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Executive Summary 

 

BACKGROUND 

Like male condoms, female condoms provide protection against unplanned pregnancy and most sexually 

transmitted infections (STIs) including HIV. The first female condom (FC) made by the Female Health Company 

(FHC) was approved by the US Food and Drug Administration (USFDA) in 1993.  Since 2000, several different 

types of FCs have become available or are in development to lower the cost, and improve choice and 

acceptability. Although similar in function, new FCs often differ in design and material. Classified as Class III 

medical devices by the United States Food and Drug Administration (USFDA), the regulatory process for FCs is 

more complex than for male condoms.  Female condom generic specifications only become available in 2012 

and this, coupled with the lack of an international standard to verify the quality of new devices, has historically 

hindered new products gaining regulatory approvals and entering the market. To secure regulatory approvals, 

including United Nations Population Fund/World Health Organization (UNFPA/WHO) prequalification, 

manufacturers must conduct clinical studies to verify the performance of new or modified FC designs. The 

objectives of this research were to assess functional performance, safety and acceptability of the Velvet (HLL) 

and Cupid2® female condoms.  

 

MATERIALS AND METHODS 

This was a three-period, randomized non-inferiority cross-over clinical trial to evaluate device function, safety 

and acceptability of two new FCs and the currently marketed control FC (FC2®).  

 

Population and Procedures  

Women were recruited from a large, reproductive health service clinic in Durban, South Africa.  The target 

population was 300 urban women aged 18-45 who were either novice or experienced users of FCs.  Women 

were required to be sexually active, using a reliable, non-barrier method of contraception and to be in an 

exclusive sexual relationship with their partners. Women were asked to use 5 of each of the 3 FC types and to 

complete a coital diary after each condom use. After completing use of each condom type, they were instructed 

to return to the clinic to be interviewed about their experiences. Coital diaries were used to capture data on 

condom function and safety.  Interviewer-assisted surveys were employed during 3 follow-up visits to gather 

data on comparative acceptability.  Fieldwork commenced in August 2013 and was completed in May 2014.  

  

The three FC types are shown and described in Box 1. 
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Box 1: Study Condoms 

The FC2® female condom   
The FC2® became available in some countries in 2005.  It replaced the 
polyurethane FC1 (Reality®, Femidom®) FC that had been available since 1993 
and has now been phased out. FC2 is similar in specification, function and 
appearance to the FC1 but is made of synthetic nitrile rubber latex (Figure 1).  
FC2 is 170mm in length and has a flexible inner ring to insert the device and 
keep the condom in place during sexual intercourse. A ring at the open end of 
the condom lies flat across the genital area and further ensures the condom 
stays in place. The FC2 can be used with both oil-based and water-based 
lubricants. FC2 received UNFPA/WHO prequalification in 2007 (renewed in 
2012) and was found acceptable for bulk procurement by all UN agencies. In 
2009, it was approved by the USFDA.  To date, it is the only FC with USFDA 
approval.  

 

HLL (Velvet) female condom 
HLL Lifecare Limited (formerly Hindustani Latex) is the manufacturer of the HLL 
FC which is now called the Velvet FC. This female condom is made of natural 
rubber latex (NRL) and measures 170mm in length and is 75mm wide (Figure 
2). It is manufactured similarly to male latex condoms (i.e. it is produced by a 
dipping process and has a rolled outer ring). The internal ring or retention 
mechanism is made of ethylene vinyl acetate (EVA). It is the same retention ring 
used in the FC2 female condom. It is lubricated with silicone lubricant and 
comes in natural and flavoured varieties. The HLL FC has been registered by the 
India Drug Control Authority. No data have been published on human studies 
with this product; however, the latex materials used in the construction of the 
device are used extensively in other healthcare products. 

 

The Cupid2® female condom 
The Cupid2® FC (Cupid Ltd, Mumbai, India) is an adapted version of the 
Cupid®FC, which was UNFPA/WHO prequalified in 2012. The design is identical 
but the condom is shorter and the sponge used for insertion is thinner. This 
FC is manufactured and available in India and some European countries. This 
FC is made of NRL with an octagonal outer frame (Figure 3). The condom is 
125 mm in length and is inserted using a medical-grade sponge which also 
holds the condom in place during use. The condom is pre-lubricated with 
silicone oil and comes in both natural and pink colours. It is the only FC that is 
scented. It currently holds the CE Mark of the EU and is registered by the India 
Drug Control Authority. This FC is under review by the WHO/RHR Female 
Condom Technical Review Committee.   

 

 
 

Statistical Considerations 

The trial could not be blinded as the three condom designs are quite distinct and each required product-specific 

training for correct use.  A randomization sequence for the crossover design was generated for 300 eligible 

women, randomizing women to condom type use order using a Williams design. Block randomization was used 

with block sizes of four.   

 

Primary endpoints were total clinical failure and total female condom failure for each condom type.  Secondary 

endpoints included rates of invagination, complete slippage, misdirection, and breakage (clinical and non-
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clinical). Safety and acceptability data were also collected, acceptability measures included: comfort, fit, ease 

of insertion, length, lubrication and appearance. 

 

The main analysis population was defined as all participants who used all three condom types and at least one 

use of each condom type. 

 

Data Analysis 

Mean percentage failures, differences in mean percentage failure of each of the two new condoms types with 

respect to FC2® and 95% CIs for the difference were computed for each condom failure mode (e.g. breakage). 

Primary analyses were centred on total clinical failure and total female condom failure.  Their components, 

clinical breakage, non-clinical breakage, total breakage, slippage, misdirection, and invagination were assessed 

as well. The hypothesis for the primary endpoints, total clinical failure and total failure of a female condom and 

their components, was that each of the new condoms HLL and Cupid2® are ‘non-inferior’ to FC2 with regard to 

the rate of events within a margin of 3.0%. That is, that the rate of events of each of the new condoms was not 

worse than that of the FC2 by more than 3.0%. 

 

RESULTS 

300 women were enrolled, with 282 (94.0%) completing all three follow-up visits. Mean age was 27.4 years. 

Most women were primarily in non-marital and non-cohabiting relationships (77.7%) and just over half were 

unemployed (56.7%). Students made up 18.8% of the study population.  As FCs have been available in SA since 

1999 and the study clinic is a FC distribution site, 22.0% of study participants had previously used FCs.  

 

In total, 4147 FCs were used by participants in this study (1373 Cupid2, 1383 FC2, 1391 HLL).  Total clinical failure 

including clinical breakage, invagination, misdirection and slippage was below 5% for all FCs:- FC2 (4.50%); 

Cupid2 (4.79%)  and HLL (3.93%).  Total Female condom failure including all clinical failure and non-clinical 

breakage was FC2 (6.61%); Cupid2 (6.71%) and HLL (5.92%).  Non-inferiority was demonstrated for all condom 

functions for the two condoms Cupid2 and HLL with respect to FC2, within the margin of 3% difference in mean 

failure, at the 5% significance level. For all condom functions, neither of the two condoms was shown to be 

superior to the FC2 reference condom since the 95% confidence intervals included the zero difference. 

 

In total. 110 adverse events were reported in 84 condom uses (Cupid n=1373,2.8%, FC2 N=1383, 1.8%, HLL 

N=1391, 1.5%). Over two-thirds were self-reported as very slight (69.1%) and mild by the remaining third 

(30.9%). No action was taken in any of the 110 events nor was any treatment used. Under half of the events 

were reported to have occurred in men (41.8% n= 46) and over half in women (58.2%, n=64). 
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Proportions of preference were fairly evenly distributed across the condom types, 32% preferred using Cupid2, 

34% preferred FC2 and 34% preferred HLL FC. Similarly, proportions for the condom liked least among 

participants were also evenly distributed. 

 

CONCLUSIONS 

While individual failure rates varied slightly by condom type, the two new condoms (Cupid2 and HLL) evaluated 

in this study were non-inferior to the reference condom (FC2) within a 3% margin.  The total clinical failure and 

component failure rates reported are expected and consistent with findings from an earlier, similarly conducted 

study, at the same site in 2011. The difference between FC2 total clinical failure in these two studies was 0.77%. 

