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Creating a new era of RM research and development:

Acceptability, Tolerability, and Adherence of 

Three Rectal Microbicide Delivery Forms 

among HIV Seronegative Men and Transgender People



“SCORECARD” FOR PREVENTION 

MODALITIES

Modality Efficacy Low user 

burden

Low

Cost

Low 

systemic 

side effects

Reversibility

Low risk of 

Resistance

Increases

sexual 

pleasure

MPT

Daily oral PrEP

On demand PrEP (     )

Injectable PrEP

PrEP implant

Vaginal ring

Rectal lube or insert

Rectal douche

bNAbs/HIV Vaccine

*Adapted from original slide courtesy of Dr. Liu.



PREP-RELATED DISPARITIES

 Daily oral PrEP works, yet requires successful adherence and retention to PrEP care. 

 Between 2012-15, Gilead Sciences reported nearly 50,000 new PrEP prescriptions.

 Only 7.5% of new users were under the age of 25

 Only 10% were Black

 Among men who have sex with men (MSM), 6% of 18– 24 year-olds had ever used PrEP compared to 

18% of those in the 30+ age group (Mayer, Biello, Novak, Krakower, & Mimiaga, 2017). 



PREP AVAILABILITY IN THE US

 There are more than 2,094 PrEP-providing clinics in the United States. 

 Most (43/50) states had less than one PrEP-providing clinic per 100,000 population. 

 Among states, the median was two clinics per 1,000 PrEP-eligible MSM. 

 Differences between HIV burden and PrEP availability were larger among counties with:

 Higher poverty

 Less health insurance access

 Greater African American and/or Hispanic/Latino density

Siegler, A. et al. (in press). Location Location Location: An Exploration of Disparities in Access to Publicly Listed PrEP Clinics in the United States. Annals of Epidemiology. 



PREP ACCESSIBILITY

 29 of 65 PrEP users discontinued use.

 Access to continued care

 Change in insurance

 Changes in perceived risk

 Perceived side-effects

 Self-management difficulties

 Stigma

Morgan, E., Ryan, D.T., Newcomb, M.E., & Mustanski, B. (in press). High rate of discontinuation may diminish PrEP coverage among YMSM. AIDS & Behavior.



CAN WE CLOSE THE PRODUCT 

DEVELOPMENT PIPELINE?

 Image is taken from the AVAC 2017 Report.

MULTIPLE PREVENTION OPTIONS STILL MATTER!



ADDITIONAL CRITERIA ARE NEEDED…

Modality Effectiveness Behaviorally 

congruent

Easy to Use Promotes 

Autonomy

Accessible 

without Rx

Accessible 

without 

insurance 

Daily oral PrEP

On demand PrEP

Injectable PrEP

PrEP implant

Vaginal ring

Rectal lube or insert

Rectal douche

bNAbs/HIVVaccine



NEW APPROACHES ARE NEEDED

 Daily Oral PrEP may not be accessible, available or desired among certain population segments.

 Topical prophylaxis may have buy-in among vulnerable populations who:

 Have complex lifestyles

 Experience risk seasonally

 Find daily adherence challenging

 Have poor/limited health access

 Can’t access/afford systemic prevention

 Associate stigma with the use of ARV pills 



MTN 035

 First study to systematically examine the 

acceptability, tolerability and adherence of 

three placebo formulations in a sample of 

young MSM and Transgender People in 5 

countries.

Compare/contrast modalities based on 

product characteristics and participants’ 

characteristics and contexts.

Assess modality acceptability and 

tolerability, including best practices learned 

from participants’ experiences, as MTN 

explores formulations.



BEYOND GEL: DIVERSE MODALITIES…

 People who practice anal sex often 
report using other rectal products 
before/after sex.

 Diverse modalities may accommodate 
different social/structural 
circumstances.

 Different segments of the population 
may prefer some modalities over 
others, and it is important to know 
this BEFORE product development. 



OTHER FORMULATION OPPORTUNITIES

 Many men and women are enthusiastic about the idea of rectal products that would prevent HIV.   

 In a study of MSM and trans women in Thailand, more than 80% of participants reported willingness to 

use a rectal microbicide in the future.

 Limited data on acceptability, tolerability and adherence of suppository vs. insert modality.

 Carballo-Dieguez (2008) found that MSM preferred gel microbicides over a suppository. However, the 

suppository used was larger than what is intended for MTN-035. 

 Studies are needed to assess acceptability of a smaller/differently shaped and formulated.



BEHAVIORAL CONGRUENCE WITH 

DOUCHING BEHAVIOR

 MTN-017 found high rectal douching in preparation for receptive anal sex globally among MSM and Transgender Women. 

 In a global review of rectal douching (Carballo-Dieguez et al., 2017), up to 88% of MSM who practice anal sex had douched.

 43–64% reported douching recently. 

 87–97% douche before RAI.

Study Site Frequency of RD in prep for RAI (1=Never –

5= Always) Mean

Bangkok, Thailand 4.38

Boston, Mass, USA 4.00

Cape Town, South Africa 3.33

Chiang Mai, Thailand** 4.10

Lima, Peru** 3.83

Pittsburgh, Pennsylvania, USA** 3.81

San Juan, Puerto Rico 2.00

San Francisco, California, USA** 3.65

**= MTN-035 Study Site



MTN 035

Sequence N
Period 1

(4 weeks)

Washout period 

(~1 week)

Period 2

(4 weeks)

Washout period 

(~1 week)

Period 3

(4 weeks)

A 35 Rectal insert -- Rectal douche -- Rectal suppository

B 35 Rectal douche -- Rectal suppository -- Rectal insert

C 35 Rectal suppository -- Rectal insert -- Rectal douche

D 35 Rectal insert -- Rectal suppository -- Rectal douche

E 35 Rectal douche -- Rectal insert -- Rectal suppository

F 35 Rectal suppository -- Rectal douche -- Rectal insert



WHAT WILL MTN 035 ACCOMPLISH?

 Assess participants’ CHOICE for a rectal delivery device after they’ve had an opportunity to use it, 

and, importantly, before specific products have been developed.

 First study to systematically examine the acceptability, tolerability and adherence of three placebo

products in a sample of young MSM/TW.

 Compare/contrast modalities based on product characteristics and participants’ characteristics and 

contexts.

 Assess modality acceptability and tolerability, including best practices learned from participants’ 

experiences, as MTN explores formulations.



THE WAY FORWARD!

The Microbicide Trials Network is funded by the National Institute of Allergy and Infectious Diseases (UM1AI068633, 

UM1AI068615, UM1AI106707), with co-funding from the Eunice Kennedy Shriver National Institute of Child Health and 

Human Development and the National Institute of Mental Health, all components of the U.S. National Institutes of Health. 

The content is solely the responsibility of the author and does not necessarily represent the official views of funding agencies.


