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BOSTON, February 24, 2016 – A reduced glycerin formulation of tenofovir gel was found safe when used 
daily and around the time of sex, according to the first extended safety study of a rectal microbicide for HIV 
prevention from anal sex.  Presented today at the 23rd Conference on Retroviruses and Opportunistic               
Infections  (CROI 2016), the study, led by the U.S. National Institutes of Health (NIH)-funded Microbicide Trials 
Network (MTN), also indicated that participants were as likely to follow through using the gel with sex as they 
were to using daily oral pre-exposure prophylaxis (PrEP) – a prevention strategy in which people who are 
HIV-uninfected take a daily pill to reduce their risk of  infection.   

The Phase II study, MTN-017, began in September 2013 and enrolled 195 men who have sex with men (MSM) 
and transgender women at sites in Peru, Thailand, South Africa and the United States, including Puerto Rico.  
MTN-017 participants –12 percent of whom were transgender women – cycled through three study regimens 
which each lasted eight weeks:  reduced glycerin tenofovir gel used daily, reduced glycerin tenofovir gel used 
before and after anal sex, and daily use of the antiretroviral tablet Truvada® (emtricitabine/tenofovir          
disoproxil fumarate), developed by Gilead Sciences, Inc.  This design allowed researchers to collect information 
about the gel’s safety and acceptability in the rectum, and compare it to the use of oral Truvada, which was 
approved for use as PrEP by the U.S. Food and Drug Administration in 2012.

Most side effects from study products in MTN-017 were minor, indicating the gel was safe, and there were no 
significant differences in adverse events among the gel regimens compared to oral Truvada.  Overall,               
participants were highly adherent in MTN-017, with most following through in using their assigned products 80 
percent of the time or more.  Participants were similarly adherent to using gel before and after sex (93 percent) 
as they were to taking daily oral Truvada (94 percent).  They were less adherent, however, when using the gel 
on a daily basis (83 percent).  Adherence in MTN-017 was measured by a combination of responses to daily 
questions sent by text message, number of returned gel applicators and blood tests to confirm the presence or 
absence of drug.  

When asked about preferences, participants reported they preferred oral Truvada to the gel, but found the 
before and after sex gel regimen as easy to use as oral Truvada.  When asked about the likelihood that they 
would use the study products in the future, participants said that they would be as likely to use the gel before 
and after sex as they would to take oral Truvada.  Forthcoming analyses from MTN-017 will shed light on how 
much drug was absorbed in the blood, rectal fluid and tissue, and assess whether use of the products caused 
changes in cells or tissue.  

“The results from MTN-017 demonstrate there is a place for rectal microbicides used around the time of sex in 
future HIV prevention efforts,” said Ross D. Cranston, M.D., associate professor, University of  Pittsburgh School 
of Medicine, who led the study with Javier R. Lama, M.D., M.P.H., investigator and director, HIV Prevention 
Intervention Studies, IMPACTA PERU Clinical Trials Unit, Lima, Peru.  “While we have more to learn from 
-more- ongoing analyses of tissue and blood testing, the completion of this study was a significant undertaking 
and represents a major step forward in the development of a rectal microbicide for people at risk of HIV from 
anal sex.”  

MTN-017 was a larger follow-up trial to a previous study, MTN-007, that found the reduced glycerin                
formulation of tenofovir gel was safe and acceptable to both men and women who used it in the rectum daily 
for a one-week period.  The gel used in both studies was formulated with less glycerin to address                        
gastrointestinal side effects experienced by some study participants who used an original vaginal formulation 
of tenofovir gel in an early study called RMP-02/MTN-006. 

 “The MTN-017 findings come at a pivotal time in the field of rectal microbicides, setting the stage for future 
studies and complementing ongoing research into new products and delivery methods,” said Ian McGowan, 
M.D., Ph.D., principal investigator of the MTN and professor of medicine, Division of Gastroenterology,         
Hepatology and Nutrition and Department of Obstetrics, Gynecology and Reproductive Sciences, University of 
Pittsburgh School of Medicine.  “Research is already underway at MTN to expand the pipeline of rectal            
microbicide products in order to find the right product to move forward into an effectiveness study.”
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Globally, racial and ethnic minorities, MSM and transgender women are disproportionately affected by HIV.  
Although most microbicide research has focused on products for vaginal use, the risk of becoming infected with 
HIV from unprotected anal sex may be 20 times greater than unprotected vaginal sex, in part because the rectal 
lining is only one-cell thick compared to the vagina’s multiple layers. 

