomitant ritonavir or EFV (which induce lopinavir metabolism, reduce plasma levels and require increased 
lopinavir/ritonavir dosing) and/or treatment-experienced patients where reduced susceptibility to lopinavir is suspected (such as those with prior 
treatment with other PIs): 
Paediatric dose: Six months to 12 years of age (without NVP or EFV) 7 to < 15 kg 13 mg per kg lopinavir/3.25 mg per kg ritonavir twice daily 
with food. 15 to 50 kg 11 mg per kg lopinavir/2.75 mg per kg ritonavir twice daily with food. > 50 kg 533 mg lopinavir/133 mg ritonavir (four 
capsules or 6.5 mL) 
twice daily with food (same as adult dose). OR 300 mg per m2 lopinavir/75 mg per m2 ritonavir twice daily with food up to a maximum of 533 
mg lopinavir/133 mg ritonavir. 
Adult/Adolescent dose: 533 mg lopinavir/133 mg ritonavir (four capsules or 6.5 mL) twice daily with food. 
Note: Although paediatric clinical trials utilized the mg per m2 body surface area dosing, the FDA-approved doses are based on a mg per kg 
body weight dosage. The 230 mg per m2 lopinavir/57.5 mg per m2 RTV twice daily regimen without NVP or EFV and the 300 mg per m2 
lopinavir/75 mg per m2 ritonavir twice daily regimen with concomitant NVP or EFV resulted in lopinavir concentrations similar to those 
obtained in adults receiving the 400 mg lopinavir/100 mg ritonavir twice daily regimen (without concomitant NVP or EFV). The paediatric 
trials were done in NNRTI naïve patients and there is little data in heavily pretreated paediatric patients. In treatment-experienced patients 
where reduced susceptibility to lopinavir is suspected, higher doses may be required but there is little data to make definitive dosing 
recommendations at this time. 
Major toxicities 
More common: Diarrhoea, headache, asthenia, and nausea and vomiting. Increase in blood lipids (cholesterol and triglycerides), and rash in 
patients receiving lopinavir/ritonavir with other antiretroviral drugs. 
Rare: Spontaneous bleeding episodes in haemophiliacs, pancreatitis, hyperglycaemia, ketoacidosis, diabetes, and hepatitis. 
Drug interactions 
• Lopinavir/ritonavir is extensively metabolized by hepatic cytochrome P450 3A (CYP3A). There could potentially be multiple drug 
interactions.* 
• Before administration, the patient’s medication profile should be carefully reviewed for potential drug interactions. 
• Drugs that should not be coadministered with lopinavir/ritonavir include: antiarrhythmics (i.e., flecainide, propafenone); ergot alkaloid 
derivatives; antihistamines (i.e., astemizole, terfenadine); cisapride; neuroleptics (i.e., pimozide); sedative-hypnotics (i.e., midazolam, 
triazolam); HMG-COA reductase inhibitors (i.e., lovastatin, simvastatin); rifampin and St. John’s wort. 
• EFV and NVP induce the metabolism of lopinavir and decrease plasma concentrations. A dose increase of lopinavir/ritonavir is recommended 
(see dosage section). 
• Anticonvulsant drugs including carbamazepine, phenytoin, and Phenobarbital increase CYP3A activity, leading to increased clearance and, 
therefore, lower levels of lopinavir, and should be used with caution. 
• Dexamethasone decreases lopinavir serum concentrations. Use with caution. 
• Lopinavir/ritonavir increases serum concentrations of some HMG-CoA reductase inhibitors (i.e., atorvastatin, cerivastatin). Pravastatin and 
fluvastatin are preferred alternative agents. 
• Lopinavir/ritonavir increases serum clarithromycin concentration and clarithromycin dose adjustment is recommended in patients with 
impaired renal function (CrCl 30-60 mL/min decrease clarithromycin dose by 50%; CrCl < 30 mL/min decrease clarithromycin dose by 75%). 
• Lopinavir/ritonavir increases rifabutin and rifabutin metabolite concentrations, and dose reduction of rifabutin by at least 75% of the usual 
dose is recommended. Drugs metabolized by the hepatic cytochrome P450 enzyme system have the potential for significant interactions with 
multiple drugs, some of which may be life threatening. These interactions are outlined in detail in prescribing information available from the 
drug companies. These interactions will not be reiterated in this document, and the health-care provider should review those documents for 
detailed information. Before therapy with these drugs is initiated, the patient's medication profile should be carefully reviewed for potential drug 
interactions. 
• Lopinavir/ritonavir increases sildenafil (Viagra) serum concentrations. Reduce 
dose of sildenafil and monitor for toxicity. 
• Lopinavir/ritonavir increases serum concentrations of the antiarrhythmics amiodarone, bepridil, lidocaine (systemic) and quinidine. 
Monitoring of antiarhythmic serum concentrations is recommended. 
• Lopinavir/ritonavir may increase serum concentrations of the immunosuppressant agents cyclosporine, tacrolimus, and rapamycin. Monitor 
serum concentrations of these agents when coadministered. 
• Lopinavir/ritonavir increases serum concentrations of dihydropyridine calcium channel blockers (i.e., felodipine, nifedipine, nicardipine). 
Clinical monitoring is recommended. 
• Lopinavir/ritonavir decreases methadone serum concentrations when coadministered. Patients should be closely monitored for withdrawal 
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symptoms, and methadone dosage should be increased as necessary. 
• Lopinavir/ritonavir increases serum concentrations of ketoconazole and itraconazole. High doses of these agents (>200 mg/day) are not 
recommended. 
• Lopinavir/ritonavir decreases atovaquone concentrations. The clinical significance is unknown. 
• Ethinyl estradiol levels are reduced by lopinavir/ritonavir, and alternative or additional methods of birth control should be used if 
coadministered with hormonal methods of birth control. 
• Administration with other PIs: appropriate doses of lopinavir/ritonavir with APV, SQV, IDV, or additional RTV have not been established. 
• Lopinavir/ritonavir oral solution contains 42.4% alcohol and can cause a disulfiram-like reaction when coadministered with disulfiram or 
metronidazole. 
Special instructions 
• Administer with food. High fat meal increases absorption, especially of the liquid preparation. 
• If coadministered with ddI, ddI should be given one hour before or two hours after lopinavir/ritonavir. 
• Oral solution and capsules should be refrigerated. Can be kept at room temperature up to 77ºF (25ºC) if used within two months. 
 
* This table was adapted from the Guidelines by the Working Group on Antiretroviral Therapy and Medical Management of HIV-
Infected Children convened by the National Paediatric and Family HIV Resource Center (NPHRC), the Health Resources and 
Services Administration (HRSA), and the National Institutes of Health (NIH). 
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ANNEX I.7: EXAMPLE CLINIC CHART: BASELINE CLINICAL STAGING 
iThemba Family Care Centre   

Patient Name: __________________________________ Today’s date: __ __ / __ __ / __ __ __ __   
  first name                                                surname             day      month                 year 
                                           

 

1. Patient Profile: 
Age: __________ yrs 

 

Gender:             ○  male                         ○  female    
 

2. Contact Details: 
 

Home address: ___________________________  tick at least one:○ (home landline) _________________________ 

                           ___________________________                   ○ (patient’s cell): _________________________     

                  ___________________________                   ○ (friend/neighbor): ______________________      
                    
 

3. HIV diagnosis: 
 

When were you tested HIV-positive? 
 

○ today for the first time 
○ before today, (date): _________________________ 
 

 

Location of HIV-positive test 
 

○ Hospital: ________________________________ 
○ Clinic: __________________________________ 
○ other  : ________________________ 
 

 

Have you had an HIV-test before this one? 
 

○  no 
○ yes,         when ?____________________________ 
                   result of test:        ○ negative            ○ positive 

 

4. ARV history 
 

Have you used ARVs before? 
 

○  no 
 

 

○  yes,    when?   _____________________________ 
              where? ________________________ 

 

(females)  Have you used Nevirapine for any 
pregnancy? 

 

○  no 
 

 

○  yes,    when?   _____________________________ 
              where? ________________________ 

 

5. WHO staging assessment 
WHO stage 1 yes WHO stage 4 yes 

Asymptomatic HIV infection ○ Candida (esoph, bronchi, trachea, or lung) ○ 
Persistent generalized lymphadenopathy ○ Cryptococcosis - extrapulmonary ○ 

WHO stage 2 ○ Cryptosporidiosis with diarrhea (>1 month) ○ 
Herpes zoster (within last 5 years) ○ CMV (other than liver, spleen, lymph nodes) ○ 
Minor mucocutaneous manifestations ○ Herpes simples (or > 1mo, visceral any duration) ○ 
Recurrent upper respiratory tract infections ○ HIV encephalopathy ○ 
Weight loss < 10% of body weight ○ HIV wasting syndrome ○ 

WHO stage 3 ○ Kaposi’s Sarcoma ○ 
Severe bacterial infection (pna, pyomyositis…) ○ Atypical mycobacteriosis, disseminated ○ 
Oral condidiasis (thrush) ○ Mycosis, disseminated (histo, coccidiodomycosis) ○ 
Unexplained chronic diarrhea (>1 month) ○ Tuberculosis - extrapulmonary ○ 
Unexplained prolonged fever (interm/const < 1 mo) ○ PCP ○ 
Oral hairy leukoplakia ○ PML (progressive multifocal leukoencephalopathy) ○ 
TB pulmonary (within last year) ○ Salmonella septicemia – non-typhoid ○ 
Weight loss >10% body weight ○ Toxoplasmosis - CNS ○                                                

                                               patient stage:      ○  stage 1          ○  stage 2          ○  stage 3           ○  stage 4   
 

                                                 
Scheduling:        NO PRIOR CD4                           ALREADY HAS CD4 
       ______________________________________________________________________________________________________________________________________________________________________________________ 