Non clinical breakage – breakage of the condom when opening the packet was around 2% for each condom 

type and this was slightly higher than previously reported rate of 0.8-1.4% at the same study site. However, 25 

of the 92 condoms reported in this study as broken were actually used as women were unsure if they had 

damaged them, indicating that conservative reporting may have increased the incidence of this failure mode. 
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1. Introduction 

Worldwide, more than 200 million women desire, but lack access to, contraceptive methods. Often, these 

women must travel far to reach a health facility, only to return home without contraceptives due to insufficient 

supplies or stock outs. When women seeking family planning (FP) services are unable to obtain contraceptives, 

including male and female condoms, they cannot protect themselves from unintended pregnancies and/or 

sexually-transmitted infections (STIs), including HIV/AIDS. In developing countries, a woman's lifetime risk of 

dying during pregnancy and childbirth is 1 in 75 (ref). In sub-Saharan Africa, this risk is 1 in 22.[1] Family planning 

and the programming of female condoms (FC) are effective strategies to reduce maternal and child morbidity 

and mortality. It is the goal of the UAFC Joint Programme to make FCs available, accessible and affordable to 

women by increasing demand for FCs, increasing choice (i.e. the availability of a variety of different FC types), 

and encouraging public acceptance of the method to enable women to exercise more control over their sexual 

and reproductive health.   

 

Currently, two FCs (the FC2 and Cupid) are pre-qualified by UNFPA/WHO and available for purchase by donor 

agencies and distribution in public sector programmes. The results from a UAFC sponsored study conducted in 

2011 provided the clinical evidence that supported the prequalification application and approval of the Cupid 

FC by UNFPA/WHO for public sector donor procurement.[2] 

 

Other new devices, while sufficiently developed, lack the required clinical study necessary for approval by donor 

agencies. The purpose of this research was to test two of these new FCs and provide the study results to 

manufacturers for completion of dossiers that will be submitted to UNFPA/WHO for consideration of product 

pre-qualification. Obtaining UBFPA/WHO prequalification makes a product eligible for procurement by UN 

agencies for distribution in public sector programs. Further, it will permit FC manufacturers to register their 

products in selected countries where registration of FCs is required.  

 

2. Study design  

This research study was a three-period, cross-over randomized controlled trial to determine the functional 

performance, safety and acceptability of three FC models (HLL FC, FC2, and Cupid2). 

 

2.1. Primary Study Objectives and Statistical Considerations 

The primary objective of this research was to compare the functional performance of three FC types- the HLL 

FC, FC2, and Cupid2 condoms within the selected study population.  The FC2 served as the control device, since 

the predicate device (FC1) is no longer manufactured. 
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For each condom type, the proportion of functional performance events were calculated.  Primary analyses 

centered on total clinical failure and total female condom failure. Rates of clinical breakage, total breakage, 

slippage, misdirection, and invagination were calculated as well. The following definition of terms has been 

adapted from Steiner, et al. [3] and was modified on January 17, 2006, at the Technical Review Committee 

Meeting at the WHO in Geneva, Switzerland, for use in female condom studies.[4] These definitions were used 

in the analysis of the FC function data. While multiple failures may have be experienced with a single device 

within one sexual act, failures under this condition were counted as a single event for data analysis purposes.  

[Note:  Male latex condom failures are counted in this manner.] 

 

 Clinical breakage is defined as breakage during sexual intercourse or during withdrawal of the female 

condom from the vagina.  Clinical breakage is breakage with potential adverse clinical consequences.  The 

clinical breakage rate is calculated by dividing the number of female condoms reported to have broken 

during sexual intercourse or during withdrawal by the number of female condoms used during sexual 

intercourse. 

 Total breakage is defined as the sum of all female condom breakages at any time before, during or after 

sexual intercourse.  It includes both clinical breakages and non-clinical breakages. The total breakage rate 

is calculated by dividing the total number of female condoms that broke by the number of female condom 

packages opened. 

 Slippage is defined as an instance when a female condom slips completely out of the vagina during sexual 

intercourse. The slippage rate is calculated by dividing the number of female condoms that slipped by the 

number of female condoms used during sexual intercourse. 

 Misdirection is defined as vaginal penetration whereby the penis is inserted between the female condom 

and the vaginal wall. The misdirection rate is calculated by dividing the number of reported events of 

misdirection by the number of female condoms used during sexual intercourse. 

 Invagination is defined as an instance when the external retention feature of the female condom is partially 

or fully pushed into the vagina during sexual intercourse. The invagination rate is calculated by dividing the 

number of events of invagination by the number of female condoms used during sexual intercourse. 

 Total clinical failure is defined as the sum of female condoms that clinically break or slip, or are associated 

with misdirection, invagination or any additional failure modes(s) identified in the risk assessment which 

results in the reduction of the female condom protective function. The total clinical failure rate is calculated 

by dividing the number of female condoms with a clinical failure by the number of female condoms used 

during sexual intercourse. 

 Total female condom failure is defined as a female condom for which a non-clinical breakage, clinical 

breakage or slippage occurs, or is associated with misdirection, invagination or any additional failure 

modes(s) identified in the risk assessment. The female condom failure rate is calculated by dividing the 

number of female condoms that fail by the number of female condom packages opened. 
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The hypothesis for the primary endpoints (total clinical failure and total failure of a female condom 

and their components) was that each of the new condoms, HLL FC, and Cupid2, was ‘non-inferior’ to  

FC2 with regard to the rate of events within a margin of 3.0%. That is, that the rate of events of each 

of the new condoms were not worse than that of the FC2 by more than 3.0%. To demonstrate non 

inferiority at a 5% significance level, we required the upper limit of the one-sided 95% confidence 

interval or equivalently the upper limit of the two-sided 90% confidence interval for the difference in 

the occurrence of events (New – FC2) to be below 3.0%. 

 

2.2. Secondary Study Objectives  

Secondary objectives were to assess the safety and acceptability of each of the FC types and to compare 

acceptability among the three FC types. Safety was measured and evaluated according to the proportion of 

participants with symptoms of, and proportion of female condom uses- with reports of genitourinary irritation 

during or immediately after any of the 5 separate uses for each FC type. Medical and serious adverse events 

were classified by relatedness, expectedness and severity.  

Acceptability measures for evaluation included the frequency of key acceptability endpoints namely comfort in 

use; ease of insertion and removal; like or dislike of product attributes (e.g. inner ring, sponge and outer frame); 

and adequacy and feel of lubrication.   

 

3. Study procedures  

3.1. Eligibility Criteria 

Women enrolled in the study were either novice or experienced users of FCs and were required to meet the 

following selection criteria: 

1) Be between the ages of 18 and 45 years (inclusive); 

2) Be literate (able to read a newspaper or letter easily); 

3) Be sexually active (defined as having at least two vaginal coital acts per week and not being abstinent in 

the month prior to enrollment); 

4) Be in an exclusive (monogamous) sexual relationship with her spouse or partner while participating in this 

research study; 

5) Have been in a sexual relationship with this partner for at least 6 months; 

6) Not be a sex worker; 

7) Not be pregnant (as determined by pregnancy testing) or planning a pregnancy during the time of the 

research study; 

8) Be without observable evidence of STI as determined through syndromic diagnosis and vaginal 

examination; 
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9) Be using hormonal or other non-barrier contraception (e.g. OCs, injectables, IUD, or  have had a tubal 

sterilization); 

10) Not be menopausal (defined as 12 months without menstruation);  

11) Not have had a hysterectomy; 

12) Not have known sensitivities or allergies to latex, polyurethane, vaginal/sexual lubricants or the lubricants 

used on condoms; 

13) Willing to give informed consent; 

14) Willing to complete the FC coital use logs ; 

15) Willing to use the study condoms as directed; 

16) Willing to adhere to the follow-up schedule and all study procedures; 

17) Willing to provide research study staff with an address, phone number or other locator information while 

participating in the study; and, 

18) Willing to participate in the study for up to four months. 

 

3.2. Recruitment and Screening Procedures 

Women volunteering for this study were recruited from the client population of Commercial City Clinic in 

Durban, South Africa. Women attending the Commercial City Clinic in the eThekwini District were informed 

about the study through a group talk by the study nurse addressing all the clients waiting for their clinic 

consultations in the general waiting area. Volunteers were protected against pregnancy either through use of 

an effective (non-barrier) contraceptive method or having had tubal sterilization.  No staff directly involved in 

carrying out this study participated in this research. Volunteers underwent an external genital examination to 

eliminate those who might have had active, observable STIs.  Volunteers without evidence of active STIs 

continued with the screening process which included pregnancy testing. Volunteers who presented with 

suspected treatable STIs were not enrolled in the study, but were referred to Commercial City Clinic staff for 

examination and appropriate treatment if required.  

