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Crystal Ball, or Through A Glass Darkly…….



PrEP Is Effective:
Adherence Is Critical
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AVAC Report 2013. http://www.avac.org/sites/default/files/resource-files/AVAC%20Report%202013_0.pdf. 

Pearson correlation: 0.86 (P=0.003).
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PrEP Use and HIV/STI Incidence in a 
Clinical Practice Setting

 Analysis of PrEP use and HIV/STI incidence in PrEP users in 
large healthcare system (Kaiser Permanente San Francisco) 
from 2012 to 2015

 1045 referrals for PrEP; 801 individuals with ≥ 1 intake visit

 657 initiated PrEP (82%*); mean duration of use 7.2 mos

 Key results (PrEP initators):

– After 12 months, 50% diagnosed with any STI

– 33% rectal STI; 33% chlamydia; 28% gonorrhea 

– No HIV diagnoses (388 PY follow-up)

– After 6 mos PrEP, self-reported condom use was decreased in 
41% of individuals

Volk JE, et al. Clin Infect Dis. 2015;61:1601-1603. 

*Of persons with ≥ 1 intake visit.



If PrEP works why is it not SOP?
• Dis- and mis-information
• Phobias: sex, gender, substance use
• Clinicians and patients are not comfortable 

talking about sex and drug risks
• Institutional inertia: system disrupter
• PrEP may not be a stand-alone, needs to be 

part of “one stop shopping” package for some
• Regulatory hurdles globally, desire for locally-

specific data
• But, the times they are a’changing



• 24.7% sexually active MSM=492,000 
• 18.5% of PWID=115,000 
• 0.4% of heterosexual adults=624,000
• Data derived from national probability surveys



New PrEP Starts per Quarter

7

332% increase 

Total Unique Individuals = 8,512

Bush, S. et al; IAPAC  Adherence  2015; #74

IMS National Prescription  Database accounts for approx. 39% 
of all TVD prescriptions



Changes in PrEP Use Among U.S. MSM 

(3 web surveys, N=10,097)
Delaney et al, CROI, 2016
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-PrEP was first used by 5 pts outside of a clinical trial in 2011
-More than 83% of PrEP initiators still using PrEP.



PrEP Use and HIV Seroconversion
(2011-2015)

PrEP No PrEP

Seroconversion 5 93

No HIV 
diagnosis

659 4154

Total 664 4247*

Risk** 0.8% >2.2%

*Patients who indicated they were 
MSM when registered for care, i.e. 
overestimate of those at risk

** p<0.001
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-Since 2005, 1/2 of new syphilis diagnoses were in 
HIV+ patients, while 80% of incident GC/CT infections 
were in HIV- MSM. 
-More than one third (36%) of MSM who initiated 
PrEP in 2014 had a recent bacterial STD.



Pre-exposure Prophylaxis Implementation Program
The Miriam Hospital Immunology Center

Reporting period: 10/30/2013-11/30/2014

100% (234) 
PrEP Education and Counseling

56%(130)
Interested in PrEP

29%(69)
Successfully Contacted

15%(35)
Scheduled Appointment

12% (27)
Made Appointment

11%(25)
Rx PrEP

  Did Not Schedule (N=34)
• Low-risk (38%)
• Other (24%)
• Would think about it (15%)
• Side-effects (12%)
• Insurance (6%)
• Appointment with PMD (3%)
• Moved Away (3%)1,086 Clinical visits 

from10/30/14-11/30/14

  Not Interested (N=104)
• Low-risk (44%)
• Other (20%)
• Did not say (15%)
• Would think about it (12%)
• Side-effects (6%)
• Insurance (3%)



“Postcards from the (cutting) edge

• Work in progress
• Some countries which hosted 

successful efficacy trials, are 
moving forward, others are 
dragging their heels

• Some communities are more 
engaged than others

• Regulatory vacuum in 
resource rich environments 
may create informal markets



From Research to Rollout

 

• Intervention provided to trial participants and, sometimes, their 
communities, after trial & before product is available for widespread use

• Intervention made available in follow-on protocol in which participants 
from previous RCT know they are receiving active intervention

• Gather information about how product use in people who are now aware 
of potential benefit

Open label 
extensions

Open label/
Implementation 

studies
• Research protocols similar to above but enrolling new participants 

Product 
introduction

Demonstration 
projects

• Complex process of formally making new options widely available. Can 
include meeting regulatory requirements, WHO prequal, various country-
specific requirement, logistical challenges

Scale-up
• Ramping up access to new options for all who need them – mobilization 

of resources for procurement, distribution, delivery, worker training and 
other costs associated with rollout; quick ID and resolution of 
bottlenecks

• “Road test” use of new option in real-world settings – not in trial site
• Address both infrastructure needs to deliver intervention and ways 

individuals integrate it into daily activities and decision making.
• Help answer core questions about for whom and how

Post-trial access
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PROUD Study: Results
 Significantly fewer new HIV 

infections with immediate 
versus deferred PrEP (3 versus 
20 cases)
 86% reduction (P=0.0002)

 Incident HIV infection in the 
immediate group
 HIV infection predated start of 

ART (n=1)

 No drug/not adherent (n=2) 

 Number needed to treat to 
prevent 1 HIV infection: 13
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8.9
(6.0-12.7)

86%
Reduction
(P=0.0002)

Deferred
(n=269)

Immediate
(n=276)

1.3
(0.4-3.0)

McCormack S, et al. Lancet. 2016;387:53-60.









