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Disclaimer / Caveat
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• Major emphasis is on medication safety rather than Patient safety.

• Mostly One Page of ADR Form-Hardly can contain adequate information 

SPONTANEOUS REPORTING
Current Set-Up is Passive/ Inadequate

• Mostly One Page of ADR Form-Hardly can contain adequate information 
for proper ADR analysis at PV Central office/MOH.

• Usually sent to a central authority-NDOH, Not enough capacity to review 
and give immediate feedback-information is scanty anyhow. (Passive)

• A major reason why most health care workers do not report-They usually 
need immediate assistance with their patients (Passive).



• Focus on patient specific parameters

• Multidisciplinary-At facility Level

• Review any missed opportunity to have prevented side effect

• Review other factors that may have contributed to the side effects 
and amend (Active)

Patient-Focus Pharmacovigilance (Hybrid-Process )

• Review management approach and amend as clinically necessary. 
(Active)

• Upon completion, forward form/case to central authority 

NDOH/WHO for national/international trending.



Objectives of Decentralized PV Program

� To closely monitor and detect ADRs as early as possible. 

� To study the frequency of both known and newly diagnosed ADRs. 
(Incidence more challenging to determine)

� To determine factors attributing to ADRs such as age, drug interaction, 
prescription errors, etc. prescription errors, etc. 

� To give clinical/management feedback to physicians, pharmacists,Nurses, 
medical and administrative  personnel. 

� To prevent or minimize ADR occurrence. 

� To evaluate the possibility of expanding PV to entire country.

� Report to Medicines Regulatory Authority-Pharmacovigilance Unit. 
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Encourage: 

�HCWs speak of ADR � patients

�Documentation

�Leaning from other HCWs

�Proper management of ADRs

�Patient centered vs medicine centered
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CASE 4

• FRH707

• 30yr old Male; wt 48kg

– Patient has been diagnosed of HIV for 16 

months and has been on ARVs for 11 

months.

– Patient also has a history of recurrent TB 

(2 times)

– Now  has MDR TB

– Cur ALT – 86 H

– Cur HB – 6.8g/dl

• Description of reaction: 

– Pain, tingling and numbness in the 
extremeties (feet)

– Painful enlarged breasts

• Intervention:

– Discontinued suspected drugs 
D4T/EFV

– On 15/07/09 Changed EFV to  NVP 
200mg dly for 2 weeks then bd; – Cur HB – 6.8g/dl

– Cur Cr – 92

– BL CD4 – 184

– Cur CD4 – 375

– Cur VL - <25

• ARV & other drugs: 1A  (D4T/3TC/EFV) NA

– PZA/ Ethamb/ INH/ Kanamycin/ Oflox/ 

Ethionamide/ Terizidone

– Amitriptyline 75mg nocte

– Pyridoxine 25mg bd

– Fluconazole 200mg qd

Date Tx started: 10/10/08

Onset of reaction: 20/08/09

Date reported: 15/09/09

200mg dly for 2 weeks then bd; 
Changed D4T to TDF

– Symptoms improved

– Patient counselled

• Reaction type: Predictible

• Severity of reaction: Moderate

• Causality: Probable

• Reporting facility & staff: 
Frere /Pharmacist



• Is it gynaecomastia or lipomastia 

(pseudogynaecomastia)?

• How do we differentiate between the two

• If not sure how do you approach it?

• Patient probably had pre-existing PN and 

D4T should have been avoided

• Probability of drug-drug interaction

Nurses Pharmacists

Lab Tech DoctorLab Tech

•Evidence of mitochondrial damage (High ALT)

•It could also be drug induced hepatitis (EFV, 

Amitryptilline, D4T)

Doctor

•Probably safer to stop D4T & Efv

•No need for NVP lead dose in patient previously 

exposed to NNRTI

•Explained and showed the breast examination



Physical Exam: Gynecomastia vs Pseudogynecomastia vs Cancer

NEJM 2007;357: 1229-37.



SAFETY CHALLENGES / CONCERNS

• Aneamia:

– No mention on management

– AZT not an option currrently

• TDF use and Acute Renal insufficiency:

• Drug – drug interactions:

– Fluconazole + Ofloxacin:may result in 

additive effects and increased risk of 

ventricular arrhythmias including torsade 

de pointes and sudden death
• TDF use and Acute Renal insufficiency:

– Use of TDF and Kanamycin probably not 

the best option • Switching Drugs:

– EFV to NVP no lead in dose required



In summary, the major objectives of a PV Program

� Create awareness of staff from hospitals and feeder clinics on patient/medication 

safety

� Integrate PV as part of normal patient care for each discipline

� Address patient treatment related matters especially medication safety in a multi-� Address patient treatment related matters especially medication safety in a multi-

disciplinary approach.

� Look at drug safety risks drivers as a team

� Identify gaps in the healthcare facility that may interfere with drug therapy

� Identify causalities and review intervention measures taken

� Collate reports documented and design interventions for common problems 

� Design facility-specific/systems interventions as necessary.

� Overall goal is to improve patient outcomes.

� Finally send all collected information to the MRA



Conclusions

• Think less about drug safety: more about patient safety

– Use and react to concerns

– much more interest in patient safety issues

• Medication errors

– Root –cause analysis– Root –cause analysis

• Think less about regulating (incl. withdrawal)  and 
automating data input: more about useful information 
output

• Think more about impact and consequences of decisions and 
non-decisions
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