 

3.3. Study Visits   

The consent process and all checklists, condom use logs and surveys used in the study were written and 

conducted in a language understandable to the participant (Zulu or English). At enrollment, baseline data were 

gathered on participant demographics and past FC use. Enrolled participants were asked to use 5 devices of 

each type of FC. They were asked to return to the clinic for follow-up interviews after using each type of device.  

During the 1st and 2nd follow-up visits, women were interviewed about use of the FCs and they received their 

next condom packet within their assigned (randomized) use sequence. In the 3rd follow-up visit, women were 

interviewed about use of the condoms and were discontinued from study participation. Data on device function, 

safety and acceptability for each condom type were collected during follow-up visits.   



15 
 

 

 

 

Screening/enrollment visit: If a woman expressed interest in participating after being told about the study, she 

was given the study FACT SHEET (Appendix 1) to read, which described the study requirements and her potential 

role.  If she agreed to take part in the research, she was asked to provide written consent (INFORMED CONSENT 

- Appendix 2). She was then screened for visible STIs using the syndromic diagnostic tool and provided a urine 

sample to determine pregnancy status. Further, she was administered the SELECTION CRITERIA CHECKLIST 

(Appendix 3) to determine whether she met other study inclusion criteria.   

   

300 women were enrolled in the study. To minimize use-order effect, the women were randomized to condom-

type use order (HFC; CFH; etc.).  Concealment of the random allocation was accomplished through use of scratch 

card technology. The randomization cards were similar to those used in games and lotteries. The use order 

sequence was concealed under three separate latex squares which were scratched off to reveal the appropriate 

condom type (HLL=H, FC2=F, Cupid2 =C) corresponding to participant visits 1 through 3. After revealing the 

appropriate condom type, the randomization card was placed in a protective envelope and filed with the 

participant’s remaining study documents. This method of concealing randomization order was used in the 

previous UAFC study conducted by MatCH Research at the Commercial City study site.  

 

During the enrollment visit, study staff administered a BASELINE SURVEY (Appendix 4) to collect demographic 

information. Using a pelvic model, the study staff demonstrated female condom insertion and trained the 

participants in the proper use of their first assigned female condom.  Further, they provided instructions on how 

to complete the CONDOM USE LOG (Appendix 5). The participants were given their first study packet which 

contained 5 FCs of their assigned FC type along with a CONDOM USE LOG and written instructions for using the 

condoms (Appendix 6). The participants were instructed to use the condoms during 5 acts of vaginal intercourse 

and to complete the CONDOM USE LOG after use of each condom. Women were told that they did not have to 

use the FCs during consecutive acts of intercourse.  They were instructed to return to the clinic for a follow-up 

visit on completion of all condom uses of the type allocated for that visit. If any condoms were broken or women 

used less than 5 for other reasons (dislike of type by participant or partner) she was still requested to return to 

report on any condoms used and be trained on use of the next type. The first follow-up visit occurred 

approximately one month after enrollment or when they finished the first set of condoms and was pre-

scheduled. The date of the first follow-up visit was written in the designated location on the CONDOM USE LOG. 

Women who finished using their condoms prior to their scheduled follow-up visit called the clinic to re-schedule 

their follow-up visit. Participants were paid ZAR100 (~US$10, €11) for their time and travel expenses associated 

with the enrollment visit.  

 

Follow-up visits: There were three follow-up visits—one after use of each type of FC. During the follow-up visits, 

study staff reviewed the information on the CONDOM USE LOGS for completeness and accuracy. Further, 
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participants were administered a FOLLOW-UP SURVEY (Appendix 7) about their experiences using the FCs. They 

were trained in the use of the 2nd or 3rd condom types, were given appropriate written condom use instructions, 

their next follow-up visit was scheduled and they obtained their next condom packet in their assigned use 

sequence. They were instructed to return to the clinic after use of each condom type. Each follow-up interview 

was scheduled approximately one month after the preceding visit. After each follow-up visit, participants were 

paid a stipend of ZAR100 to cover travel expenses and to compensate them for their time and any inconvenience 

due to study participation.   

 

3rd Follow-up visit:  During the third follow-up visit, study staff reviewed the information on the CONDOM USE 

LOG for completeness and accuracy. Further, the participants were administered a FOLLOW-UP SURVEY about 

their experiences using their final FC. The DISCONTINUATION FORM (Appendix 8) was then completed for each 

participant and they were given the ZAR100 reimbursement. Participation period for study participants lasted 

4-6 months with the average active participation period for each participant being 12 to 20 weeks.   

 

If the participant did not use at least one condom of each type AND provided at least some follow-up data, she 

was classified as an early discontinuer. Discontinued participants were classified as follows: 

 

 Medical/safety reason (e.g. the woman becomes pregnant, had a sensitivity/allergic reaction to the 

research study products, was diagnosed with a new onset sexually transmitted infection, etc.); 

 Non-safety reason related to use of the research study products (e.g. she disliked the research study 

products and/or failed to follow protocol requirements that were felt to significantly alter study 

outcomes);  

 Non-safety reasons NOT related to use of the research study products (e.g. desired pregnancy, moved, 

lost relationship with partner, did not wish to continue, etc.);  

 Loss-to-follow-up (The participant did not returned to the clinic for her scheduled follow-up visit and 

all efforts to locate her failed (See Section 4. for more detail.) 

 End of study (The participant completed use of all three condoms or the study was cancelled). 

 

3.4. Data Collection  

Data for this research study was captured on interviewer assisted questionnaires and take-home coital diaries 

completed by participants. Condom function and safety data were reported on the coital diary (CONDOM USE 

LOG). Demographic, acceptability and preference data were recorded on questionnaires during both the 

enrollment visit and follow-up interviews. At each follow-up visit, clinic staff reviewed the information from the 

CONDOM USE LOG with the participant to assess correctness and completeness.  Black ballpoint ink pens were 
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used to fill out the Data Collection Forms (DCF).  Printed copies of the DCFs are kept at MatCH Research in locked 

filing cabinets with access limited to study staff.  

 

3.5. Data Entry and Analysis  

Statistical Analysis 

Primary analyses were performed using all available condom use data. GEE with Population 3 (as defined in 

Section 3.6 below was used for total clinical failure and total female condom failure, including condom type and 

their interaction in the model, and taking into account the correlation structure using an exchangeable working 

correlation matrix. Analyses were based on a confidence interval approach to non-inferiority testing [5] based 

on the null and alternative hypotheses specified in Section 2.1. 

 

3.6. Populations 

The following populations were defined: 

Population 1 (Enrolled Population): all randomized subjects with baseline completed. 

Population 2 (Complete Condom Series and Uses Population): women with complete condom series and uses 

(5 condom uses of each condom type, 3 condom types). This is the ‘per-protocol’ population. 

Population 3 (Complete Condom Series Population): women with complete condom series (3 condom types 

and 1 to 5 condom uses of each type). This is the main analysis population. 

Population 4 (Complete or Incomplete Condom Series Population): women with complete or incomplete 

condom series (1 to 3 condom types, 1 to 5 uses each). 

Population 5 (Per-Protocol Population): subset of population 2 who used their condoms in the right order. 

 

All analyses for primary and secondary endpoints were performed according to the assigned condom use 

sequence among the subset of participants who provided relevant follow-up data on at least one use of all 

condom types. This was the main analysis, conducted with the Complete Condom Series Population (Population 

3). 

 

3.7. Sample Size 

The power to demonstrate non-inferiority was calculated, starting by the minimum of 200 couples completing the 

study recommended by ISO standards. We assumed a total failure rate of 4% for the FC2 as reported from past 

research. [6] We assumed a correlation between uses of 0.15, as reported for male condoms.[7] This assumption 

was more conservative than the maximum of 0.20 recommended by ISO standards for FCs.[8] The study enrolled 

300 women, assuming 15% of loss to follow-up (i.e. 85% of the sample would provide relevant follow-up data on at 

least one condom of each type). 
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3.8. Randomization 

300 women who were eligible and willing to participate in the study were randomized to condom use order. A 

Williams design was used [9], which consists of the random construction of a Williams square (first step) and the 

random assignment of the treatment sequences to the women (second step). Balance was maintained across 

sequences (i.e. equal numbers of women randomized to each of the three sequences). These sequences were 

balanced for period and treatment and each treatment had a different preceding treatment. To ensure such 

balance, block randomization was used.  A statistician (not otherwise involved in this study) developed the random 

allocation sequence using a validated statistical program in Stata v13 (StataCorp LP, College Station, Texas, USA).[10]  

 

In terms of allocation concealment, use-order assignments were sealed in separate, sequentially numbered, scratch 

cards (Figure 1).  Trained staff scratched off the latex square to reveal the first condom type only after the participant 

qualified for study inclusion and was enrolled.  Each randomization card was used three times, with each condom 

type revealed at the appropriate visit. The randomization cards were stored in a secure file in a locked office.   

