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1) Risk assessment – exposure risk, likely HIV status,   
baseline risk profile

2) HIV testing at initiation and following PEP x months
3) ARV medications for 28 days and side effect       

management
4) Adherence counseling at initiation and during follow-up
5) Risk reduction and/or trauma counseling
6) Referrals and linkages: HIV prevention, reproductive 
health, mental health, substance use, etc.
7) Care system to initiate and to follow during and after

What is non-occupational PEP? (PrEP?)

Prevention, Care and Additional Expertise Required



Is Non-Occupational PEP Effective?

There are no efficacy data in this setting

 ethical concerns re control groups

 feasibility: low per contact transmission 

extremely large sample size

Is PrEP effective and if so, in whom and how?



Seroconversion after PEP
 N = 702 with HIV test 12 weeks after PEP
 7 seroconversions (1%; 95% CI 0.04 – 2%)
 Source rarely available for testing, so
 3 without post-PEP exposures  PEP failures
 3 with post-PEP exposures       ?etiology

 PEP is not 100% effective
 Primary prevention is critical

Roland CID 2005, 41:1507-13 “Benefit of the doubt analysis”



Table 2. HIV risk outcomes among individuals 
randomized to standard or enhanced risk reduction counseling

Risk Reduction Counseling Arm
Subjects Standard Enhanced Standard minus

Enhanced
Upper bound 95% CI

Change in no. unprotected sex acts at 12 months compared to baseline (no.)

All -1.8 -2.3 +0.5 +3.9

Less baseline riska -0.4 +1.2 -1.6 -0.2

More baseline riskb -7.0 -13.2 +6.2 +19.6

12 month cumulative incidence of re-PEP (%)

All 23.7 16.9 +6.8 +13.8 

Less baseline risk 21.1 17.2 +3.9 +11.8 

More baseline risk 31.5 17.1 +14.5 +30.7 

12 month cumulative incidence of HIV seroconversion (%)
All 2.9 2.6 +0.3 +3.4 

Less baseline risk 0.67 2.7 -2.1 +0.8 

More baseline risk 12.3 2.4 +9.9 +20.4 

a< 4 baseline sex acts; N = 305 (78%)
b> 4 baseline sex acts; N = 87 (22%)         Roland, CID in press

“Worst case scenario analysis”



Public Health Impact of PEP 
Scale-Up

Even with a well-funded research system that provided easy 
access, a single system for initiation and follow-up during 
and after PEP, and counseling and support… a very high 
rate of seroconversion… thus my bias is that while individual 
good may be significant, the public health impact of PEP is 
questionable, unless... STAY TUNED TO THE VERY END…



WHO guidelines for PEP in resource 
limited settings: Key Policy Issues
 PEP services must be provided as part of a 

comprehensive care package including:
 HIV prevention services and 
 Sexual assault care

 PEP services must be integrated into existing or 
developing services, not developed on their own 

 Optimal service delivery sites and mechanisms
must be identified in each setting 

Implications for PrEP delivery?



WHO: the ideal package of services should be 
comprehensive and link with all service providers

 Counseling
 Adherence  
 Side effects 
 HIV risk reduction 
 Trauma 

 Clinical follow-up services 
 Evaluation of symptoms
 Laboratory evaluation when appropriate 

Implications for PrEP + testing and acute HIV sx screening?



Cost-Effectiveness Studies

 SF program cost effective 
 Highest risk exposures cost saving
 Analyses extended to 96 U.S. metropolitan areas

 French study
 Most PEP for low risk exposures
 Program not cost-effective

 Cost-effectiveness depends on appropriate 
targeting services

Pinkerton, Pinkerton, Herida Implications for PrEP?