_                                    ○   draw blood for staging CD4            < 200         ○  schedule doctor’s assessment 
          ○   schedule follow-up to give CD4                ○  link with home-based carer  
                                               200-500    ○  schedule 6 mo follow-up 
 

                         > 500        ○  schedule 12 mo follow-up 
                 
 

Additional comments: ___________________________________________________________________________ 
 
Staff performing assessment:         ○  doctor  __________________________________Initials: __________ 
 
          ○  nurse    __________________________________Initials: __________ 
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ANNEX I.8: EXAMPLE CLINIC CHART: BASELINE PHYSICAL EXAMINATION 
iThemba Family Care Centre   

 
Patient Name: __________________________________ Today’s date: __ __ / __ __ / __ __ __ __   
  first name                                                surname             day      month                 year 
                                           

 

 
1. VITAL SIGNS 
 

Temperature:  _________. __ ‘C       Height:  ________ cm         Weight: ____________kg            BMI :_____________ 
 
 Blood pressure:  ________ / _________                  Pulse: ______________ bpm                     Respirations ______________bpm 
 
 
     Staff taking vitals:  ________________________________ Initial: __________ 
 
2.  KARNOFSKY (PERFORMANCE) SCORE: 

 
○    normal health  100%                                                                                  ○    disabled  50% 
○    minor symptoms 90%                                                                                 ○    require considerable assist/med care 40% 
○    normal activity with some effort  80%                                                      ○    severely disabled, in hospital  30% 
○    unable to carry out normal activity, but able to care for self  70%      ○    very sick, active support needed  20% 
○    requires help with personal care/needs  60%                                         ○    moribund, near death  10% 
 
 

      Karnofsky Score: __________ % 
      

Staff taking score:  ________________________________ Initial: __________ 
 

 

3.  PHYSICAL EXAMINATION 
 

examination  
normal 

 
abnormal 

Not 
performed 

comments/diagrams 

1. General appearance 
 

○ ○ ○ 

2.  Skin  
 

○ ○ ○ 

 
 
 
 

3.  Head & neck 
 

○ ○ ○  

4.  Ears, nose, throat 
 

○ ○ ○ 

5. Cardiovascular 
 

○ ○ ○ 

6.  Lungs 
 

○ ○ ○ 

7.  Abdomen 
 

○ ○ ○ 

8.  Lymph nodes 
 

○ ○ ○ 

9.  Uro-genital 
 

○ ○ ○ 

10.  Musculoskelatal 
 

○ ○ ○ 

11.  Neurologic 
 

○ ○ ○ 

12.  Mental status/mood 
 

○ ○ ○ 

13.  Other 1:_____________ 
 

○ ○ ○ 

14.  Other 2: _____________ 
 

○ ○ ○ 

 

 
Additional comments:  _________________________________________________________ 

      _________________________________________________________ 
    

                               Staff performing assessment:         ○  doctor  _____________________Initials: __________ 
 

                      ○  nurse    ____________________Initials: __________    
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ANNEX 1.9: EXAMPLE CLINIC CHART: BASELINE HISTORY – HIV AND TB-FOCUSED 
iThemba Family Care Centre   

baseline medical & HIV history                                  form 1.9  
 

 
Patient Name: ____________________________    Today’s date: __ __ / __ __ / ___ ___ ___ ___   
                                           First                                             Surname     
     

 

             
1.  GENERAL MEDICAL HISTORY 

medical condition 
(current or  past) 

diagnosed Comments 
(date of recent diagnosis if known) 

1. Renal disease ○ Y       ○  N  
2. Hepatic disease (ever yellow eyes/skin?) ○ Y       ○  N  
3. Anemia ○ Y       ○  N  
4. Mental illness (depression) ○ Y       ○  N  
 

5. Other 1 (spedify): _____________________ ○ Y       ○  N  
 

6. Other 2 (spedify): _____________________ 
○ Y       ○  N  

 

7. Other 3 (spedify): _____________________ 
○ Y       ○  N  

 
2.  TB HISTORY 
Pulmonary TB 1. Current or past diagnosis of pTB? ○ yes       ○  no 
 2. On treatment now or prior treatment for pTB? ○ yes       ○  no 

       If yes, clinic site: ___________________ 
      If yes, which tx: ____________________ 
      Start date: ________________________ 
       Duration on tx: ____________________ 
 

 3. If prior treatment, any breaks (gaps) in treatment? ○ yes      ○  no 
 4. Sxs of pTB currently? (cough, weight loss, night sweats) ○ yes      ○  no 
 5. ppd (TB skin test)  ○ never done       ○  done in past 

     date of last ppd: __ __ / __ __ / __ __ 
     results of last ppd:  _______________ 

 6. Chest x-ray ○ never done       ○  done in past 
     date of last CXR: __ __ / __ __ / __ __ 
     done where? ___________________ 
     results of last CXR:  ______________ 

 7. Sputum ○ never done       ○  done in past 
       date of last: __ __ / __ __ / __ __ 
       done where? __________________ 
       results of last:  __________________ 

 8. INH prophylaxis  ○ never 
○ currently taking        
○  took in the past 

Extrapulmonary 
         TB  

9. Ever been told you had TB somewhere else in your 
body? 

○ yes       ○  no 
If yes, describe:_______________________ 

____________________________________ 
 
3. HOSPITALIZATION HISTORY 
Hospitalized in past year (12 months)? ○ yes       ○  no  

If yes, number of times? _______________ 

If yes, reason(s) for hospitalization(s):_________________ 
___________________________________ 
___________________________________ 
 

 
4. REPRODUCTIVE / SEXUAL HISTORY (men & women) 
1. Is the patient pregnant? ○ yes               ○  no          ○  unsure ○ not applicable  - male        
2. Last menstrual period (LMP)? __ __ / __ __ / __ __ __ __  

    day              month            year 

○ not applicable  - male        

3. Is patient (or partner) using any 
form of family planning? 

○ yes               ○  no           If yes, specify type: 
○  condom                        
○  oral contraceptive pills   
○ depo-provera injection   
○ other: ______________________________                    
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4. (women) Pap smear in the past? ○ yes               ○  no           If yes, date: __ __ / __ __ / __ __       
                     ○  normal            ○   abnormal     

 
5.  CURRENT SYMPTOMS 

Sign or symptom  yes no Sign or symptom yes no 
1.  cough ○ ○ 13.  pain – abdominal ○ ○ 
2.  depression ○ ○ 14.  pain – muscles ○ ○ 
3.  diarrhea ○ ○ 15.  pain – legs/feet ○ ○ 
4.  difficulty breathing ○ ○ 16.  poor appetite ○ ○ 
5.  fatigue ○ ○ 17.  rash ○ ○ 
6.  fever ○ ○ 18.  thrush in mouth ○ ○ 
7.  headache ○ ○ 18.  weakness ○ ○ 
8.  memory problems ○ ○ 19.  weight gain ○ ○ 
9.  nausea and/or vomiting ○ ○ 20.  weight loss ○ ○ 
10.  new visual problems ○ ○ 21.  other 1 (specify) ○ ○ 
11. night sweats ○ ○ 22.  other 2 (specify) ○ ○ 
12. numbness or tingling in hands or feet ○ ○ 23.  other 3 (specify) ○ ○ 
 
6.  HIV/AIDS HISTORY 
1. Date of most recent HIV-test    ___ ___ / ___ ___ / ___ ___ ___ ___ 

            day               month                    year 
2. Location of most recent test Clinic/hospital site: ____________________________________ 
3. Have you been tested before this? ○ yes        ○  no          If yes, when/results? __________________________ 
4.  Treatment for HIV/AIDS ○ yes        ○  no          If yes, which?      

                                         ○    ARV’s ______________________________ 
                                     ○    traditional medicine  _____________________ 
                                     ○    immune booster(s) ______________________ 
                         ○    other __________________________________ 

5. prophylaxis for HIV opportunistic infections ○ yes        ○  no          if yes, which:        ○ Bactrim        ○  fluconazole      
  

6.  Partner sick or past away due to HIV/AIDS  ○ yes        ○  no   
         

7.  Family/partner/children at home with HIV? ○ yes        ○  no           
 

8.  CD4 test ○ yes        ○  no        if yes, when/result: _______________    
9.  Viral load ○ yes        ○  no        if yes, when/result: _______________      
10.  Have you been sick due to HIV/AIDS? ○ yes        ○  no       

     

 
7. WHO staging system  

WHO stage 1 yes WHO stage 4 yes 
Asymptomatic HIV infection ○ Candida (esoph, bronchi, trachea, or lung) ○ 
Persistent generalized lymphadenopathy ○ Cryptococcosis - extrapulmonary ○ 

WHO stage 2 ○ Cryptosporidiosis with diarrhea (>1 month) ○ 
Herpes zoster (within last 5 years) ○ CMV (other than liver, spleen, lymph nodes) ○ 
Minor mucocutaneous manifestations ○ Herpes simples (or > 1mo, visceral any duration) ○ 
Recurrent upper respiratory tract infections ○ HIV encephalopathy ○ 
Weight loss < 10% of body weight ○ HIV wasting syndrome ○ 

WHO stage 3 ○ Kaposi’s Sarcoma ○ 
Severe bacterial infection (pna, pyomyositis…) ○ Atypical mycobacteriosis, disseminated ○ 
Oral condidiasis (thrush) ○ Mycosis, disseminated (histo, coccidiodomycosis) ○ 
Unexplained chronic diarrhea (>1 month) ○ Tuberculosis - extrapulmonary ○ 
Unexplained prolonged fever (interm/const < 1 mo) ○ PCP ○ 
Oral hairy leukoplakia ○ PML (progressive multifocal leukoencephalopathy) ○ 
TB pulmonary (within last year) ○ Salmonella septicemia – non-typhoid ○ 
Weight loss >10% body weight ○ Toxoplasmosis - CNS ○ 
 