 

Figure 1: Study Randomization Card 

 

 

3.9. Ethics Review and Approvals  

This research study was conducted in compliance with the protocol and the US Code of Federal Regulations (21 

CFR) and GCP (ICH E6).  Further, this study followed the CONSORT guidelines for the reporting of randomized trials 

and is registered on the South African Clinical Trials Database DOH-27-0113-4272. This protocol and related 

documents were reviewed and approved by the Human Research Ethics Committee of the University of the 

Witwatersrand (Wits), Johannesburg, South Africa prior to study initiation and enrollment of participants (HREC 
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clearance certificate number M120522).  The consent process and all questionnaires and, condom use logs used in 

the research were written and conducted in a language understandable to participants. 

 

3.10. Data Entry 

Data entry was completed by MatCH Research study staff. Data from the DCFs were entered into Epidata 

Version 3.1. Data were double-entered by two different people and inconsistencies were resolved with the help 

of the data manager and principal investigators. After the data were cleaned and validated, the database was 

exported to Stata IC v.13 for analysis.  

 

Data managers and analysts were blinded until all data was captured and the primary analysis programmes verified. 

Likewise, all reasonable attempts were made to keep other non-monitor staff blinded until the primary analysis 

programmes were verified. These efforts included masking condom use sequence variables in datasets provided to 

data managers and the project leaders. The statistician analyzing the data was not blinded. Due to dissimilarities of 

the study products, it was not possible to blind participants and clinic staff associated with the project. 

 

3.11. Monitoring  

The sponsor appointed an external monitor from the University of Fort Hare, South Africa, who was present for 

the initiation visit, twice during the study and once for the close out visit. During these visits the quality of data 

collected in the research records, the accuracy of the data entered in the database and regulatory requirements 

were monitored. All clinical records and the data collection forms for the participants enrolled in this study were 

made available for review. The monitor inspected study documents (e.g., consent forms and questionnaires) 

and pertinent clinic records for confirmation of the study data.  The monitor visited the study site to audit the 

progress of this study and a site visit log was maintained at the study site. Monitoring reports were submitted 

to the sponsors i+solutions. 

 

3.12. Study Products 

HLL FC:  HLL Lifecare Limited (formerly Hindustani Latex) is the manufacturer of the HLL FC, currently branded 

as Velvet (Figure 2). This female condom is made of natural rubber latex (NRL) and measures 170mm in length 

and is 75mm wide. It is manufactured similarly to male latex condoms (i.e. it is produced by a dipping process 

and has a rolled outer ring). The internal ring or retention mechanism is made of ethylene vinyl acetate (EVA). 

It is the same retention ring used in the FC2 female condom. It is lubricated with silicone lubricant and comes 

in natural and flavored varieties. The HLL FC has been registered by the India Drug Control Authority. No data 

have been published on human studies with this product; however, the materials used in the construction of 

the device are well known and used extensively in other healthcare products. The FHI360 testing report is 

included in Appendix 7.9.  
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Figure 2: The HLL Female Condom 

 

Add blurb o 

FC2:  The FC2 is a second-generation female condom manufactured by the Female Health Company (Chicago, 

IL).  The FC2 has USFDA approval and has been granted the CE Mark of the European Union (Figure 3). The FC2 

has been pre-qualified by UNFPA/WHO. The device is similar in design to the FC1, but is made from a synthetic 

polymer (nitrile) film that is softer and more elastic than the polyurethane of the earlier device. The condom is 

designed as a loose-fitting pouch that lines the vagina.  It has two flexible rings. The outer ring at the open end 

is rolled from the nitrile material.  The outer ring remains outside the vagina and covers the external genitalia 

during intercourse. An internal polyurethane ring is removable and serves as the insertion mechanism and 

anchors the device within the vagina.   FC2 measures 180mm in length and 80mm in lay-flat width.  The device 

is pre-lubricated with dimethicone. The FHI360 testing report is included in Appendix 7.10.  

 

Figure 3:FC2 Female Condom  

 

 

Cupid2: The Cupid2 FC (Cupid Ltd.) is the same design as the Cupid® FC but is shorter in length. It is manufactured 

and available in India and some Asian countries (Figure 4). This FC is made of natural latex rubber with an 

octagonal outer frame. The condom is 125mm in length and is inserted using a sponge which also holds the 

condom in place during use. The condom is pre-lubricated with silicone oil and comes in both natural and pink 
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colors. It is the only female condom that is scented. It currently holds the CE Mark of the European Union and 

is registered by the India Drug Control Authority. Cupid2 is under review by the WHO and some pilot clinical 

work indicates that this is an acceptable device. There are no published data on the Cupid2 FC. The FHI360 

testing information report is attached in Appendix 7.11. 

 

Figure 4: Cupid2 Female Condom  

 

 

Lubricant:  All FCs tested in this study were pre-lubricated. No additional lubricant was supplied to participants. 

 

3.13. Monitoring of Product Compliance 

 

3.13.1. Condom Shipment and Handling:  Each FC product was shipped by the manufacturer to FHI360’s 

Product Quality and Assurance Division (PQC) for quality control (QC testing. Documentation of acceptance of 

condoms meeting the required standards was recorded in the regulatory file at the study site, and at FHI360. 

FCs and other study products were stored in secured (locked) locations with access limited to study staff. 

 

3.13.2. Product Tracking:  Study products were counted/inventoried by FHI360/PQC upon receipt from the 

manufacturer.  Each condom type was be sampled according to standard practice based on lot size. The sampled 

FCs were tested for freedom from holes, visual defects, airburst pressure and volume, lubricant quantity, 

package integrity and dimensions. Two study personnel undertook an inventory of study packets to ensure that 

they contained the correct number shipped and other study materials.  All three condom types were further 

placed into individual plastic packets with labels F, H or C. This was to ensure that bias was not introduced by 

initial observation of branding. 

 

4. Results 

4.1. Enrollment, Non-completion and Discontinuation. 

A total of 305 women were recruited and screened from the client population of the Commercial City Clinic. 

Fieldwork commenced in August 2013 and was completed in May 2014. The study enrolled 300 women and 282 

women completed all three study follow-up visits. Thus the loss to follow-up at 6% (i.e. 94% of the sample provided 
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follow-up data on at least one condom of each type) was lower than expected.  Table 1 shows data available for all 

population types. Only one woman did not come back for any visit (Population 4). The analysis population (3) 

included 94% of the sample.   

 

Table 1: Number of women enrolled and those in the different analysis populations  

Enrolled 
Population 

(Population 1) 
N  % 

Population 2 
N      % 

Population 3 
N    % 

Population 4 
N    % 

Population 5 
N    % 

300        (100) 238    (79.3) 282   (94.0) 299  (99. 7) 238   (79.3) 

 

Reasons for discontinuation for Population 3 are provided in Table 2.  Women not attending their scheduled 

appointments were followed up telephonically.  In some cases women had moved away or change in 

employment and so were unable to continue participation. 

 

Table 2: Number and percentage of participants with reasons for discontinuation  

Reason n % 

Non-safety reason not related to product 2 0.7 

Loss to follow-up 16 5.3 

Completed study 282 94.0 

 

Table 3 shows details for non-completion and discontinuation. All women who discontinued early gave non-

safety reasons not related to the product, or were lost to follow-up. 

 

Table 3: Women with incomplete or no condom series, lost to follow-up and discontinuing early  

  18 women had incomplete condom series 

Degree of non-completion Number of women Reason for discontinuation 

Using no condom type 3 Lost to follow-up: 3 

Using only one condom type 
(completing one visit only) 

8  

    Cupid2 3 
Lost to follow-up: 3 

 

    FC2 1 
Lost to follow-up: 1 

 

    HLL 4 
Lost to follow-up: 3 

Non-safety reason not related to product: 
1 

Using only two condom types 
(completing two visits only) 

7  

    Cupid2 & HLL 4 
Lost to follow-up: 3 

Non-safety reason not related to product: 
1 

    FC2 & HLL 3 Lost to follow-up: 3 
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4.2. Demographics 

Table 4 provides the demographic characteristics of the study population.  Participants were largely in their mid-

twenties (mean age = 27.4, range 18-45) and fairly well educated with 96.8%, having 10 years or more of 

schooling. Most participants were not married or residing with their partners (n=219, 77.6%). 

