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INFORMATION AND CONSENT FORM 

 
 

Research Project: Lubricant Investigation in Men to Inhibit Transmission of HPV Infection 
(LIMIT-HPV) 
 
Principal investigators: Dr. Eduardo Franco and Dr. Alexandra de Pokomandy 
 
Institution: Division of Cancer Epidemiology and Family Medicine Department, McGill 
University 
 
Funding Source: The Canadian Institutes of Health Research (CIHR) and Canadian Cancer 
Society Research Institute (CCSRI)       
 
 
You are invited to take part in a clinical trial on human papillomavirus (HPV) infection prevention. 
Clinical trials include only people who choose to take part. Should you decide to participate in this 
study, you will be given a copy of this consent form. It provides you with a detailed description of 
the study, describing all the procedures that will be followed. If you have any questions concerning 
what is explained here, do not hesitate to ask us. Please take all the time you need to read this form. 
 
INTRODUCTION 
HPV is the most common sexually transmitted infection, and most sexually active men will be 
infected with HPV over their lifetime. Usually these infections go unnoticed or only cause anal or 
genital warts (condylomas). Although benign, genital warts are difficult to treat and may lead to 
social embarrassment. Even if most HPV infections are temporary and will be cleared naturally, 
certain types cause more persistent infections that can progress to cancer. 
 
Researchers identified that carrageenan, an inexpensive gelling agent that is already commonly 
used in food and cosmetics, is able to interfere with HPV infection. This study will examine if a 
personal sex lubricant containing carrageenan, directly applied to the skin and used during sexual 
activities, can decrease HPV infection. Such an inexpensive intervention would help reduce the 
burden of genital warts, and HPV-associated cancers in a cost-effective way. The gel being studied 
is already commercialized and sold as a personal lubricant.  
 
PURPOSE OF THE STUDY  
This study will investigate whether or not a lubricant gel that contains carrageenan is effective in 
preventing anal HPV infection in men who have sex with men. We will recruit 380 adult men 
participants in Montreal, including 110 HIV-seropositive men. 
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STUDY PROCEDURE 
 
Duration and number of visits 
Your participation in this study will be for 12 months and will include 7 visits.   
 
Table of study visits and procedures 

 Visit 1  
(Enrollment) 

Visit 2  
(1 mo) 

Visit 3  
(2 mo) 

Visit 4  
(3 mo) 

Visit 5  
(6 mo) 

Visit 6  
(9 mo) 

Visit 7 
(12 mo) 

Questionnaire x x x x x x x 

Anal HPV test x x x x x x x 

HIV test*  x      x 

Estimated duration 60 min 30 min 30 min 30 min 30 min 30 min 30 min 
* For participants not known to be seropositive for HIV. 

 
Randomization  
If you are eligible and consent to enroll in this study, you will be "randomized" into one of the 
study groups described below. Randomization means that you are put into a group by chance. A 
computer program will place you in one of the study groups. Neither you nor the study staff can 
choose the group you will be in. You will have an equal chance of being placed in either group.  
 
If you are in Group 1 you will receive a personal lubricant that contains carrageenan.  
 
If you are in Group 2 you will receive a personal lubricant that does not contain carrageenan. 
 
Neither you nor the study staff will know if you are getting the carrageenan gel or the comparison 
gel. The reason for this is that if men know which gel they are using, it may affect what they think 
and say about it. If the study staff is aware of participants’ group assignment, it may affect how 
they interpret what they see and hear in the exams and interviews. Only after the study is over will 
the researchers be able to find out the intervention that each participant was assigned, and whether 
or not the study results show a difference between the 2 groups. If you want to know which gel 
you were using, you will be able to find out when the whole study is finished.  
 