                                 Confirmation of patient staging:     ○ stage 1      ○ stage 2      ○ stage 3      ○ stage 4 
 

 
 

Form completed by (name):   ○  Dr. K. Smit                   Initials: __________ 
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ANNEX I.10: EXAMPLE CLINIC CHART: CLINIC FOLLOW-UP VISIT FORM 
 

 
Patient Name: __________________________________ Today’s date: __ __ / __ __ / __ __ __ __  

       day     month                  year 
                                           

   
(scheduled) visit code:             (unscheduled) btw visit code:                 &  
 

PT  =  drug-readiness                                               * Post ARV-initiation visit codes (scheduled visits):                                                                    
          Still in progress       0   =  ARV initiation                 8   =  8 wk  on ARV                 28   =  28 wk on ARV                52   =  52 wk on ARV                  
           initiation                1   =  7-d check                                                                       32   =  32 wk on ARV                56   =  56 wk on ARV               
                                          2   =  2 wk  on ARV                12 = 12 wk  on ARV                36   =  36 wk on ARV                60   =  60 wk on ARV                  
TD =   treatment              3   =  3 wk  on ARV                16   =  16 wk on ARV              40   =  40 wk on ARV                64   =  64 wk on ARV                  
          initiation                 4   =  4 wk  on ARV                 20   =  20 wk on ARV              44   =  44 wk on ARV                68   =  68 wk on ARV                  
          delayed                 6   =  6 wk  on ARV                 24   =  24 wk on ARV              48   =  48 wk on ARV                72   =  72 wk on ARV                  
 

 

 
     Section 1:   To be filled by the counselor, nurse or doctor  
 
1. What is your current ARV & OI prophylaxis regimen?  (have patient name the drugs and dosing times) 
  

Medication how many times per day? how many tablets? What time? Accurate? 
    ○ yes      ○ no 
    ○ yes      ○ no 
    ○ yes      ○ no 
    ○ yes      ○ no 
    ○ yes      ○ no 

        Staff comment(s):  ___________________________________________________________ 
       
2. During the last (7) days, how many of your pills/doses did you miss? 
 

    ○  missed one dose only (specify which drug/when):  _____________________________ 
     ○  missed more than one dose (specify which drugs/when): ________________________ 
    ○  missed many doses  (specify which drugs/when):  _____________________________ 
     ○  missed all / stopped taking medications: (specify when stopped) : ____________________________ 

     ○  did not miss any doses 
 

 

3. (if patient missed doses) What is the reason(s) for missing pills/dose?       ○  no pills missed or late 
 

    ○  forgot           ○  someone stole my drugs                       ○  patient ran out of drugs 

    ○  felt too ill  ○  lost my drugs                                           ○  clinic ran out of drugs 

    ○  side-effects  ○  disclosure issues                                      ○  other:_______________________ 
 

    
4.  Since last visit, have you started any new meds (including traditional)? ○ no   ○ yes.  If yes, tick 
 

Medication type/name Started when/where? Reason for taking? 
○ herbal/traditional   
○ minerals/vitamins   
○ immune booster   
○  other: _________________   

     

    (*NOTE:   add any new medications, to medication log form) 
 
5. Since last visit, have you rec’d/participated in any CLINIC services/activities?  ○ no    ○ yes 
  
 5a.  If yes, which services/activities?    ○ HBC home visit                          
                                                            ○ visit with clinic counselor 

                                                                                                   ○ visit with social worker           
                                                            ○ visit with clinic nurse 

                                                                    ○ other (specify): ______________________________________ 
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6.  Women on (or starting) Stocrin only: 
     ○   NO, have not had injectable contraception yet, but planned to receive: (date) ______________________ 
     ○   YES, have had injectable contraception – received last:  (date) ______________________________________ 
     ○  location of clinic where injection obtained? ___________________________________________________________   
     ○  documentation of last injection? Æ   ○  yes, copy in chart     ○  no, will bring to next RTC appointment  
      ○  next injection is due?  Month_______________________  Date: __________________________ 

 
7.   What family-planning [& STD protection ]are you using with your partner?  (men & women) 

 Must tick one:          ○YES - condoms               

                                   ○ NO - condoms Æ if no, counsel on risk of HIV re-infection, STDs & pregnancy in HIV.  

Any other used?     ○  birth control pills                          ○  diaphram/cervical cap       ○  abstinence 

                            ○  injectable contraception          ○  no partner currently    ○  other: __________________ 
 

  
Additional comments: ____________________________________________________________________________________ 

   ________________________________________________________ 
 

     Staff filling this section:  _________________________________Initials: __________ 
 
 

   Section II:   To be filled by the professional nurse or doctor 
 
1. ARV status:   

○ currently on ARVs           ○ initiation delayed.  If delayed, reason: 

     ○ acute illness                                    ○ TB treatment < 2 months 

    ○ needs more training/support          ○ other: _______________ 

       ○ additional home visits needed       

○ drug-readiness training still in progress 

 

2. Since the last visit, have you experienced any of the following? ○ no    ○  yes.  If yes, tick… 
 

Sign or symptom  yes no Sign or symptom yes no 
1.  cough ○ ○ 13.  pain - abdominal ○ ○ 
2.  depression ○ ○ 14.  pain - muscles ○ ○ 
3.  diarrhea ○ ○ 15.  pain – legs/feet ○ ○ 
4.  difficulty breathing ○ ○ 16.  poor appetite ○ ○ 
5.  fatigue ○ ○ 17.  rash ○ ○ 
6.  fever ○ ○ 18.  thrush in mouth ○ ○ 
7.  headache ○ ○ 18.  weakness ○ ○ 
8.  memory problems ○ ○ 19.  weight gain ○ ○ 
9.  nausea and/or vomiting ○ ○ 20.  weight loss ○ ○ 
10.  new visual problems ○ ○ 21.  other 1 (specify) ○ ○ 
11. night sweats ○ ○ 22.  other 2 (specify) ○ ○ 
12. numbness or tingling in hands or feet ○ ○ 23.  other 3 (specify) ○ ○ 

          (*NOTE:   fill out Adverse Events form if indicated by findings above) 
 

    Additional comments: __________________________________________________________________________________ 
     ________________________________________________________________________ 
 

3. Since last visit, have you been hospitalized?  ○ no      ○  yes*  (*If yes, fill out hospitalization form)   

       2a. If yes, how many hospitalizations since last visit?  __ __ 
 2b. Briefly describe reason(s) for hospitalization: _______________________________ 
__________________________________________________________________________ 
4. Since last visit, have you seen a health care provider outside iThemba Clinic?  ○ no      ○  yes* 
     [ *If yes, fill out form for outside medical care – (12a) or (13a) ]   
 .     3a. If yes, who have you seen?            ○ doctor/nurse at gov’t hospital/clinic           
                                                           ○ pharmacist/chemist 

                                                                                                  ○ private GP           
                                                           ○ traditional healer    

                                                                   ○ other (specify): ________________________________________ 
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5.  Vital signs  (may be filled by nurse) [previous weight _________kg] 
 
Temperatrure:  ___ ___ ___ . ____ ___             Height:  ______________ cm               Weight _______________ kg 
 
Blood pressure:  ___________ / _____________ Pulse: ______________ bpm               Respirations ___________bpm 
 

 
6. Focused PHYSICAL EXAMINATION: 

examination normal abnormal not done Comments 
 

1. General appearance ○ ○ ○ 
 

2.  Skin  ○ ○ ○ 
 

3.  Head & neck ○ ○ ○ 
 

4.  Ears, nose, throat ○ ○ ○ 
 

5. Cardiovascular ○ ○ ○ 
 

6.  Lungs ○ ○ ○ 
 

7.  Abdomen ○ ○ ○ 
 

8.  Lymph nodes ○ ○ ○ 
 

9.  Urogenital ○ ○ ○ 
 

10.  Muskuloskelatal ○ ○ ○ 
 

11.  Neurologic ○ ○ ○ 
 

12.  Mental status ○ ○ ○ 
 

13.  Other 1: _____________ 
○ ○ ○ 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

        (*NOTE:   fill out Adverse Events form if indicated by findings above) 
 
7.  Since your last visit, have you had any of the following conditions? 
 

WHO stage 1 yes WHO stage 4 yes 
Asymptomatic HIV infection ○ Candida (esoph, bronchi, trachea, or lung) ○ 
Persistent generalized lymphadenopathy ○ Cryptococcosis - extrapulmonary ○ 

WHO stage 2 ○ Cryptosporidiosis with diarrhea (>1 month) ○ 
Herpes zoster (within last 5 years) ○ CMV (other than liver, spleen, lymph nodes) ○ 
Minor mucocutaneous manifestations ○ Herpes simples (or > 1mo, visceral any duration) ○ 
Recurrent upper respiratory tract infections ○ HIV encephalopathy ○ 
Weight loss < 10% of body weight ○ HIV wasting syndrome ○ 

WHO stage 3 ○ Kaposi’s Sarcoma ○ 
Severe bacterial infection (pna, pyomyositis…) ○ Atypical mycobacteriosis, disseminated ○ 
Oral condidiasis (thrush) ○ Mycosis, disseminated (histo, coccidiodomycosis) ○ 
Unexplained chronic diarrhea (>1 month) ○ Tuberculosis - extrapulmonary ○ 
Unexplained prolonged fever (interm/const < 1 mo) ○ PCP ○ 
Oral hairy leukoplakia ○ PML (progressive multifocal leukoencephalopathy) ○ 
TB pulmonary (within last year) ○ Salmonella septicemia – non-typhoid ○ 
Weight loss >10% body weight ○ Toxoplasmosis - CNS ○ 

         (*NOTE:   add new AIDS defining illnesses, fill out Adverse Events form) 
 