 

Table 4: Baseline socio-demographic characteristics of the main analysis population  

Characteristic (N=282) 

Age in years Mean (SD) 27.4 (5.78) 

Min -– Max 18 -– 45 

Ethnic group  
n (%) 

Black 282 (100) 

Completed years of school  
n (%) 

8 6 (2.1) 

9 3 (1.1) 

10 14 (5) 

11 
12 

55 (19.5) 
204 (72.3) 

Primary occupation  
n (%) 

None/Unemployed 160 (56.7) 

Self Employed + Other 5 (1.7) 

Unskilled Labour 54 (19.1) 

Health/Medical 1 (0.4) 

Office 4 (1.4) 

Public Service/Government 1 (0.4) 

Sales 2 (0.7) 

Student 53 (18.8) 

Teacher/Lecturer 1 (0.4) 

Volunteer 1 (0.4) 

Civil status 
 n (%) 

Married or living together 62 (22) 

Not married and not living together 219 (77.6) 

Married and not living together 1 (0.4) 

Relationship with current spouse/partner  
n (%) 

Less than 1 year 6 (2.1) 

1 – 5 years 161 (57.1) 

6 – 10 years 80 (28.4) 

More than 10 years 35 (12.4) 

 

Table 5 shows the reproductive characteristics of the main analysis population. The majority of participants 

(98.9%) had ever used male condoms, while few (22%) had ever used female condoms. Reported male condom 

use at last sex was high (75.2%), and the majority (90.4%) of participants had at least one child,  
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Table 5: Reproductive behavior characteristics of the main analysis population  

Reproductive Characteristic (N=282) 

Current contraceptive use 
n (%) 

Contraceptive pills 
IUD 
Injectable contraception 
Sterilization  

31 (11.0)  
4 (1.4) 

240 (85.1) 
7 (2.5) 

Ever used male condoms 
n (%) 

Yes 279 (98.9) 
3 (1.1) 

No  

Ever used female condoms 
n (%) 

Yes 62 (22) 

No  220 (78) 

Frequency of male condom use 
n (%) 

Never 
Used in the past but discontinued 
Sometimes 
Always 

1 (0.4) 
8 (2.9) 

175 (62.7) 
95 (34) 

If used male condoms, was a male condom 
used at last sex 
n (%) 

Yes 
No 

209 (75.2) 
69 (24.8) 

Number of living children  
n (%) 

0 27 (9.6) 

1 138 (48.9) 

2 71 (25.2) 

3 or more 46 (16.3) 

 

4.3. Condom Use Procedures 

Women were trained at enrolment and follow-up visits on proper insertion and removal of the FC type assigned 

at each visit. Most women (range 97.1% -99.6%) reported to have followed the instructions to place the FCs in 

their vagina, for all condom types. Similarly, most women (>85%) reportedly removed the FCs as instructed (i.e. 

by twisting the open end and gently pulling the condom out of their vaginas). 

 

Almost all women (99%) did not apply additional lubrication before or during intercourse, regardless of condom 

type. Written instructions for condom insertion and use were supplied to all participants for each condom type. 

Almost all women (99%) found these instructions easy to follow, irrespective of condom type.  

 

4.4. Condom Function 

Non-inferiority was demonstrated for all condom functions for the two FCs with respect to FC2, within the 

margin of 3% difference in mean failure, at the 5% significance level.   Table 6 shows the number of condoms 

used, the number of failures of each type, failure percentage (mean failure) by condom type and differences in 

failure percentages (failure differences) between condom types. 
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Table 6: Mean failure and failure difference of Cupid2, HLL FC in relation to FC2, with 2-sided 90% 

CIs for non-inferiority hypothesis at alpha=5% and 2-sided 95% CIs for superiority hypothesis, for 

the main analysis population.  

Condom 
function 

Condom 
type 

 
Condoms 

N 

Mean 
failure 
N=282 
 (%)  N 

Failure difference (%) 

p-value 
Difference 
with FC2 90% CI 95% CI 

Non-clinical 
breakage 

Cupid2 
1397 2.2  (31) -0.15 (-1.04 to 0.75) (-1.22 to 

0.92) 
0.798 

HLL 
1406 1.98 (28) -0.37   (-1.24 to 0.51) (-1.41 to 

0.68) 
0.489 

FC2 1410 2.35 (33) (Ref) - - . 

Clinical 
breakage 

Cupid2 
     1373      0.66 (9) -0.23 (-0.77 to 0.32) (-0.87 to 

0.42) 
0.493 

HLL 
1391 0.59 (8) -0.30 (-0.83 to 0.23 ) (-0.93 to 

0.33) 
0.350 

FC2 1383 0.89 (12) (Ref) - - . 

Invagination 
Cupid2 

1373 1.03 (14) -0.67  (-1.38 to 0.03) (-1.52 to 
0.17) 

0.118 

HLL 
1391 1.37 (19) -0.34 (-1.08 to 0.41) (-1.22 to 

0.55) 
0.457 

FC2 1383 1.71 (23) (Ref) - -  

Misdirection Cupid2       1373     1.82 (25) 0.84 (0.26 to 1.71 (0.12 to 1.85) 0.026 

HLL 
1391 1.15 (16) 0.18 (0.43 to 0.79) (-0.55 to 

0.90) 
0.628 

FC2 1383 0.98 (13) (Ref) - - . 

Slippage 
Cupid2 

1373 1.47 (20)  0.60 (-0.06 to 1.3) (-0,19 to 
1.40) 

0.136 

HLL 
1391 0.87 (12) 0.00 (-0.58 to 0.56) (-0.68 to 

0.67) 
0.984 

FC2 1383 0.87 (12) (Ref) - - . 

Total clinical 
failure* 

Cupid2 
1373 4.79 (63) 0.29 (-0.94 to 1.51) (-1.72 to 

1.75) 
0.699 

HLL 
1391 3.93 (54) -0.60 (-1.74 to 0.60) (-1.20 to 

0.82) 
0.422 

FC2 1383 4.50 (60) (Ref) - - . 

Total female 
condom 
failure 

Cupid2 
HLL 
FC2 

1398 6.69 (94) 0.87  (-1.30 to 1.56) (-1.58 to 
1.83) 

0.882 

1406 5.82 (82) 0.19 (-2.23 to 0.54) (-2.50 to 
0.80) 

0.314 

1410 6.66 (93) (Ref) - - . 

*Six condoms experienced 2 failures which are considered as one condom failure for total clinical failure 

 

The two condoms Cupid2, HLL were non-inferior to the reference condom FC2 for all condom functions.    

Neither of the two condoms was shown to be superior to the FC2 reference condom for clinical failure or total 

female condom failure, since the 95% CIs included the zero difference. 
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In total, 4214 condom packets were opened and 4147 female condoms were used by participants in this study 

to comparatively evaluate the new condoms with the reference condom, FC2. The difference between these 

two figures is 67 condoms, however 92 condoms were reported as broken on removal from the packet (non-

clinical breakage) on the condom log.  The discrepancy between the reported broken on removal from package 

and used is that in 25 cases women who reported that they had damaged the condom on removal from the 

packet had gone onto use the condom and experienced no further problems. On return to the site women often 

mentioned that they thought they may have scratched the body of the condom or their nail made an impression 

on the material but they were unsure if any damage was done and so continued to use. A conservative approach 

was adopted and all reporting of non-clinical breakage were included.  As these 25 condoms were reported as 

used they have been included in the total number of condoms used. All three FCs had similar rates of non-

clinical breakage of 2% and this is higher than the reported non clinical breakage in a similar study at the same 

site conducted in 2010-2011 which ranged from 0.8 to 1.4%. [2] This increased rate of failure for this particular 

failure mode may simply indicate more cautious reporting or it may reflect another trend altogether (such as 

false nails being worn by women, for example). As seen in other studies the clinical breakage rate was less than 

1%.  Rates of invagination, misdirection and slippage were all under 2% and similar to rates seen in other recent 

studies for the same failure modes. 