Clinic Visits 
You will be asked to visit the research nurse 7 times for the collection of anal specimens for HPV 
testing over the 12 months of your participation. At your first visit, a research nurse will provide 
you with instructions on how and when to apply the study gel. The nurse will collect your first 
anal HPV specimen in a private room at the clinic, by inserting and rotating a cotton-tip swab in 
your anus. This procedure is not painful, and only takes few seconds. In addition, you will be asked 
to complete an electronic survey. This first survey will ask questions about your background, 
medical and sexual history, condom and lubricant usage, smoking habits and alcohol consumption. 
The research nurse or coordinator will be available at all times should you need help. Before 
leaving, you will be provided with a one-month supply of gel. This first visit will last about one 
hour.  
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You will visit the clinic at 1 month, 2 months, 3 months, 6 months, 9 months and 12 months after 
your first visit. You will be asked to abstain from receptive anal sex and gel use for at least 48 
hours prior to each visit. At the clinic, the nurse will collect an anal specimen for HPV testing in a 
private room, and you will be asked to complete a follow-up survey about your recent sexual 
activities, use of study gel, and medical history. Each survey will take about 15 minutes to 
complete. At your one- and two-month visit, the research nurse will provide you with a one-month 
supply of study gel. At every visit thereafter (except for your final visit), the research nurse will 
provide you with 3 months’ supply of gel, i.e., enough to last you until the next visit. Each visit 
will last about 30 minutes.  
 
You will be asked to continue using the assigned intervention for the complete follow-up period 
(12 months), along with condom use for prevention of other sexually transmitted infections.  
 
Online calendars 
You will be given an access code with which you can log on to a secure internet website to 
complete confidential electronic calendars. You will be asked to track your sexual activities and 
study gel use on a weekly basis using the online calendar. The calendars will take approximately 
5 minutes per week to update. Help will be available through email and telephone should you need 
assistance.  
 
Laboratory testing of anal specimens  
The anal specimens collected for HPV testing will be sent to the laboratory and will be tested for 
36 strains of HPV, including the most common types of HPV that can cause anal cancer. HPV 
testing is only done for research purposes and it is not used in standard clinical care of men.  
Therefore, we are not planning to reveal individual test results unless specifically requested. In 
such a case, we can send them to your doctor at the end of your study participation. It is important 
to know that an HPV infection can last for a very long time. Thus, a positive test for an HPV 
infection does not mean that it was recently acquired.  
 
We also ask you for permission to store the samples for future studies on HPV infection using 
more sophisticated techniques not yet available. 
 
HIV status  
• If you have never been diagnosed HIV-seropositive: 

For participants who never tested seropositive for HIV, the nurse will conduct a rapid HIV test 
with a drop of your blood obtained through a finger prick. We will test you at enrolment and 
at study exit. This will serve to verify the HIV status of participants. Please note that if your 
rapid test gives a HIV-seropositive result, we will need to confirm this finding with a second 
test using a regular blood sample and more accurate laboratory equipment. We will then ask 
you to abstain from sexual activities or to use protection when engaging in sex until this result 
can be confirmed. The nurse will immediately refer you to a physician for follow-up. If you 
are found to be HIV-positive at study entry (not at study exit), then the following paragraph 
will apply to you as well. 
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• If you are living with HIV: 
For participants living with HIV, a review of your medical chart (at your usual HIV clinic) will 
be done to collect data about your HIV medical history and HIV lab results (CD4 counts, HIV 
viral load). We will therefore ask you to provide us with the contact information of your HIV 
physician.  

 
End of study participation  
Your participation in the study will be stopped early if you consider it to be in your best interest 
or for personal reasons, or if a physician considers it to be in your best interest because of safety 
reasons or your well-being.  
 
BENEFITS  
You should not expect any direct health benefits from participating in this study. While researchers 
hope that the intervention under study will be useful in protecting against infection with HPV, 
there is no proof of this yet. The information from this study will help researchers learn more 
about carrageenan as a potential treatment and preventative against anal HPV infection and anal 
cancer.  
 
RISKS  
Using either carrageenan or the comparison gel may cause itching, burning or pain, but these 
symptoms are unlikely (<5% chance). If you experience any side effects, discontinue use of the 
gel and contact the study nurse. Since the study gel (with or without carrageenan) does not prevent 
other sexually transmitted infections, you will be asked to continue using condoms for the duration 
of the trial.  
 
The collection of an anal specimen for HPV testing is a safe procedure. There is a possibility of 
slight discomfort during the insertion of the cotton-tip swab to collect the specimen.  
 