 
8. Any changes in the patient’s OI prophylaxis planned for today? 

 
currently 

taking 

Medication 
 

recommendation 
start            stop         continue 

Reasons for 
discontinuation* 

dose change/ or comment 

○ bactrim ○          ○           ○ ڤ      ڤ      

○ dapsone ○          ○           ○ ڤ      ڤ      

○ fluconazole ○          ○           ○ ڤ      ڤ      

○ INH ○          ○           ○ ڤ      ڤ      

      ڤ      ڤ ○           ○          ○ ___________ ○
*Primary and secondary reasons for OI prophylaxis discontinuation: 
1 =  prophylaxis completed       2 = increased CD4, no longer needed       3 = side effects/allergic rxn       4 = other, specify: ___________________________ 
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9.   Any changes in the patients ARV regimen planned for today? 
 

currently 
taking 

ARV 
 

recommendation 
start            stop         continue 

Reasons for 
discontinuation* 

dose change/ or comment 

○ 3TC ○          ○           ○ ڤ      ڤ      

○ D4T ○          ○           ○ ڤ      ڤ      

○ nevirapine ○          ○           ○ ڤ      ڤ      

○ stocrin ○          ○           ○ ڤ      ڤ      

      ڤ      ڤ ○           ○          ○ ___________ ○
*Primary and secondary reasons for ARV discontinuation: 
1 =  side effects       2 = lab abnormalitiy       3 = allergic reaction       4 =  non-compliance     5. other, specify: _______________________________________ 

 

10.  What test(s)/studies will be ordered today?                             ○   none                          
○   TB skin test              ○   lumbar puncture               ○   electrolytes (U&E)                  ○   viral load   

○   FBC                         ○   ALT                                       ○   sputum for AFB                      ○   CD4 count 

○   chest XRAY             ○   AST                                      ○   sputum for TB culture            ○   other 
__________________ 
 

 

 
11.  What medications will be prescribed for the patient today?      (if any, fill iThemba dispensing log) 

medication Reason not to order dose frequency 

○   influenza vaccination             ○   off-season            
○   pneumovax             ○   already given 

○   CD4 < 500  

  

    
 

 

12.  What referral(s) will be made for the patient today?           ○   none,  support group reminder only                              
○   HBC home visit               ○   social worker                   ○   local clinic for family planning (injection, other…) 

○   Dept of Welfare             ○   other ____________________________________________________________________ 
                                                                                  

 
 

13.  Additional comments / patient care plan:                         ○  see additional PROGRESS NOTE page              
       __________________________________________________________________ 
       __________________________________________________________________ 
     __________________________________________________________________ 
     __________________________________________________________________ 
     __________________________________________________________________ 
     __________________________________________________________________       
 

 ○    hospital admission   DX: __________________________  (see photocopy of green card + admission sheets) 
 
14. When is the patient’s next appointment? 
○   1-week             ○   1-month                                                                                    

○   2-weeks            ○   other: ___________________      clerk to schedule            Appointment Date:                                                                                                                   

                                                                                                               __ __ / __ __ / __ __ __ __    
                                                                                                                                             day            month                 year 
                                                                                                                                                                                        Day of the week:   

___________                                                                                             Time:  

_________________                   
 

 

  
Doctor filling form:  _________________________________________Initials: _________ 
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ANNEX I.11: EXAMPLE CLINIC CHART: ARV TREATMENT CONTRACT 
St. Elsewhere HIV Clinic 

ARV Treatment Contract 
a partnership in care 

 
 
 
 
I, _________________________, as a staff member of the St. Elsewhere HIV Clinic,   
 

agree to provide the patient with: 
o triple antiretroviral (ARV) therapy for a minimum duration of five (5) years 
    (treatment beyond this time is expected but NOT guaranteed) 
o clinical care and safety testing to monitor the clinical safety of these  
 medications. 
o 6-monthly viral loads and CD4 counts to see how well these drugs are  
 working. 
o support in maintaining adherence to therapy. 
o education with respect to HIV and antiretroviral therapy. 

 
Furthermore, I guarantee that all information given me by this patient will be treated with the strictest 
confidentiality. 
 

_______________________________________________________________________ 
 
      I, _________________________ , as a patient of the St. Elsewhere HIV Clinic 
        

agree to the following: 
o to take my medication as prescribed and on a daily basis. 
o to attend the clinic on all scheduled dates. 
o to have blood taken from my arm when needed for lab monitoring 
o to allow the community-based carer (CBW) to visit me outside of the clinic. 
o to allow anonymous details of my therapy to be reported to show the benefit of the programme. 

 
Furthermore, I understand that, although every effort is being made to continue my therapy for as long 
as it is needed, at present only (5) calendar years of antiretroviral therapy can be guaranteed. 
Treatment may also be stopped for safety reasons or for virological failure. 

 
 
PATIENT 
Print name: __________________Signature:____________________Date: ___________ 
STAFF MEMBER: 
Print name: __________________Signature:____________________Date: ___________ 
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ANNEXES TO CHAPTER IV, ACCREDITATION OF SERVICE POINTS: 

ANNEX IV.1: GENERAL ACCREDITATION PROCESS AND CRITERIA 

ANNEX IV.2: ACCREDITATION CRITERIA: SERVICE POINTS 

ANNEX IV.3: ACCREDITATION CRITERIA: MANAGEMENT AND ADMINISTRATION 

ANNEX IV.4: ACCREDITATION CRITERIA: CLINICAL SERVICES 

ANNEX IV.5: ACCREDITATION CRITERIA: HUMAN RESOURCES 

ANNEX IV.6: ACCREDITATION CRITERIA: LABORATORY SERVICES 

ANNEX IV.7: SITE ASSESSMENT FORM 
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ANNEX IV.1: GENERAL ACCREDITATION PROCESS AND CRITERIA 

The accreditation process for service sites participating in the comprehensive HIV and AIDS care and 
treatment programme must be rigorous, to ensure quality HIV care, but must at the same time be flexible 
enough to account for differences in facilities’ baseline size, organisation, available personnel and 
infrastructure. Accredited service sites are defined as geographical areas that have the capacity to meet the 
specified accreditation requirements within a single hospital or clinic, or though the aggregated facilities and 
services in the area. In other words, it is a single facility or a grouping of facilities, which combined meet the 
accreditation criteria, and which could include NGOs, private clinics or corporations. After initial 
assessment and accreditation, service sites will be re-assessed every three to five years to re-evaluate their 
capacity to deal with increasing patient numbers and service demands. 

The accreditation process is a means towards an end, and not a goal in itself, and should as such not be an 
obstacle to urgently scaling up the provision of quality comprehensive HIV and AIDS care and treatment 
within the country. This is reflected in the accreditation criteria, which tend to focus on an assessment of the 
adequacy of the systems and staff in place with regard to the tasks to be performed, rather than being 
prescriptive and detailed. 

The criteria below are divided in minimum criteria and site strengthening recommendations. Minimum 
criteria are those that need to be met by any service site to be accredited to provide ARVs, while the site 
strengthening recommendations are intended for facilities with more limited resources at this time to 
improve their infrastructure, and they can be ignored if not applicable. Systems used at the service sites 
should preferably be robust and not dependent on a single individual, but for initial accreditation and rollout 
less robust systems will suffice, if strengthening of the systems is undertaken simultaneously.  

While the minimum accreditation criteria may seem stringent at first, they largely coincide with the current 
standard operating procedures and practices in place at (public) health care facilities in South Africa.  

Within two days after a site assessment has taken place, a site specific strengthening plan, based on 
identified needs, will be written by the assessment team in collaboration with the service site. Some 
projected sites will not immediately be able to meet the accreditation criteria below, and appropriate 
resources will then be deployed to enable the site to upgrade and be accredited within a reasonable time 
frame.   

The accreditation criteria are categorized according to critical elements evaluated during the service site 
assessment: 

A. The physical service site facility 
B. Management and administration 
C. Clinical services 
D. Human resources 
E. Staff training 
F. Laboratory 
G. Pharmacy 
H. Adherence support and education 
I. Social services and support 
J. Nutrition 
K. Community resources and links 
L. Data management 

The accreditation criteria used are largely derived from the following assessment tools, which have been 
widely used and proven adequate in different geographical, cultural, and economic settings, and which have 
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been adapted to the implementation needs of the comprehensive HIV and AIDS care and treatment plan: 

1. ‘Tool to Assess Site Program Readiness for Initiating Antiretroviral Therapy (ART)’, version 1.0, May 
2003. By Lisa Hirschhorn et al; published by John Snow, Inc, for the U.S. Agency for International 
Development, Boston, MA, USA. 

2. HIV/AIDS Care Access Initiative, Health Unit Assessment Tool’, version September 3, 2003. 
PharmAccess International. 

3. ‘HIV/AIDS Care Site Assessment Tool’, version September 5, 2003.  Pangea Global AIDS Foundation. 
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ANNEX IV.2: ACCREDITATION CRITERIA: SERVICE POINTS 
 
Minimum requirements: 
1. Adequate number of consultation and treatment rooms for projected number of patients, to ensure patient 

confidentiality. 
2. Adequate, private counseling space for projected number of patients, to ensure patient confidentiality. 
3. Safe waste disposal throughout the site, with sharps buckets present in all exam rooms and in the 

laboratory. 
 
Strengthening recommendations: 
- Electricity generator for sites without back-up. 
- Early development of an expansion plan, as needed and including laboratory and pharmacy, based on 

projected patient numbers. 
- Development of an adequate waiting/reception area, if not yet available. 
- Creation of on-site flexible space for group training and group counseling sessions. 
- Improvement of accessibility where needed (access roads, pedestrian pavement, accommodating patients 

with disabilities, rerouting of public transport lines). 
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ANNEX IV.3: ACCREDITATION CRITERIA: MANAGEMENT AND ADMINISTRATION 
 
Minimum requirements: 
1. Presence of a dedicated project manager with a health care background, who supervises the programme 

and its expansion. Project management skills are advantageous for this position, but most important is a 
non-judgmental approach to HIV and AIDS care and treatment, as non-judgmental site leadership has 
shown the closest correlation with site success in terms of patient follow up and retention. Included in 
the project manager’s tasks are maintaining contact with the provincial HIV and AIDS Unit and local 
officials, and streamlining/incorporating input from local Advisory Committees.  