 

While individual failure rates varied very slightly by condom type, the two new condoms (Cupid2 and HLL) 

evaluated in this study were non-inferior to the reference condom. The total clinical failure, total female 

condom failure and component failure rates reported are expected and consistent with findings from earlier, 

similarly conducted studies. [3,6-7]    

 

4.5 Condom Safety 

Medical events were recorded for each condom used. Participants were instructed to record the nature (e.g. 

discomfort, irritation, etc.) and duration of the event using the coital diary (Condom Use Log). For analysis 

purposes, any event lasting one hour or more was considered an adverse event.  Serious adverse event data 

(i.e. events requiring medical attention or hospitalization, events resulting in death or disability) were collected 

as well. Safety data were collected for participants and their spouses/partners.   

  

Overall, the occurrence of adverse events and medical problems occurred in approximately 2% of condom uses.  

No serious adverse events were reported. A total of 110 events were recorded in 84 condoms. Over two-thirds 

were reported as very slight (69.1%) and mild by the remaining third (30.9%). No action was taken in any of the 

110 events nor was any treatment used. Under half of the events were reported to have occurred in men (41.8% 

n= 46) and over half in women (58.2%, n=64). 
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The numbers and percentages of adverse events occurring with each condom type, are shown in Table 7.  Of 

the 110 events, 55 events occurred with Cupid2 in 38 condoms; 31 events occurred in 25 FC2 condoms and 24 

events occurred in 21 HLL condoms.  Hence, adverse events were highest in Cupid2.   

    

Table 7: Adverse events, by condom type 

Condom 

Number of 

adverse events 

reported 

Number of 

Condoms 

associated with AE 

 

Total number of 

condoms used 

N     % 

Cupid2 55 38 1373 (2.8) 

FC2 31 25 1383 (1.8) 

HLL 24 21 1391 (1.5) 

 

In total almost half of all events (n=56, 50.9%) were described as pain/discomfort. Itching was reported in 26 

cases (23.6%), burning in 12 cases (10.9%), rash in 14 cases (12.7%), 1 case of vaginal odour and one case of 

burning on micturition. In some cases, multiple adverse events occurred with the same participant/couple. Two 

couples reported 10 adverse events each. The reporting of adverse events was higher in this study compared to 

a similar study at the same site.[2] This may be related to more conservative reporting as higher reporting of 

AEs was also found for the control FC2 device in a previous study at the same site. [2] Of the three FCs the 

Cupid2 has the most inflexible outer ring and this may have possibly contributed to overall discomfort and other 

AEs. 

 

4.6. Condom Acceptability 

To assess how women liked using each type of FC, the number and percentage of women in each category of 

acceptability (liked very much, liked somewhat, neither liked nor disliked, disliked somewhat and disliked very 

much) were calculated. Acceptability endpoints were calculated for all participants who completed the study 

with at least one condom use (Population 3), thus acceptability outcomes were determined for 282 of the 300 

enrolled participants. Acceptability endpoints included: feel/sensation, length, amount of lubrication, 

appearance, ease of use, scent, colour and overall fit. Results of analyses of acceptability endpoints (features) 

for each condom type are shown in Table 8 below.  
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Table 8: Acceptability of different features of study FCs 

Acceptability Features Cupid2  FC2  HLL FC  

Feel/sensation n     (%) n     (%) n     (%) 

  Liked very much 139 (49.3) 168 (59.6) 140 (49.7) 

  Liked somewhat 104 (36.9) 96 (34) 110 (39) 

  Neither liked or disliked 23 (8.1) 12 (4.3) 24 (8.5) 

  Disliked somewhat   12 (4.3) 2 (0.7) 6 (2.1) 

  Disliked very much   4 (1.4) 4 (1.4) 2 (0.7) 

Length n     (%) n     (%) n     (%) 

  Liked very much 111 (39.4) 115 (40.8) 102 (36.2) 

  Liked somewhat 115 (40.8) 119 (42.2) 117 (41.5) 

  Neither liked or disliked 33 (11.7) 33 (11.7) 42 (14.9) 

  Disliked somewhat   17 (6) 9 (3.2) 15 (5.3) 

  Disliked very much   6 (2.1) 6 (2.1) 6 (2.1) 

Lubrication n     (%) n     (%) n     (%) 

  Liked very much 157 (55.7) 160 (56.7) 164 (58.2) 

  Liked somewhat 78 (27.7) 88 (31.2) 74 (26.2) 

  Neither liked or disliked 30 (10.6) 22 (7.8) 28 (9.9) 

  Disliked somewhat   13 (4.6) 9 (3.2) 11 (3.9) 

  Disliked very much   4 (1.4) 3 (1.1) 5 (1.8) 

Appearance n     (%) n     (%) n     (%) 

  Liked very much 140 (49.7) 140 (49.6) 129 (45.7) 

  Liked somewhat 80 (28.4) 87 (30.8) 90 (31.9) 

  Neither liked or disliked 26 (9.2) 34 (12.1) 38 (13.5) 

  Disliked somewhat   26 (9.2) 16 (5.7) 16 (5.7) 

  Disliked very much   10 (3.5) 5 (1.8) 9 (3.2) 

Ease of use n     (%) n     (%) n     (%) 

  Liked very much 173 (61.4) 205 (72.7) 191 (67.7) 

  Liked somewhat 71 (25.2) 60 (21.3) 69 (24.5) 

  Neither liked or disliked 22 (7.8) 8 (2.8) 19 (6.7) 

  Disliked somewhat   10 (3.5) 7 (2.5) 1 (0.4) 
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  Disliked very much   6 (2.1) 2 (0.7) 2 (0.7) 

Scent n     (%) n     (%) n     (%) 

  Liked very much 133 (47.2) 126 (44.7) 114 (40.4) 

  Liked somewhat 101 (35.8) 104 (36.9) 108 (38.3) 

  Neither liked or disliked 31 (11) 25 (8.9) 41 (14.5) 

  Disliked somewhat   8 (2.8) 21 (7.4) 14 (5) 

  Disliked very much   9 (3.2) 6(2.1) 5 (1.8) 

Colour n     (%) n     (%) n     (%) 

  Liked very much 178 (63.1) 151 (53.6) 154 (54.6) 

  Liked somewhat 65 (23.1) 91 (32.3) 85 (30.1) 

  Neither liked or disliked 30 (10.6) 28 (9.9)  32 (11.4) 

  Disliked somewhat   9 (3.2) 8 (2.8) 8 (2.8) 

  Disliked very much   0 (0)  4 (1.4) 3 (1.1) 

Overall fit n     (%) n     (%) n     (%) 

  Liked very much 156 (55.3) 157 (55.7) 163 (57.8) 

  Liked somewhat 85 (30.1) 92 (32.6) 82 (29.1) 

  Neither liked or disliked 23 (8.2) 19 (6.7) 22 (7.8) 

  Disliked somewhat   13 (4.6) 11 (3.9) 8 (2.8) 

  Disliked very much   5 (1.8) 3 (1.1) 7 (2.5) 

 

The majority of participants reported positive acceptability outcomes for all condoms on the various 

acceptability endpoints, with similar proportions reported across categories. Notable differences between 

condoms (>5% difference in preference for a particular condom) occurred in the “Feel/Sensation”, “Ease of Use” 

and “Colour” endpoints. For “Feel/Sensation” 59.6% (n=168) of participants reported that they “liked very 

much” the FC2, 72.7% (n=205) reported that they “liked very much” the ease of use of the FC2 and 63.1% 

(n=178) reported that they “liked very much” the colour of Cupid2. For the acceptability endpoint of “Overall 

Fit”, 85.5% of participants reported liking the Cupid2, 88.3% liking the FC2 and 86.9% liking the HLL FC 

respectively.  

 

4.7. Condom Preference 

By the third visit, 282 couples out of 300 had used all three condom types (Population 3). To assess preference 

for this population, frequencies and percentages of women “liking best” and “liking least” each of the three 
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condoms were calculated for follow-up visit 3 (Table 9), similarly partner preferences for the condom liked the 

best or least were also assessed (Table 10).  

 

Table 9: Participant’s study condom preferences  

 Cupid2 FC2 HLL FC 
Equal preference for 

all study condoms 

Liked Best 
n (%) 

90 (32) 95 (33.7) 96 (34) 1 (0.3) 

Liked Least 
n (%) 

91 (32.6) 95 (34.1) 93 (33.3) - 

 

Proportions of preference were fairly evenly distributed across the condom types, 32% preferred using Cupid2, 

34% preferred FC2 and 34% preferred HLL FC. A third of women (34.8%) reported that they did not know which 

one their partners preferred. A quarter (26.2%) liked Cupid2 the least.  