Table 4. PEP adherence outcomes among individuals 
randomized to standard or enhanced adherence counseling

Adherence Counseling Arm
Subjects Standard Enhanced Standard minus

Enhanced
Upper bound 95% CI

Proportion that did not complete 28-day course (%)
All 21.0 18.7 +2.3 +8.8

Less baseline risk 16.8 19.9 -3.1 +4.2 

More baseline risk 29.6 14.0 15.6 +29.9

Mean number of days of PEP completed

All 23.6 24.7 -1.0 - 2.3

Less baseline risk 24.4 24.2 0.2  -1.3  

More baseline risk 22.1 26.2 -4.1 -6.8  

Proportion fully adherent in prior 4 days at 1 week following PEP initiation (%)
All 83.6 84.7 -1.1 -6.8

Proportion of missed doses in prior 4 days at 1 week following PEP initiation (%)

All 4.6 5.6 -1.0 +1.8



Proactive follow-up is necessary for PEP 
retention… we don’t know with PrEP yet
 Poor follow-up in all retrospective PEP reviews, 

following consensual or non-consensual exposures 
 Prospective PEP studies with resources devoted to 

follow-up, and a comprehensive clinical program 
that routinely contacts clients by telephone or letter, 
report very good follow-up

 PrEP demonstration projects will require careful 
design to determine “real-world” retention needs

















Most Appropriate Medication Now: Truvada











PEP as an opportunity

 To assess HIV risk
 To support HIV risk reduction
 To assess mental health and other needs
 To address the links between violence and HIV risk

Medication alone will not prevent HIV infection

 To further develop comprehensive and coordinated 
prevention services in numerous settings



Integrating PEP (and PrEP?) into screening, 
prevention and care programs

 Programs aimed at diagnosis of HIV infection
 Screening (CTR vs routine screening)
 Acute infection detection

 “Prevention for positives” efforts
 Partner services

Note nearly all are EECHP priorities and identified in Holtgrave modeling
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Additional Information for Those 
with Deeper Interest in PEP



PEP: Pre-existing and ongoing HIV risk and 
sexual assault 

 Sexual assault survivors are likely to have had 
unprotected sex with consensual sex partners

 Thus all sexual assault survivors should undergo 
risk assessment

 Appropriate risk reduction counselling should be 
targeted at those reporting unprotected sex with 
consensual partners 



Who should be offered PEP?
Potentially infected body fluid on mucous 
membrane or non-intact skin

Exposure Characteristics
Unprotected:
 Receptive or insertive

anal intercourse
 Receptive or insertive 

vaginal intercourse
 Receptive  oral sex with

ejaculation
 Shared injection equipment
 Other 

Source Characteristics*

 Known HIV positive
 MSM
 Past or present IDU
 Commercial sex worker
 Anonymous
 LOCAL EPIDEMIOLOGY

AND

* Guidelines vary; SF experience is unknown status partner common and seen in seroconverters



Appropriate targeting of services 

 Provide PEP following exposures associated with 
HIV transmission risk 
 not following negligible exposures

 Counseling about the risk of acquiring HIV infection 
based on the exposure type and the source’s HIV 
status (or the likelihood of HIV infection when the 
HIV status is unknown) 
 facilitates informed clients’ decisions 
 results in desirable prescribing patterns   



Initial access  

 Medication initiation 
 starter packs (e.g. 3-4 day supplies) can be used in 

emergency and urgent care settings or
 provided through a pharmacy following telephone 

consultation. 
 Counseling about side effects, adherence and how 

to access follow-up care 



Care during and after PEP

 When initial care occurs in ED, PEP follow-up 
services addressing adherence, symptoms and risk 
behavior should be provided within several days 
 Ideal schedule of follow-up visits and PEP dispensing is 

not known. 
 After PEP: ongoing risk reduction and/or trauma 

counseling, follow-up HIV testing and referrals for 
assistance with psychosocial issues



Develop effective follow-up system

 Retention during PEP dispensing stages
 Retention during PEP adherence stage
 Retention for follow-up HIV testing 
 for its own sake and as tool for future risk reduction 

counseling



Barriers to optimal PEP service delivery   

 Absence of standard practices regarding PEP 
dispensing and follow-up schedules

 Lack of coordination between service delivery 
systems available during and outside of business 
hours

 Lack of effective follow-up and tracking systems



Guidelines: How Do They Differ?
 Time to PEP initiation
 72(+) vs 36 hours 

 Source HIV status
 Known HIV+ vs unknown

 Medications
 2 vs 3 

 Lab Monitoring
 HIV antibody
 Safety labs

CDC, NY, CA, RI



www.cdph.ca.gov/programs/aids/Documents/RPT2004OfferingPEPFollowingNonOccupExp2004-06.pdf
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