2. Clearly identified management personnel with contact data:  
-Clinic Director/Administrator  
-Medical Director 
-Chief Nurse  
In smaller service sites these roles may overlap, but the persons need to be identified. 

3. Adequate staff on site to manage, take inventory of, and account for all resources (monetary and 
otherwise), including IT equipment, laboratory equipment, reagents and medication. 

4. Adequate system in place to account for all resources (monetary and otherwise) in a  
real time manner.  

5. (Cell) Phone access to each facility that is part of the service site. 
6. Fax access. 
 
Strengthening recommendations: 
- Establishing computer and internet access, or extending existing services. 
- Implementation of computerized administration systems for service points with paper records. 
- Participation in fiscal and administrative internal and/or external QC. 
- Implementation of systems for tracking patient utilization in the out-patient clinic, daily bed occupancy 

rate, average length of stay, and number of referrals. 
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ANNEX IV.4: ACCREDITATION CRITERIA: CLINICAL SERVICES 
 
Minimum requirements: 
1. A confidentiality policy in place for all service site employees. 
2. Dedicated HIV care and treatment team available within the service site with representation of 

physician(s), nurse(s) and counsellors in appropriate ratios: 
-physician to professional nurse ratio range 1:1 to 1:4 (depending on nurse involvement in counseling 
and education) 
-nurse to counselor ratio minimally 1:2, unless all counseling is provided by nursing staff; no maximum 
ratio 

3. Appointment system or other system in place to assure highest obtainable continuity in care with the 
above health care workers, and to track patients. 

4. Universal precautions in place throughout the site. 
5. Dedicated HIV care and treatment service capacity in place, which may be embedded in the overall care 

structure of the facility, as long as continuity of care is ensured. This means that irrespective of the time 
and place the service site chooses to provide care (e.g. the routine OPD clinic), continuity between the 
patient and the care and treatment team must be ensured. 

6. On-site or nearby access to adequate laboratory services, pharmacy, and nutritionist(s) or health care 
providers with a background in nutritional counseling.  

7. Implementation and maintenance of the compehensive HIV and AIDS care and treatment plan in 
alignment with National Treatment Policy Guidelines. 

8. Documented integration of the comprehensive HIV and AIDS care and treatment programme with on-
site and/or local VCT, STI, TB, FP, PMTCT, and ANC services. This integration should include explicit 
referral systems. 

9. Trained physician availability within the service site during the hours that HIV positive patients are seen 
in the clinic. 

10. 24 hours access to medical care at the service site or at a proximal referral facility, with coverage (hours 
and location) explicitly clear to staff and patients. 

11. 24 hours access to PEP packages (according to the latest national guidelines) at the service site or 
proximal referral facility with clear referral lines, including essential timelines. 

12. PMTCT programme in place on site, if ANC is provided at the service site; established PMTCT referral 
lines to be in place for service sites without ANC services. 

13. Adequate opening hours and clinic days when considering the projected patient numbers and projected 
duration of interaction with health care workers. 

14. Access to, or clear referral systems in place for the following (sub)specialties: 
• antenatal care/obstetrics 
• gynecology  
• internal medicice 
• surgery 
• paediatrics 
• infectious diseases 
• dermatology 
• neurology 
• opthamology 
• ENT 
• gastroenterology 
• pulmonary medicine 
• cardiology 
• oncology 
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15. Access at service site or at referral facility to oxymetry, X-ray imaging, ultrasound imaging, PAP 
smears, and diagnostic pathology. 

16. Written strategy for collaboration with local traditional healers and alternative medicine providers, 
preferably including referral lines. 

 
Strengthening recommendations: 
- Creation of IV treatment/blood transfusion capacity. 
- Creation of short stay/overnight stay availability. 
- Resolution of gaps in (sub)specialist expertise within the service area. 
- Development of strategies to increase appropriate utilization of referral and consultation services. 
- Early identification of correctional facilities in the service site area and identification of their needs. 
- Create access to CT and MRI imaging, if not yet available. 
- Tracking of immunization data for children and influenza vaccination data for adults. 
- Tracking of OI prophylaxis provision data. 
- Tracking of patient numbers lost to follow-up 
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ANNEX IV.5: ACCREDITATION CRITERIA: HUMAN RESOURCES 
 
Minimum requirements: 
1. Presence of a dedicated project manager per service site as described under Section B.  
2. Sufficient administrative and accounting support staff on site to comply with section B. 
3. Dedicated HIV care and treatment team on site with representation of physician(s), nurse(s) and trained 

counsellors in appropriate ratios for the projected patient numbers:  
-physician to professional nurse ratio range 1:1 to 1:4 (depending on nurse involvement in counselling 
and education)  
-nurse to counsellor ratio minimally 1:2, unless all counselling is provided by nursing staff; no maximum 
ratio. 
-maximum physician to patient ratio at onset of programme=1:15 per clinic day 

4. Access at service site, or in immediate vicinity, to adequate laboratory staff for projected number of 
patients and laboratory tests, both technicians and clerks (NHLS responsibility). 

5. Access at service site, or in immediate vicinity, to adequate numbers of pharmacy staff with 
representation of at least one pharmacist. Number of pharmacy assistants and clerical staff should be 
sufficient to meet the minimum pharmacy certification requirements as described in section G. 

6. Access at service site, or in immediate vicinity, to sufficient nutritionist(s) or health care provider(s) with 
a background in nutritional counseling, to serve the projected patient numbers. All projected patients 
should have a minimum of one nutritional evaluation upon entry into the care system. 

7. Where human resource shortages exist, or are predicted based on projected patient numbers for phases 2 
and 3, a recruitment and retention plan should be in place. This plan does not need to be service site 
driven, depending on the policies of the province and/or district. 

 
Strengthening recommendations: 
- Consider hiring Social Worker(s). 
- If implementing hospital supported transportation, ensure adequate driver availability. 
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ANNEX IV.6: ACCREDITATION CRITERIA: LABORATORY SERVICES 
 
Minimum requirements: 
1. Adequate and tidy laboratory space to accommodate the equipment and staff sufficient for the service 

site specific procedures and tests to be performed. 
2. Sharps containers and other universal precautions in place.  
3. Refrigerator capacity on site with ability to cool samples to 2-8 centigrades. 
4. Sample centrifuging capacity. 
5. Sufficient number of phlebotomists or persons approved to draw blood on site. 
6. Protocols in place for sample preparation, storage, and transport, at service sites without on-site 

laboratory 
7. Adequate laboratory equipment, or access to such equipment at the NHLS referral lab, to perform the 

following tests: 
- HIV-1 ELISA 
- Western Blot 
- CD4+ count 
- HIV-1 viral load 
- genotypic HIV-1 resistance testing 
- urinalysis and dipstick 
- electrolytes 
- LFTs 
- Lipase 
- Cholesterol 
- lipid panel 
- FBC with differential 
- ESR 
- RBC typing and crossing 
- India ink stain 
- cryptococcal antigen 
- CMV serology 
- toxoplasmosis serology 
- hepatitis A serology 
- hepatitis B serology 
- hepatitis C serology 
- VDRL/RPR 
- AFB stain 
- aerobic and anaerobic bacterial cultures 
- Mycobacterial cultures 
- viral cultures 
- fungal cultures 
- KOH preparation 

8. Proven ongoing participation of the laboratory in internal and external QA and QC programs. 
9. A system in place to alert health care providers regarding abnormal lab results in a real time manner. 
10. A system in place to report lab results in a timely manner. 
11. Maintenance plan in place for current equipment, including IT equipment. 
12. A protocol in place for indeterminate HIV serology results, consistent with national guidelines.  
 
Strengthening recommendations: 
- Integration of laboratory result reporting with patient records. 
- Purchase of a freezer, preferably with the capacity to freeze samples at –70 centigrades. 
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ANNEX IV.7: SITE ASSESSMENT FORM  

 

Comprehensive HIV and AIDS 
Care and Treatment for South Africa 

 
PROVINCIAL SITE VISIT FORM 

 
 

Province:        
 
District:      
 
Facility Name:     
Facility representative:   (Name / position) :  
    (phone) :    
    (fax):    
    (Email) :    
 
Other Facility representatives:    
 
Date of visit:   

 

I. GENERAL 

Facility details Status Comment or description 

1.  What is the catchment size (population no.) served?   

2.  How many clinics / health centres refer here?   

3.  What tertiary or regional hospital do you refer to?   

 
 

II. BASIC HIV and AIDS SERVICES – CURRENTLY AVAILABLE 

(tick only one) Service 
Available 

on-site 
Referral 
off-site 

Not 
available 

Comment 

VCT     

PMTCT     

TB management     

STI management     

PEP – occup exp (24 hour 
access)     

PEP – survivors of 
sexual assault (24 hour 
access) 

    

Nutritional support      

HIV specialty clinic*     
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II. BASIC HIV and AIDS SERVICES – CURRENTLY AVAILABLE 

(tick only one) Service 
Available 

on-site 
Referral 
off-site 

Not 
available 

Comment 

ARV treatment*      

* For facilities that already have operational Infectious Disease or HIV/AIDS clinics 

Additional Basic HIV and AIDS Services Comments:     

 

 

 

III. LABORATORY CAPACITY 

Lab Capacity Status Comment or description 

1.  Laboratory on-site   

      a.  centrifuge in lab   

      b.  cool storage for specimens   

2.  Adequate staffing for lab    

3.  Utilize NHLS   

4. Utilize other outside/private lab   

5. System to transport specimens to 

lab, receive results 
  

5. Phlebotomist on lab staff   

6.  CD4 testing capacity   

7. HIV viral load capacity   

Additional Laboratory Comments:   

 

 

 

IV. PHARMACY 

Drug Capacity Status Comment or description 

1.  Pharmacy on-site   

2.  Drug dispensing SOPs   

3.  Drug inventory system in place   
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IV. PHARMACY 

Drug Capacity Status Comment or description 

4. Computerized inventory system?   

5. Computerized ordering system?   

6.  Adequate storage space and 

security system  

  

7.  Dispensing ‘Schedule 5’ drugs   

8. Cold storage for medications   

9. One FTE pharmacist   

10.  Currently stocking ARVs   

11 . Fluconazole / Diflucan available    

Additional Pharmacy Comments:  

 

 

 

IV. ARV SERVICE SITE - Accreditation Requirements 

Requirement  Ready? Needed to meet requirement & plan to achieve goal.  (Include 
estimates of time & resource needs if appropriate.) 