 

Table 10: Participant’s partner study condom preferences  

 
Cupid2 
N   % 

FC2 
N   % 

HLL FC 
N  % 

Equal preference for 
all study condoms 

N   % 

Don’t 
know 
N    % 

Liked Best 
 

79 (28) 72 (25.5) 77 (27.3) 17 (6) 37 (13.1) 

Liked Least 
 

74 (26.2) 56 (19.9) 52 (18.4) 2 (0.7) 98 (34.8) 

 

Participant’s partner preferences was also distributed evenly across condom types, 28% of partners preferred 

using Cupid2, 26% preferred FC2 and 27% preferred HL FC. A small proportion (13.1%) of participants did not 

know their partners’ preference. 

 

5. Conclusion 

 

Determining comparative functional performance and acceptability for new FCs is an important component of 

the pre-qualification process. The results of this research study have important public health implications and 

provide data that could lead to providing women with additional options for contraception and HIV/STI 

prevention.  The current public sector price of the two available pre-qualified FCs (FC2 and Cupid) are still much 

higher than most developing country programs can support. If new designs become available, increased choice 

and competition may lead to a price reduction and increased distribution of FCs globally.  
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7. Appendices  

7.1. Study Fact Sheet 

 
 UAFC2 Information Sheet  
 

 
 
 

 
 
 
 Fact Sheet Version 3.0 Page 1 of 1 Approved by Wits HREC 18 July 2013 Date Approved: July 22 2013  

 
 STUDY INFORMATION SHEET  
A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms  
Why is this research study being done?  
We are doing this research study to determine how new female condoms work and how well you liked them. If you 
choose to be in this study, you will be asked to use three different types of female condoms. During the enrolment visit, 
you will be given a pregnancy test, a medical examination and female condoms to take home and use. You will be given a 
Condom use Log to take home and fill in after you use each female condom. You will be asked to come back to the clinic 
for follow-up visits. During the follow-up visits, we will ask you questions about the female condoms that you used. You 
will be paid for your time and travel to the clinic for the enrolment and follow-up visits.  
How many women will be in this research study?  
300 women attending the Commercial City Clinic will be asked to be in this research study.  
Who can be in this study?  
All participants enrolled in this research study need to be:  

at least 18 years old  
not be over 45 years old  

have sex at least twice a week  
not be pregnant  

be negative for STIs  
have a medical exam and a pregnancy test  
be on reliable contraception  

sign a consent form  
follow study directions, and  

be willing to stay in the study for up to 12 weeks.  
 
How long will this research study last?  
You will be scheduled for a follow-up visit after you use each type of female condom. Your part in the study will last 
about 12 weeks.  
Will there be any problems or risks when I use the female condoms?  
We do not think that you will have any serious problems while in this research study. Some women may feel a little 
irritation (itchy or sore) while using the female condoms. This usually goes away very quickly. Also, the research staff will 
ask you personal questions that may make you embarrassed. We will not tell anyone that you are in this research study.  
What benefits will I receive from the study?  
During this research study, you will get female condoms, a pregnancy test and a medical exam for free.  
Participation in this research study will not affect the care that you receive at this clinic.  
 
For more information, please talk with the Study Coordinator Busi Maphumulo on 079 763 7441 or  
031 307 2781 
 
Fact Sheet Version 3.0     Page 1 of 1    Approved by Wits HREC  
18 July 2013          Date Approved: July 22 2013 
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7.2. Informed Consent  
 
 

Informed Consent Form: South Africa 
 

Name of Research Study: A Randomized Controlled Trial of the Functional 
Performance of  HLL FC, FC2 and Cupid2 Female 
Condoms 

MatCH Research Principal Investigator: Jenni Smit, PhD                                                          
Director, MatCH Research 

MatCH Research Co-Principal Investigator Mags Beksinska, PhD 
Technical Advisor, MatCH Research 

MatCH Research Study Clinician: Cynthia Gama,  MBCHB  

 
Introduction 
 
Good day, my name is __________________________. I am a (insert 
designation)_________________________________ at MatCH Research (Maternal, Adolescent and Child 
Health), a research unit of the University of the Witwatersrand. I would like to invite you to consider participating 
in a research study.   
 
This form, called a Consent Form will explain what this study is about. Please read this form before you decide 
if you want to join this study or not, we want to explain the study, its risks, its potential benefits, and what you 
will be asked to do. You may ask questions as we discuss the study, so that you understand what the study is 
about. It is important you know the following: 
 
• Your participation in this study is entirely voluntary. 
• You can ask questions now or at any time during the study. 
• If you join the study, you can change your mind later and quit the study at any time. 
 
Before you decide whether to join this study, a member of the study staff will explain: 
• The purpose of this study 
• How the study may help you or others 
• Any risks you may face while participating in this study 
• What is expected of you during the study  
 
Once you understand the study, and if you decide to take part, you will be asked to sign this consent form, and 
you will be given a copy of it to keep. This process is called informed consent. 
 
Purpose of the Study 
 
This research study will determine how well three female condoms perform when used during sex. One of these 
condoms (FC2) is already available in South Africa, but the other two are new.  The information that you provide 
during this study will be used to help get World Health Organization (WHO) approval of the three new female 
condoms.  If more female condoms are available, women will have more choice as to which female condom 
they prefer to use. This approval may also provide women in other countries a choice of which female condoms 
they will be able to obtain at clinics. 
  
If you qualify and want to be in the research study, you will be asked to use three different female condoms. 
The three female condoms are the HLL FC, the FC2, and the Cupid2. The FC2 condom is approved in South Africa 
and is available at the Commercial City Clinic. The Cupid2 condom is similar to a condom that has been studied 
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at this clinic in the past, and you may have used it before.  The HLL FC condom has not been studied in South 
Africa and has been approved for use in India Drug Control Authority.  Cupid2 is sold in India and in some 
countries in Asia.   
 
Information about the Research Study 
 
About 300 women will be in this research study.  300 women at the Commercial City Clinic will take part in this 
research. Your participation in this research study will take about 9 to 12 weeks.  If you qualify and want to be 
in the research, you will be enrolled in the study.  You will be given a study packet with 5 female condoms to 
take home and use with your partner.  The study nurse will explain how to use the condom.  You will also get a 
condom use log to report about your use of the condoms with your partner. After using all 5 female condoms, 
you will come back to the clinic to answer questions about how the condoms performed.  You will be asked if 
the female condoms broke, slipped out or did not perform well.   You will be asked if your partner and you had 
any medical problems or difficulties using the condoms. The study staff will talk to you about what you wrote 
on the condom use log.  
 
If you want to stay in the research study, you will be given 5 more condoms and another condom use log to take 
home to use. This will not be the same female condom you were given before. When you have finished using 
all 5 condoms, you will be asked to come back to the clinic to answer the same questions as before and to talk 
about what you wrote in the condom use log.   
 
To finish the study, you will be given 5 more condoms and another condom use log to take home and use. This 
female condom will also be different than the other two female condoms that you were given.  After using all 5 
female condoms, you will be asked to come back to the clinic to answer the same questions and to talk about 
what you wrote on the condom use log. When you finish this research study, you will have used three different 
types of female condoms, 15 female condoms in total. 
 
Your Participation in the Research Study 
 
To qualify to be in the research we will need you to:                                  

1) be able to read a letter or newspaper;  
2) be at least 18 years old;  
3) have sex at least twice a week; 
4) have a medical exam of your vagina; 
5) be negative for visible sexually transmitted infections (STI); 
6) have been in a sexual relationship with your partner for at least 6 months; 
7) not receive or pay money or gifts for sex; 
8) take a pregnancy test; 
9) not be pregnant; 
10) be on effective contraception (Nuristerate, Depo, pills, IUD, or tubal ligation;  
11) not be menopausal (12 months with no bleeding); and 
12) not be allergic to male condoms, female condoms or the lubricants that are used on condoms. 

 
Possible Risks and Benefits 
During the research, you will get female condoms and a pregnancy test for free. The clinic staff will also examine 
your genitals to make sure that you do not have ulcers or any visible symptoms of sexually transmitted 
infections.  Because this is a research study and only one of the female condoms is available in clinics in South 
Africa, you need to be using an effective method of contraception as well as the study female condom.  Your 
feelings about this research study are important.  In the future, South African women may have more choices 
for contraception and STI prevention methods. 
 