Latin America: Steady Progress
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South African PrEP Review





How to improve outcomes in the          
“PrEP Cascade”? 

• Paying for PrEP-related services: PrEP-DAP 
• Academic detailing
• Intensive PrEP Ed: on line and off
• PrEP navigators
• Local PrEP champions
• PrEP apps: Healthminder, SexPro and Nurx
• Other PrEP resources on line
• Providers remain a challenge
• Tailoring for key populations is needed



Paying for PrEP: CDC 











Demand 
generation

Supply
creation

To have successful implementation of PrEP it is a 
delicate balance between demand generation and 
supply creation and then it is a reiterative process

1. Qualitative needs 
assessment among 
community 
members and 
organizations

2. Form a PrEP info 
team

3. Link the team to a 
number

4. Then create a list of 
known PrEP 
providers where 
PrEP seekers can be 
linked to care
a. Part of this 

developed the 
PrEP-to-PCP 
implementation 
continuum

St Louis Case Study



PrEP Advocate

HIV ActivistInsurance Navigator/Health 
Literacy Counselor

HIV Prevention Specialist 

HIV Pharmacist

HIV Physician

Multidisciplinary PrEP Team-St. Louis

Recruited from the 
community;
national recognition

Recruited from the 
WUSTL PrEP Program

WUSTL PrEP Program

Gateway Apothecary

St. Louis Effort for AIDS

St. Louis Effort for AIDS
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Washington University Infectious Diseases Clinic  
now offers care for persons who are interested  

in taking PrEP to prevent HIV infection. 

 

When taken every day, PrEP provides a high level of protection 
against HIV, especially when combined with condoms.  

 

PrEP is just one pill a day. 
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 C all t o  schedule  a  PrEP appo int m ent   
@  WU  Infect io u s D iseases C linic 

314- 362- 9098  
To be eligible, you must: 
 - be 18 years or older 
 - be committed to seeing a doctor and getting blood work every 3 months  
 - have health insurance or be able to make other payment arrangements 

Limited financial help may be available to support access to 
PrEP appointments and medications for uninsured persons. 



HealthMindr Pilot Study
P Sullivan et al

Participants

• 121 MSM enrolled
• 72 in Atlanta, GA
• 49 in Seattle, WA

• 18+ years
• Never tested HIV 

positive
• Only available to 

Android users

Recruitment Strategy
• Facebook banner ads
• Grindr mass text messages & 

banner ads

• 4 month study
• Recruited from May-Aug
• Finish in December

• 99 have completed Final 
Evaluation



Preliminary Results (n=99)
• 78% of those reported dissatisfied with current condoms 

ordered new condoms

• 87% report using the ordered condoms

• 2/3 of test kit orders were not planning on being tested 
soon

• 50% of users who did not have a testing schedule now do

• 10% of PrEP-eligible men started PrEP 



PrEP delivered to your home   http://app.nurx.co/prep

http://app.nurx.co/prep
http://app.nurx.co/prep
http://app.nurx.co/prep
http://app.nurx.co/prep


PrEP Web Resources
 AIDS Foundation of Chicago 

(www.myprepexperience.blogspot.com/) 
 Project Inform (www.projectinform.org/prep/) 
 San Francisco AIDS Foundation (www.prepfacts.org) 
 The Fenway Institute 

(www.thefenwayinstitute.org/prepinfo/) 
 The US Centers for Disease Control and Prevention 

(www.cdc.gov/hiv/prevention/research/prep/) 
 The AIDS Vaccine Advocacy Coalition (www.avac.org)  



Krakower et al. Clin Inf Dis 2015

A majority of HIV specialists would 
prescribe PrEP; only 1 in 3 has done so

National survey of ID physicians 
(n=415) from IDSA’s Emerging 
Infections Network



Many HIV specialists do not feel prepared to provide 
PrEP or other preventive interventions to persons who 
inject drugs

National survey of ID physicians 
(n=415) from IDSA’s Emerging 
Infections Network

Krakower et al. Clin Inf Dis 2015



Need to improve communication about sexual 
risk behaviors and PrEP in primary care

Krakower et al. IAS 2015

 Survey of 1,394 MSM using partner-seeking website
 42% were uncomfortable discussing male-male sex with their PCP
 Even when comfortable, few MSM had discussed PrEP with their PCP
 Most MSM perceived that PCPs would be unwilling to prescribe PrEP

**Versus other healthcare provider, the Internet, or other source
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Tailoring PrEP for Key Populations
• ATN 110 (Hosek)

– Young MSM, mainly of color, 18 to 22 y.o.