1.  CLINIC SPACE: adequate no. of rooms for 
consultation, treatment & counselling (confidentiality 
considered) to accommodate projected patient load. 

  

2.  ACCESS TO CARE:  care accessible 24 hours at 
the facility? Describe how this will be accomplished. 

  

3.  CORE HEALTH CARE TEAM:  sufficient 
trained staff in appropriate ratios to meet projected 
patient load  (doctor, nurses, counsellors, pharmacist, 
nutrition-capable counsellor). Provide FTEs for each 
category.  Also describe number of half-days the clinic 
is open. 

  

4.  STAFFING PLAN:  recruitment, training and skills 
development plan for both core health team & home-
based care team (for short & long-term needs). 

  

5.  PROJECT MANAGER:  one person to supervise 
program implementation and expansion.  May provide 
service for more than one service point.   

  

6. ADMIN SUPPORT: one person to support Project 
Manager and oversee basic program functions.  

  

7. DATA MANAGER: one person to conduct data 
entry and management processes. 

  

8. EXPERT CONSULTATION:  linkages to 
recognized HIV clinical experts, sub-specialists. 
Identify which lines are formalized, and which are 
planned. 

  

9. SUPPORT SERVICES:  links to essential ancillary 
services for continuum of care (NGOs FBOs CBOs)
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IV. ARV SERVICE SITE - Accreditation Requirements 

Requirement  Ready? Needed to meet requirement & plan to achieve goal.  (Include 
estimates of time & resource needs if appropriate.) 

services for continuum of care  (NGOs, FBOs, CBOs) 
including patient support groups. 

10.  PATIENT INTAKE SYSTEM:  means of 
receiving patients on referral from multiple points (e.g. 
VCT, PMTCT, NGOs, CBOs, FBOs, lower-level health 
care facilities, family planning clinics, private sector, 
TB clinics, OPD, hospital wards, traditional health 
practitioners, etc.) 

Describe patient transportation issues and plans. 

  

11.  PATIENT REFERRAL SYSTEM: means of 
referring patients to appropriate level /site for care   
both within and outside of the service point (e.g. 
medical sub-specialty services, community services, 
traditional health practitioners, OPD, TB clinic, STD 
clinic, antenatal clinic, etc.) 

  

12.  PATIENT ID & TRACKING SYSTEM:  ability 
to identify, contact, locate & schedule patients; identify 
defaults and reschedule. 

Describe plan for lost-to-follow-up; resources required, 
transportation, other issues. 

  

13.  PATIENT INFORMATION SYSTEM:  means 
of data capture, maintenance of medical records & 
system to transmit core data to a central data collection 
point.   

  

14.  LINK TO PROVINCIAL HIV/AIDS UNIT:  to 
coordinate briefing of local officials and to streamline 
input for local advisory committees. 

  

15.  INFORMATION, EDUCATION & 
COMMUNICATION (IEC):  system for providing 
initial and ongoing HIV education  to patients, family 
members and community. 

  

16.  EQUIPMENT MAINTAINANCE:  procurement, 
inventory, security and maintenance system.  

  

Additional ARV Service Site Comments:   

 
 
 
 
 
Assessment Team Members:  
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ANNEXES TO CHAPTER V, HUMAN RESOURCES AND TRAINING 

ANNEX V.1: TRAINER PRODUCTIVITY ASSUMPTIONS 

ANNEX V.2: DOCTOR TRAINING MODEL 

ANNEX V.3: NURSE TRAINING MODEL 

ANNEX V.4: HIV COUNSELLOR TRAINING MODEL 

ANNEX V.5: PHARMACIST TRAINING MODEL 
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ANNEX V.1: TRAINER PRODUCTIVITY ASSUMPTIONS 
 
Medical officer training:  2 medical trainers each spending 24 days in a province can train and certify 30 
medical officers.  These numbers are based on a class size of 10, class duration of 3 days, and that the 
training group of 10 will receive mentoring over the course of one week.   
 
Professional nurse training:  2 nurse trainers each spending 30 days in a province can train 90 nurses.   These 
numbers are based on a class size of 30, class duration of one week, followed by 3 days of mentoring on site. 
 
Pharmacist training:  Although new pharmacists being trained will be receiving training on HIV/AIDS as 
part of the normal curriculum, there will be a need to train existing pharmacists.  The didactic course can be 
done remotely, with a one half-day visit to each pharmacy site by a pharmacy trainer.     
 
Counselors:  Counselor training will be done in class sizes of 50, in five-day courses. 
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ANNEX V.2: DOCTOR TRAINING MODEL 
 
OVERVIEW: SCOPE AND OBJECTIVES 
A 2.5 day intensive training course to prepare doctors and selected senior professional nurses to delivery 
comprehensive HIV and AIDS clinical care, inclusive of antiretroviral therapy.  Training is targeted at 
medical officers, general practitioners, medical specialists and selected nurse specialists.  Training will 
utilize didactic teaching & interactive discussion.   
 
Basic Competency on Completion of Training Course 
� Understand Natural History of HIV Disease 
� Diagnose & Manage Opportunistic Infections 
� Initiate and Manage Antiretroviral Therapy 
� Utilize referral & consultation mechanisms 
 
TRAINING PROGRAM – CURRICULUM COMPONENTS 
• Unit 1: HIV Care & Treatment Program  

� Program Overview  
� Levels of Care - referrals 
� Staff Roles and Responsibilities  
� Expert Support 
� Documentation & Reporting 
� Universal Precaution – occupational risks, PEP 

 
• Unit 2: HIV Basics  

� Epidemiology 
� Immunology, Virology 
� Natural History of Disease  – signs & symptoms, staging 

 
• Unit 3: Management of the HIV-positive Patient 

� Counselling – prevention  
� Nutrition 
� Infant Feeding Choices 
� Recognition & Integration of Traditional Medicine 

 
• Unit 4:  TB & Opportunistic Infections 

� TB Management 
� OI prophylaxis 
� OI treatment 

 
• Unit 5 Antiretroviral Drugs  

� Introduction  
� Initiation – criteria & drug selection 
� Special Considerations – pregnancy, prior ARV exposure, concurrent TB treatment 
� Adherence  
� Monitoring 
� Drug interactions 
� Side effects – identification, management  
� Resistance 
� Immune Reconstitution Syndrome 
� Pharmacovigilance – documentation & reporting 
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• Unit 6: Paediatric HIV/AIDS 
� Progression of Disease 
� ARV Treatment 
� Assessment & Monitoring 
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ANNEX V.3: NURSE TRAINING MODEL 
 
OVERVIEW – SCOPE AND OBJECTIVES 
A 3 day intensive training course to prepare nurses to be part of a Health Care Team delivering 
comprehensive HIV and AIDS clinical care, inclusive of antiretroviral therapy.  Training is targeted at 
professional nurses, primary health nurses, enrolled nurses.  Training will utilize didactic teaching, small 
group discussion.  Completion of the training course is one component of a rapid certification process.    
 
Basic Compentencies 
� Understand Natural History of HIV Disease 
� Perform targeted physical examination & assessment  
� Manage HIV-positive patients in early stages of disease 
� Identify & Refer ARV eligible patients 
� Monitor Patients on ARV  
� Recognize Signs & Symptoms necessitating referral 
� Provide patient education, counselling and adherence support 

 
TRAINING PROGRAM – CURRICULUM COMPONENTS 
Unit 1: HIV Care & Treatment Program  

� Program Overview  
� Levels of Care - referrals 
� Staff Roles and Responsibilities  
� Documentation & Reporting 
� Universal Precaution – occupational risks, PEP 

 
Unit 2: HIV Basics 

� Epidemiology 
� Stigma & Disclosure 
� Immunology, Virology 
� Disease Progression – signs & symptoms, staging 
� Opportunistic Infections 

 
Unit 3: Antiretroviral Drugs  

� Introduction – drug classes, mechanism of action 
� Laboratory Monitoring 
� Adherence Monitoring  
� Side-effects  

 
Unit 4: Patient Counselling & Education 

� Pre and Post-test counselling  
� Infant Feeding Choices 
� Treatment Readiness and Assessment 
� Adherence Support 
� Ongoing Education and Support 
� Recognition & Integration of Traditional Medicine 

 
Unit 5: Management of the HIV-positive Patient 

� Identification and testing of high-risk Patients 
� Taking a focused HIV & TB history 
� Assessment of Nutritional Status & Interventions 
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� Recognizing Signs & Symptoms of HIV Infection 
� Targeted Physical Examination Skills 
� Laboratory Testing Protocol 
� Basic Interventions – OI prophylaxis, vitamins, etc. 
� Protocols for referral 

 
Unit 6: Paediatric HIV/AIDS 

� Progression of Disease 
� ARV Treatment 
� Assessment & Monitoring 
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ANNEX V.4: HIV COUNSELLOR TRAINING MODEL 
 
OVERVIEW – SCOPE AND OBJECTIVES 
A 5 day intensive training course to prepare counsellors to be part of a Health Care Team delivering 
comprehensive HIV and AIDS clinical care, inclusive of antiretroviral therapy.  Training is targeted at lay 
counsellors, professional counsellors. Training methods will include didactic teaching, small group activities 
and role plays. Completion of the training course is one component of a rapid certification process.    
 