In addition to Drs. Cranston, Lama and McGowan, co-authors include Alex Carballo-Dieguez, Ph.D., Columbia 
University; Cindy Jacobson, Pharm.D., MTN; Sherri Johnson, FHI 360; Ratiya Kunjara Na Ayudhya, BSMT, MTN; 
Mark Marzinke, Ph.D., Johns Hopkins University; Jeanna Piper, M.D., Division of AIDS, National Institute of Allergy 
and Infectious Diseases (NIAID); and Barbra Richardson, Ph.D., University of Washington and Fred Hutchinson 
Cancer Research Center.

MTN-017 is funded by NIAID and the National Institute of Mental Health, both components of the NIH.  Tenofovir 
gel was developed by Gilead Sciences, Inc., of Foster City, Calif., which assigned the rights for tenofovir gel to 
CONRAD, of Arlington, Va ., and the International Partnership for Microbicides of Silver Spring, Md., in December 
2006.  Clinical input and study supplies of reduced glycerin tenofovir gel were provided by CONRAD, with       
funding from USAID.  

More information and materials about MTN-017 and rectal microbicides are available at                            
http://www.mtnstopshiv.org/news/studies/mtn017.



WE PARTICIPATE IN .........

2nd COREMUSA Assembly Callao
As members of the Coordinadora Regional Multisectorial de 
Salud (COREMUSA) of Callao, we participated in the second 
general meeting held on Wednesday, February 3 on the    
premises of the Dirección Regional de Salud (DIRESA) of 
Callao. At this second meeting, the training on the current 
status of HIV and TB in Callao was held, led by Dr. Jorge            
Alcántara, and proposals about activities to be performed 
within the framework of the summer season were discussed. In 
addition, candidates for the new board of the COREMUSA 
Callao were announced. Gonzalo Meneses, psychologist and 
educator of the community area of Impacta, was our             
representative in this second meeting.

Tour of Heroes
On Saturday February 27, we returned to the main clubs of 
Lima with our famous heroes of Impacta, who were responsible 
for turning up the night dancing with the audience and       
bringing important messages of prevention and care for the 
community: EXAMÁN, who invites us to test for HIV regularly to 
always be aware of our health; and VACUMÁN, who brings a 
new alternative for HIV prevention thanks to a new and special 
type of antibodies, which soon will spread around the country. 
Both heroes had fun with the audience and at the same time 
raised awareness to always be protected against HIV.
See you next month!



I have had the opportunity to work with Impacta since June 2015, and I cannot adequately describe how       
valuable and positive my experience has been. These nine months working on tuberculosis and HIV projects in 
Lima have constituted a spectacular learning experience. 

From June to November, I had the privilege of working with a team of two Impacta coworkers and two       
graduate students from the US to carry out a tuberculosis study in Lurigancho Prison in San Juan de Lurigancho 
District. The project investigated factors affecting adherence to tuberculosis treatment inside the prison, which is 
a nexus for tuberculosis transmission. I later was able to administer qualitative interviews of doctors, nurses, and 
prisoners working in the prison’s tuberculosis clinic. The experience provided a fascinating view of the Peruvian 
penal system, which complemented previous experience I had volunteering in a US prison.

In 2016, I have been recruiting for a study on HIV treatment adherence in Vía Libre (a non-profit focused on HIV 
treatment services in the Centro de Lima) and the Hospital Nacional Dos de Mayo (a public hospital in La       
Victoria District). It has been fascinating to compare healthcare system experiences of patients in the two 
settings. As with the study in the prison, I have found Peruvians in Impacta and in our partner sites to be             
incredibly willing to help solve problems when executing studies.

My experience at Impacta has been one of tremendous support. Beyond recruitment of participants in fieldwork 
sites, I have also been able to improve my data analysis skills with the support of staff at Impacta. Additionally, 
I have enjoyed going to Impacta’s retreats in July and December, and I am happy to say I haven’t completely 
embarrassed myself when playing soccer with Impacta employees in recent months. Impacta coworkers have 
been more than willing to get meals and show me around the city since day one. 

There are many people at Impacta who are to be thanked, and I’m loath to omit anyone, but I want to take a 
moment to thank some of the people with particularly large roles in making this experience so positive. Dr. Jorge 
Alave has been my primary advisor throughout the experience, and he has also been a tremendously supportive 
friend. I wouldn’t be able to feel so at home in Lima without his attentive support. Carlos Antón, who worked 
with Impacta on the project in Lurigancho Prison, has also been a crucial source of support, and Dr. Javier          
Valencia has been a very reliable and thoughtful advisor on the current HIV studies. It is also important to thank 
Yale University’s Charles P. Howland Fellowship for funding this year-long experience in Peru’s capital.

Finally, thanks to everyone at Impacta for making this experience possible. I have learned and experienced 
more than I could ever imagine during this time in Lima, and I know it will be a year that I will never forget.
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