– PrEP plus individual versus group 
behavioral risk reduction interventions

– HIV incidence 3.3% (better than HPTN 
061, but suboptimal)

• HPTN 073: (Wheeler and Fields)

– Client-centered care coordination (C4)

– HIV incidence lower in those who used 
more C4 (NS, but small sample)

• At risk Women in the U.S.

   - Needs more attention, 30% new infections

   



      Other musings…
• “Planned PrEP” programs, building on Planned 

Parenthood model (specialized sexual health)
• PrEP home monitoring/self-screening (P Sullivan)
• ONE SIZE WILL NOT FIT ALL
• Mandatory PrEP CME/CEU (generalist training), 

i.e. lobby ABIM, AAFP, ANA, etc.
• PrEP Ambassadors: your favorite star(s)
• More integration in media-e.g. Sanjay Gupta, & 

more than “How to get away with murder”
• Generic PrEP (e.g. TDF/3TC) in richer countries?



Remember, PrEP today is PrEP 1.0

Intravaginal rings
(Dapivirine,  Tenofovir     

                        +/- 
Contraception)

Vaginal & Rectal 
Microbicides

(e.g. Tenofovir rectal gel)
Injectables:

ARVs and mAbs
(Cabotegravir, 

VRC01)

Novel adherence 
strategies

Alternative delivery systems and formulations

New oral PrEP drugs and 
dosing strategies

TAF/FTC
Hard-to-reach 

populations; PWUD

41



Conclusions
• PrEP use continues to increase globally
• Many institutional impediments remain, 

including regulators, providers and costs
• Best practices are emerging from all over
• New models are needed, e.g. use of home 

monitoring, peer navigation, referral clinics
• Local champions can play a key role
• Web resources can ↑ knowledge and uptake
• Delays in PrEP access could lead to ↑ 

informal use or non-use, and missed 
opportunities to improve global sexual health



Decrease in
HIV Transmission

Decrease in
HIV Transmission

Maintain Viral
Suppression
Maintain Viral
Suppression

TreatTreat

Enroll in CareEnroll in Care

Address concomitant concerns:
depression, substance use, relationship 

dynamics

Address concomitant concerns:
depression, substance use, relationship 

dynamics

Antiretrovirals alone are not sufficient
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.

Risk Assessment 
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Counseling

Risk Assessment 
PrEP, Adherence

Counseling

HIV PositiveHIV Positive



Thank You
Ricardo Baruch
Staci Bush
Sarah Calabrese
Phil Chan
Demetre Daskalaskis
Sheldon Fields
Charlene Flash
Marcy Gelman
Robert Grant
Chris Grasso
Henia Handler
Sybil Hosek
Brian Kanyemba
Douglas Krakower
Ken Levine
Albert Liu
Harvey Makadon

Kevin Maloney
Matthew Mimiaga
Amy Nunn
William Nuttland
Rupa Patel
Viraj Patel
Jim Pickett
Midnight 

Poonkasetwattana
Sari Reisner
Steven A. Safren
Patrick Sullivan
Rodney Vanderwarker
Darrell Wheeler
Mitchell Warren
NIAID, NIMH, NICHD, 

MDPH,  Gilead


	Slide 1
	Crystal Ball, or Through A Glass Darkly…….
	PrEP Is Effective: Adherence Is Critical
	PrEP Use and HIV/STI Incidence in a Clinical Practice Setting
	If PrEP works why is it not SOP?
	Slide 6
	New PrEP Starts per Quarter
	Slide 8
	Slide 9
	Slide 10
	Slide 11
	“Postcards from the (cutting) edge
	Slide 13
	Slide 14
	PROUD Study: Results
	Slide 16
	Slide 17
	Slide 18
	Latin America: Steady Progress
	Slide 20
	Slide 21
	South African PrEP Review
	Slide 23
	How to improve outcomes in the “PrEP Cascade”?
	Paying for PrEP: CDC
	Slide 26
	Slide 27
	Slide 28
	Slide 29
	Slide 30
	Slide 31
	HealthMindr Pilot Study P Sullivan et al
	Preliminary Results (n=99)
	Slide 34
	PrEP Web Resources
	Slide 36
	Slide 37
	Slide 38
	Tailoring PrEP for Key Populations
	Other musings…
	Slide 41
	Conclusions
	Antiretrovirals alone are not sufficient
	Thank You