Basic Competencies 
� Understand Natural History of HIV Disease 
� Provide pre and post-test counselling 
� Provide patient education 
� Provide adherence support 
� Facilitate Drug-Readiness Training 
� Facilitate Support Group 
� Recognize issues necessitating referral to clinic staff 

TRAINING PROGRAM – CURRICULUM COMPONENTS 
 
Unit 1: HIV Care & Treatment Program  

� Program Overview  
� Levels of Care - referrals 
� Staff Roles and Responsibilities  
� Documentation  
� Universal Precaution – occupational risks, PEP 

 
Unit 2: HIV Basics 

� Epidemiology 
� HIV Stigma & Disclosure 
� Positive Living – stress, nutrition, exercise, behaviour modification 
� HIV Basics – Adult & Paediatric 

 
Unit 3: Antiretroviral Drugs  

� Introduction – drug classes, mechanism of action 
� Importance of Adherence  
� Recognition of Side-effects  

 
Unit 4: Counselling  

� Basic Counselling Skills 
� Pre and Post-test counselling  
� Prevention Counselling 
� Bereavement Counselling 
� Self-assessment & support mechanism 

 
Unit 5: Adherence 

� Making the ARV Treatment Plan 
� Assess Barrier to Adherence 
� Tools for Support  
� Involving Family & Friends 
� Assess & report non-adherence 
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Unit 6: Patient Education & Training 
� Drug-Readiness Training 
� Ongoing Education and Support 

 
Unit 7: Supporting the HIV-positive Patient 

� Identification and referral of high-risk Patients 
� Assessment of Barriers to Care 
� Assessment of Home & Social Circumstances  
� Linkage to Social Services 
� Family Involvement & Support 
� Acknowledgment of Traditional Beliefs & Practices  
� Facilitation of Patient Support Groups 
� Identifying Drug-side effects 
� Protocol for reporting to the Health Care Team 

• identifying urgent issues/conditions 
• what, when and who & how to report 
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ANNEX V.5: PHARMACIST TRAINING MODEL 
 
OVERVIEW – SCOPE AND OBJECTIVES 
A 2.5-day intensive training course to prepare pharmacists to be part of a health care system delivering 
comprehensive HIV and AIDS clinical care, inclusive of antiretroviral therapy.  Training is targeted at 
pharmacists and pharmacist assistants. Training will utilize didactic teaching.  Completion of the training 
course is one component of a rapid certification process.    
 
TRAINING PROGRAM – CURRICULUM COMPONENTS 
 

1. Introduction to the HIV/AIDS Treatment Program 
2. Basics of HIV/AIDS 

a. Epidemiology, virology, immunology, disease progression 
3. Basic and Clinical Pharmacology of ARVs 

a. Pharmacokinetic profiles 
b. Drug interactions 
c. Dosing 
d. Safety profile 

4. Therapeutic monitoring (outcome based) for ARVs 
5. Drug interactions with orthodox, complementary, and traditional medicines 
6. Drug information aimed at patients and professionals 
7. Interventions to promote rational drug use 
8. Patient drug adherence behavior and Counseling 
9. Pharmacovigilance 
10. Drug Supply Management 
11. Pharmaceutical quality assurance 
12. Role of Pharmacy and Therapeutics Committee 
13. Patient drug adherence behavior and adherence counseling techniques 
14. Drugs used for Opportunistic Infection – prophylaxis & treatment 
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ANNEXES TO CHAPTER XI, PATIENT INFORMATION SYSTEMS 

ANNEX XI.1: DRAFT PATIENT CARE FORM 

ANNEX XI.2: DRAFT BASELINE DATA FORM 

ANNEX XI.3: DRAFT FOLLOW-UP VISIT FORM 
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ANNEX XI.1: DRAFT PATIENT CARE FORM 
 

A. PATIENT INFORMATION 
 

Provincial Case Number  
 
 

First Name 
 
 

 

 

 
 
 

 

 

 

Facility Code/Name 
 

Last Name(s)  

 

 

 
Facility File Number 
 

 

 

 

 

 

 

Address 
 
……………………………………………… 
 
……………………………………………… 
 
……………………………………………… 
 
……………………………………………… 
 
Tel. No……….……..……………………… 
 

 Sex 
 

       Male 
     
       Female 

 (Home) District Municipality 
 
……………………………………………… 

Next of kin 
 
……………………………………………… 
 

    Date of Birth 
 

Marital Status 

D D M M Y Y Y Y 

 

         
        Never married                              Divorced                                   Widowed     
 
         Married                                       Separated                                 Cohabiting  

 
Identity number 
 
             

Citizenship 
 
…………………………………………………….….. 

 
Religion 
 
………………………………… 

Education 
 
………………………………… 

Employment 
 
………………………………… 

Social Grant/Pension 
 
……………………………….. 

 

B. INCLUSION 
CRITERIA  

 

 
#1. AIDS indicator disease             Yes                 No 
  
#2. Treatment Regimen                 Yes                  No   
 
#3. Problem list                              Yes                  No 

 
#4. Laboratory Test results             Yes               No 
 
#5. Baseline Examination                Yes              No 
 
#6. Other (specify) 
       
……………………………………………………………………….. 

Relevant Medical History 

Relevant Family History 
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ANNEX XI.2: DRAFT BASELINE DATA FORM 
 

A. BASELINE CHARACTERISTICS 
Height (cm): 
 
……………..  

Weight (kg): 
 
……………………. 

Temperature (°C) 
 
……………. 

Body Mass Index 
(BMI)(kg/m2) 
 
……………………………… 

Pulse(per min): 
 
…………………. 

BP (mmHg): 
 
…………………………… 

Urine: 
 
……………… 

 

B. DIAGNOSIS 
Laboratory Tests (HIV TEST) Results 
 
Rapid HIV Test 
 
Elisa 
 
Western Blot 
 

 
………………………………………………… 
 
………………………………………………… 
 
………………………………………………… 

Clinical Diagnosis Results 
 
Oral Candidiasis 
 
Lymph nodes 
 
Skin Rash 
 
Tuberculosis 
 
Kaposi’s Sarcoma  
 

 
………………………………………………… 
 
………………………………………………… 
 
………………………………………………… 
 
………………………………………………… 

C. INVESTIGATIONS 
 

1.1. Previous 
Requested 

  

D. GENERAL EXAMINATION 
 
Investigations Date 
X – Ray   
U & E  
FBC  
Differential  
CD4 Cell Count  
Viral Load  
Cholesterol  
CK  
Liver Function Tests  
Hep B  
RPR  
Current medication: 
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ANNEX XI.3: DRAFT FOLLOW-UP VISIT FORM 
 

FOLLOW UP VISIT 
Date:……………..  Visit No:……………………. 

 
 

 
         
 
           

Problem List Update  
          Yes                         No  

1.2. Subjective 

1.3. Current Problems 

1.4. Objective 
Investigations Results Examination: 
 
X – Ray  
 
U & E 
 
FBC 
 
Differentials 
 
CD4 Cell Count 
 
Viral Load 

 
………………………………………… 
 
………………………………………… 
 
……………………………………….. 
 
……………………………………….. 
 
……………………………………….. 
 
……………………………………….. 
. 
 

1.5. Assessment 

Plan 
 

1.6. Drug Regimen 
reviewed 

 
          Yes                         No  

1.7. Any adverse drug 
reaction:  

 
          Yes                         No  

       SUMMARY TREATMENT REGIMEN 

Regimen Drugs  
Dose

s Frequency 

1 Stavudine (D4T)    

  Lamivudine (3TC)    

  

Nevirapine (pregnant 
and women of child bearing 
potential)    

  
Or Efevirenz (all 

others)    

2 Zidovudine (AZT)    
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  Didanosine (DDI)    

  
Lopinavir and 

Ritonavir (Kaletra )    

1.8. TB 
For use un patients 

on Regimen 2 who develop TB 
during ART: Saqinavir & 
Ritonavir (in place of 
Lopinavir/Ritonavir)    

9.2 OTHER 
TREATMENT 

 

  
 
NB: Where there are reactions these will be discussed with the pharmacist: (Depending on the weight & formula) 
 
Motivation: 
 

 



Operational Plan for Comprehensive HIV and AIDS Care and Treatment                                DRAFT - Confidential 
 

 54

ANNEX TO CHAPTER XIII, PHARMACOVIGILANCE 

ANNEX XIII.1: MCC ADVERSE DRUG REACTION AND PRODUCT QUALITY PROBLEM REPORT FORM 
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ANNEX XIII.1: MCC ADVERSE DRUG REACTION AND PRODUCT QUALITY PROBLEM REPORT FORM 
 

ADVERSE DRUG REACTION 

AND PRODUCT QUALITY PROBLEM REPORT FORM 

(Identities of reporter and patient will remain strictly confidential) 
NATIONAL ADVERSE DRUG EVENT MONITORING CENTRE 

           Medicines Control Council,        Tel : (021) 447-1618 
          The Registrar of Medicines ,        Fax: ( 021) 448-6181 
           Department of Health  

In collaboration with the WHO International Drug Monitoring Programme 
    

PATIENT INFORMATION 
 
Name (or initials): ......................................................... Age:.............................   Weight (kg) :.............................. 
Sex:: M F  DOB :...... / ........./ ........  Height (cm) :.............................. 
 