For the HIV-negative participants, there may be small amount of pain during the finger prick for 
the HIV tests. There may be psychological distress associated with testing positive for HIV. In the 
event that you test positive, you will receive counseling and referral for standard care.  
 
If you experience any adverse events during your involvement in the study, you will be referred to 
the McGill University Student Health Services Clinic located at 3600 McTavish Street West or the 
MUHC Chronic Viral Illnesses Service clinic located on the 2nd floor of the MUHC Glen site 1001 
Décarie. 
 
CONFIDENTIALITY  
The results from the laboratory testing of your specimens and the responses you give in the surveys 
will be treated with strict confidentiality. All the information that you provide online will be stored 
in a secure server. Only researchers who are part of the study will have access to the data. No 
names or other information that could identify yourself as a participant will be released. All the 
data from this study will be analyzed as groups without linkage of names to any data.  
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The actual specimens will not be made available to investigators that are not involved with this 
study, nor will they be sold for commercial use. They will only be used for the purposes outlined 
in this consent form. They will be securely stored at University of Montreal (laboratory of co-
investigator, Dr. Francois Coutlée) for as long as they are needed for the verification of laboratory 
results, testing with additional methods, and for research audit purposes. Your name will not be 
linked to any specimen.  
 
Health Canada and the McGill University Faculty of Medicine Institutional Review Board may 
review the study data and files to ensure sound management of this study. For this reason, the 
records derived from the trial will be kept for 25 years. These records will be destroyed after 25 
years. 
 
YOUR RIGHTS  
Your participation in this study is completely voluntary. You are free to withdraw from the study 
at any time. Your decision to withdraw will have no effect on your current or future health care. 
As a participant, you will be informed of any new information that may affect your willingness to 
participate in the trial. 
 
By accepting to participate in this research project, you are not waiving any of your legal rights 
nor discharging the researchers, the sponsor or the institution, of their civil and professional 
responsibility. 
 
COST 
There are no costs to you, direct or indirect.  
 
COMPENSATION  
You will receive between $40 and $50 per completed study visit in compensation for costs 

(transport, parking, food) and/or loss of income incurred from your participation in this study. The 

maximum total compensation for this study (7 study visits) is $300. 

ADDITIONAL INFORMATION  
If at any time during your study participation you have questions about HPV or this study, you 
may contact one of our research staff Mrs. Natalia Morykon, at 514-398-3710 or Mrs. Karène 
Proulx-Boucher at 514-934-1934 extension 32146. You may also contact Dr. Mariam El-Zein, 
Associate Director for Research at the Division of Cancer Epidemiology, at 514-398-1489 or 
mariam.elzein@mcgill.ca.  
 
If you have questions regarding your rights as a research participant, please contact Ms. Ilde 
Lepore, Senior Ethics Administrator of the Institutional Review Board, Faculty of Medicine at 
514-398-8302 or ilde.lepore@mcgill.ca.  
 
ETHICS APPROVAL  
Health Canada has authorized the use of carrageenan for this investigational study. The McGill 
Institutional Review Board has reviewed this study for ethical acceptability.  
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Research Project: Lubricant Investigation in Men to Inhibit Transmission of HPV Infection 
(LIMIT-HPV) 

 
I. Participant’s consent 
I have read this consent form. I have been informed of the purpose of this study. I am aware of the 
study procedures and the risks and benefits of my participation. I have been informed that my 
participation in this study is voluntary, and that I can withdraw from this study at any time without 
giving a reason. I consent to take part in this study. I do not give up any of my legal rights by 
signing this consent form.  
 
A dated and signed copy of the present information and consent form was given to me. 
 
 
___________________________________________  
Name of participant 
 
 
___________________________________________   ____________ 
Signature of participant       Date 
 
 
II. Signature of the person who obtained consent  
I have explained the terms of the present information and consent form to the research participant 
and I answered all his questions. 
 
 
___________________________________________  
Name of person obtaining consent 
 
 
 
___________________________________________    ____________ 
Signature of person obtaining consent     Date 
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