ADVERSE REACTION/PRODUCT QUALITY PROBLEM 
 
Adverse reaction1  and/or Product Quality problem2  Date of onset of reaction: :......./......../...... 

Time of onset of reaction: .......h.........min 
     
Description of reaction or problem (Include relevant tests/lab data, including dates): 

 
1. MEDICINES/VACCINES/DEVICES (include all concomitant medicines) 

Trade Name & Batch No. 
(Asterisk Suspected Product) 

Daily Dosage Route Date Started Date Stopped Reasons for use 

      
      
      
      
      
      

ADVERSE REACTION OUTCOME (Check all that apply) 
    
 Death  life-threatening Event reappeared on rechallenge: Recovered:     Y  N 
 Disability  hospitalisation  Y  N  Rechallenge not done  Sequelae:  Y  N 
 congenital anomaly  Other................ Treatment (of 

reaction)..................................................... 
Describe Sequelae:....................... 

 required intervention to ............................... ...........................................................................................
.... 

....................................................... 

 prevent permanent 
impairment/damage 

............................... 

............................... 
...........................................................................................
...........................................................................................
....... 

..............................................................

................................................ 

 
COMMENTS: (e.g. Relevant history, Allergies, Previous exposure, Baseline  test results/lab data) 
 
 
 
2. PRODUCT QUALITY PROBLEM: 

Trade Name Batch No Registration No Dosage form & strength Expiry Date Size/Type of container 
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Product available for 
evaluation?: 

Y   N
 

REPORTING DOCTOR/PHARMACIST Etc:    
 
NAME: .....................................................................................   QUALIFICATIONS:................................................................. 
 
ADDRESS: ...............................................................................   ................................................................       ................................ 
 
                                                                                                                  Signature                 Date  
 
....................................................................................................            
 
TEL: (.........)............................ 
 

This report does not constitute an admission that medical personnel or the product 
caused or contributed to the event. 
 
ADVICE ABOUT VOLUNTARY REPORTING 
 
Report adverse experiences with:  
• medications (drugs, vaccines and biologicals) 
• medical devices (including in-vitro diagnostics) 
• traditional and herbal remedies 
• For Adverse Events Following Immunisation (AEFI), 

please follow the reporting procedure recommended by 
the Expanded Programme in Immunisation (EPI) 

 
Please report: 
• adverse drug reactions to recently marketed products 
• serious reactions and interactions with all products 
• adverse drug reactions which are not clearly reflected in the 

package insert. 
 
Report even if: 
• you're not certain the product caused the event 
• you don't have all the details 
 
Report Product Quality Problems such as: 

• suspected contamination 
• questionable stability 
• defective components 
• poor packaging or labelling 
• therapeutic failures 
 
Important numbers: 
Investigational Products and Product Quality Problems:  
• (012) 326-4344 to fax a report 
• (012) 312-0000 to report by phone 
Registered Medicines and Traditional and Herbal remedies: 
• (021) 448-6181 to fax a report 

• (021) 447-1618   to report by phone 
Adverse Events Following Immunisation:  

• (012) 312 0110 to phone for information 
• (012) 321 9882 to fax a report 

 
Confidentiality: Identities of the reporter and patient will remain strictly confidential.
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Your support of the Medicine Control Council’s adverse drug reaction 
monitoring programme is much appreciated. Information supplied by you 
will contribute to the improvement of drug safety and therapy in South 
Africa.  
 
PLEASE USE ADDRESS PROVIDED BELOW- JUST FOLD IN THIRDS, TAPE 
and MAIL  
-------------------------------------------------------------------------------------------------------- 
Postage will be          No postage stamp  
paid by Addressee         necessary if posted 
Posgeld sal deur          in the Republic of  
die geadreseerde          South Africa  
betaal word          Geen posseël nodig  
          nie indien in die  

Repuclick van Suid 
Afrika gepas 

 
 

 
 
BUSINESS REPLY SERVICE   

    BESIGHEIDSANTWOORDDIENS 
    Free Mail Number: 
    Vryposnommer:  BNT 178 

 
 

    DEPARTMENT OF HEALTH  
    DEPARTEMENT VAN GESONDHEID 
    REGISTRAR OF MEDICINES 
    REGISTRATEUR VAN MEDISYNE 
    PRIVATE BAG/ PRIVAATSAK  X828 
    PRETORIA     0001 
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ANNEXES TO CHAPTER XIV 

ANNEX XIV.1, PRIORITY BEHAVIOURAL RESEARCH OBJECTIVES 
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ANNEX XIV.1, PRIORITY BEHAVIOURAL RESEARCH OBJECTIVES  
 
1. Support basic social and behavioural research to strengthen understandings of the 

determinants (knowledge, attitudes, beliefs), processes and cultural and contextual 

issues that serve as barriers and facilitators in the adoption and utilization of 

effective prevention and treatment interventions. 

 
2. Design evidence-based prevention programmes to increase a person’s knowledge 

about HIV risk-reduction and HIV treatment, increase access to VCT, increase 

perceptions of personal risk for HIV, enhance motivations for behaviour change, 

identify personal triggers to non-adherence and to engage in risky behaviours, 

teach behavioural skills such as self-management, proper condom use, 

communicating to ones’ partner about the need to use condoms, and increase self-

efficacy to adhere to ART medications and use condoms by providing the 

opportunity to practice newly learned skills. 

 
3. Implement evidence-based HIV prevention programmes, identify treatment 

regimens and adherence programs to change behaviour at the level of individuals, 

couples, families, communities and at the societal level.  Gain a greater 

understanding of the types of interventions that facilitate the delivery of 

therapeutic interventions for HIV in resource poor settings.  Encourage studies 

that integrate therapeutic regimens and prevention interventions. 

 

4. Conduct research to improve our understanding of the behavioural and social 

dynamics of sex and gender is essential to design of effective HIV prevention and 

therapeutic interventions for women and girls.  Elucidate gendered factors and 

conditions that may dissuade women’s adherence to ART and design therapeutic 

interventions for women and girls, that are not only gender-specific, but also 

culturally appropriate and acceptable. 
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5. Support research on the contexts that contribute to the co-occurrence of 

HIV/AIDS and disease progression, with other infectious diseases, substance 

abuse, alcohol abuse, mental illness and poverty and support research on 

designing strategies for addressing such conditions and evaluating the efficacy 

and cost-effectiveness of these strategies. 

 

6. Develop and test interventions to modify the practice behaviours of health care 

providers: (a) to improve the quality of screening, counselling and treatment 

services; (b) to improve their communication techniques, shared decision making 

on issues of how and when to initiate therapy; (c) to enhance effective health care 

utilization, including access, engagement, follow-up and adherence to health and 

social services; and (d) decrease stigma associated with seeking preventive care 

among people at risk for HIV and living with HIV. 

 

7. Support research to advance innovative qualitative and quantitative 

methodologies develop better methods to assess adherence to treatment regimens, 

compare and validate adherence measures and encourage the utilization of new 

and rigorous methodological and statistical techniques to further advance 

adherence and prevention research. 
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ANNEXES TO CHAPTER XV 

ANNEX XV.1, THE ROLE OF THE WILLIAM J. CLINTON PRESIDENTIAL FOUNDATION 
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ANNEX XV.1: THE ROLE OF THE WILLIAM J. CLINTON PRESIDENTIAL FOUNDATION 
 
A team of international experts associated with the William J. Clinton Presidential 

Foundation has assisted the Task Team in the preparation of this operational plan.  The 

Foundation will also provide ongoing support to the South African government in 

programme implementation. This support will be most extensive in the early stages of 

implementation and will gradually diminish as the programme matures. The Clinton 

Foundation will supplement the technical assistance provided by South African experts in 

the following areas: 

 

1. Training: Teams of experienced HIV and AIDS health professionals will assist at 

the national level and in every province with training and mentoring of South 

African clinicians. 

 

2. Service point strengthening and accreditation: Clinton Foundation experts will 

assist the national and provincial governments with assessing the readiness of 

service points to begin delivering HIV and AIDS care and treatment and with 

helping to strengthen service points where necessary. 

 

3. Care and treatment exchanges: Formal linkages between the provincial 

programmes and leading HIV and AIDS care organizations in the US and Europe 

will be established.  These linkages will be maintained through a combination of 

the Internet and provider exchanges for the purposes of training and sharing of 

best practices. 

 

4. Continuing advice on clinical guidelines: HIV and AIDS care and treatment 

continues to evolve.  Clinton Foundation experts will provide input to the Clinical 

Guidelines Committee on new developments and best practices. 

 

5. Stable supply of low-cost drugs: Clinton Foundation experts will assist in 

preparing the strategic framework for ensuring a stable supply of low-cost 
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antiretroviral medications.  In addition, the Foundation will offer South Africa a 

pooled procurement mechanism for these drugs and assistance with negotiating 

procurement contracts and terms for local production of these and other drugs. 

 

6. Improved drug distribution system: Clinton Foundation business management 

experts will assist the Department of Health and provincial officials in planning 

and executing upgrades to the drug distribution system. 

 

7. Stable supply of low-cost laboratory testing: Clinton Foundation business 

management and laboratory experts will assist the Department of Health and the 

National Health Laboratory Services in developing and implementing plans for 

improving efficiency, improving testing protocols, and scaling up lab services.  In 

addition, the Foundation will offer South Africa a pooled mechanism for 

procurement of lower cost testing reagents and equipment. 

 

8. Research, patient information systems, and monitoring and evaluation: 

Clinton Foundation research, monitoring and evaluation, and information systems 

experts will assist the Department of Health with the development of these 

functions in line with the recommendations of this plan. 

 

9. Programme management: Clinton Foundation experts will assist at the national 

and provincial levels with overall programme management. 

 

10. Sharing of best practices: The Foundation will facilitate exchanges of 

information on best practices with other countries implementing comprehensive 

HIV and AIDS treatment programmes through its care consortium.  

 