The research study staff does not think that you will have any problems with the condoms used in this research 
study.  But some women have been a little sore or itchy while using the female condoms. Some men have said 
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the female condoms made them sore.  This does not happen often and the problems have gone away quickly. 
No women or men have had to see a doctor or go to hospital from using these condoms.  You should not be in 
this study if your partner or you are allergic to male condoms, latex or the lubricants that are used on male or 
female condoms. 
   
When you come to the clinic, the staff will ask you questions about your sexual practices and your use of the 
female condoms. These questions may embarrass you. You willot have to answer any question that embarrasses 
or offends you.  
 
Information on other Future New Female Condom Studies  
If you take part in and complete this study we will tell you about other new female condom studies that we 
will be conducting in future at this clinic. We can inform you about these new studies and if you are interested 
and wish to volunteer to participate in these studies, we will give you detailed information and explain what is 
involved. If you do not wish to take part in any of these future studies it will not affect your choice in 
participating in this study or in your future care at this clinic. 
 
If You Decide Not to Be In the Research Study 

You do not have to be in this research study. If you decide not to be in this study, you will still be able to come 
to this clinic to get treatment. Your participation in this research study will not affect your care at this clinic in 
any way. Also, you may stop being in the study at any time. 

 
Alternatives to Participation  
You do not have to participate in the research in order to receive care at this clinic or to receive female condoms.  
Female condoms are available free-of-charge at this clinic and at other health clinics in South Africa.   

 
Confidentiality 
The study staff will protect information about you and your taking part in this research study. A number will be 
used on all research forms instead of your name.  All information about you and your participation in the study 
will be placed in a locked file cabinet or in a locked room. No one will be told what you say in any of the 
interviews. Your partner will not be told what you say during the interviews. Your name will not be shown in 
any report or publication.  
 
The staff of i+solutions and/or the research-funding source, the Universal Access to Female Condoms Programme 
(UAFC), may sometimes look at records of those who take part in the research study.  If you agree, someone 
from i+solutions or the UAFC may want to ask you questions about being in this research study.  
  
If you miss a clinic visit, you may be contacted.  If the study staff calls or visits you, they will not tell anyone that 
you are in this research study. 
 
Compensation 
You will receive a small fee for your time and travel expenses when you visit the clinic for the research study.  
You will be paid R100 for each scheduled visit you make to the clinic. If you attend all the visits you will have 
received a total of R400 for your part in the research study. 

Staying in the Research Study 
You will be told if something new is learned about the female condoms that could affect your choice to stay in 
this research study.  You will only stay in the study if you want to. 
 
Leaving the Research Study 

You can stop being in the research at any time. You can still be treated at the clinic, even if you leave the study.  
The Study staff may ask you to leave the research study if:  
 
a) You do not follow research instructions;  
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b) The research staff feels it is best for your health; or  
c) The study is ended.  
 
If You Have Questions  
If you have any questions or concerns about the research, you may contact Jenni Smit at the Maternal, 
Adolescent and Child Health of Wits University.  She can be reached by telephone at 031 275 1541. At the clinic, 
you may also contact Busi Maphumulo  on 031 307 2781 
If you have any questions about your rights while in the research study, you may contact: 
 
Professor Peter Cleaton-Jones, Chairperson of the University of the Witwatersrand Institutional Review Board : 
Tel 011 717- 2301.  
 
 
If You Have a Problem 
You can come back to the clinic right away or call Busi Maphumulo  on 031 307 2781, if you have a problem at 
any time during the research.   
 
 
 

INFORMED CONSENT VOLUNTEER AGREEMENT 
 

I have read the consent form which talks about the benefits, risks and what I will have to do to be in the 
research study titled: A Randomized Controlled Trial of the Functional Performance of HLL FC,  FC2, and Cupid2 
Female Condoms.  I agree to be in the research study as a volunteer. 
 
 
___________________________ _______________________ ___________ 
Participant Print Name and Surname       Participant Signature  Date 
 
 
If the form has been read to the volunteer, a witness must sign here: I was present while the benefits, risks 
and procedures were read to the volunteer. All the questions were answered and the volunteer has agreed 
to take part in the research. 
 
 
 
___________________________ _______________________ ___________ 
Witness Print Name and Surname       Witness Signature                Date 
 
 
I certify that the nature and purpose, the potential benefits, and possible risks associated with participating 
in this research study have been explained to the above individual, the volunteer participant. 
 
 
 
 
__________________________     ____________________ ____________ 
Print Name and Surname   Signature     Date 
Person obtaining consent      
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7.3. Selection Criteria Checklist  

SELECTION CRITERIA CHECKLIST 
 

A Randomized Controlled Trial of the Functional Performance of  HLL FC, FC2 and Cupid2  Female Condoms 
 

1. Study Number: |_U_|_A_|_F_|_C__|_2__|  

2. Date of Interview:  |____|____| / |____|____| / |____|____|____|____| (dd/mm/yyyy) 

3. Participant Number (PIN):  |____|____|____| (Fill in AFTER screening is completed.) 

4. Interviewer Number: |____|____| 

Interviewer Instructions:   

 Complete this 3-page form only after the volunteer has read and signed the INFORMED CONSENT. 

 Use a black ballpoint pen to complete this form. 

 Write the PIN at the top of each page after the screening process is completed. 

 Mark  or a number in the response boxes |___| unless otherwise indicated.  

 Lab tests and the syndromic diagnostic tool are to be administered only if the volunteer passes the Selection 
Criteria Checklist.  The eligibility answers are provided in the box to the right of each question. 

 Absence of menstruation for 12 months does not disqualify women on contraception which results in 
amenorrhea. Only women who have gone through natural, age-related menopause are not eligible for 
participation. 

 Regardless of the volunteer’s answers, Questions 1-18 and 21 must be completed on this form. 
 

Eligible 

5. Are you and your spouse/partner protected against pregnancy by any of the following 
contraceptive methods?  (Ngabe wena kanye nohlekisana/nomkhwenyana wakho 
nivikelekile ekukhulelweni ngenye yezindlela zokuhlela?) 
 
Mark  all that apply 
|___| Contraceptive pills (Amaphilisi okuhlela)                                                                 
|___| IUD (Iluphu) 
|___| Injectable contraception (Umjovo wokuhlela) [Nuristerate®, Depo Provera®]   
|___| Tubes tied [sterilization]  (Ukuvala) 

 

6.  One 
contra-
ceptive 
method must 
be selected 

6. Have you had a hysterectomy?  Ukewakhishwa isibeletho? 

 

NO (CHA)  |___|       YES (YEBO)  |___| 

 

7. NO 

7.  Are you menopausal (12 months with no menstruation)?  Sewuvalekile ukuya esikhathini 
(njengokuthi kuphele unyaka noma izinyanga eziwu 12 ungayi esikhathini)? 
 
NO (CHA)  |___|        YES (YEBO)  |___| 
 

8.NO 

8. Are you between the ages of 18 and 45 years? Ngabe iminyaka yakho iphakathi kuka 18 no 
45?) 
 
NO (CHA) |___|       YES (YEBO) |___|   

 
 

9. YES 

9.  Are you able to read a newspaper or letter in your home language?  
      (Uyakwazi ukufunda iphepha noma incwadi ngolimi lwakho?) 
 

10. YES 



38 
 

 

 

NO (CHA) |___|        YES (YEBO) |___| 
 

10. Have you been in a monogamous relationship with your spouse/partner for at least six 
months and intend to continue to be in an exclusive (monogamous) sexual relationship with 

your partner/spouse while participating in this research study?  (Usuke waba 
nobudlelwana nomkhwenyana/nohlekisana naye oyedwa okungenani izinyanga 
eziyisithupha futhi uzimisele ukuqhubeka kulo bubudlelwana bocansi obukhethekile 
nohlekisana naye/umkhwenyana wakho oyedwa ngesikhathi ubambe iqhaza 
kulokucwaningo?)  
 
NO (CHA)  |___|      YES (YEBO)  |___| 
 

11.  YES 

11. Are you and your partner planning a pregnancy at any time during the next six months?  
(Ngabe wena nohlekisana naye/nomkhwenyana wakho nihlela ukukhulelwa noma 
ngasikhiphi isikhathi kulezizinyanga eziyisithupha ezizayo?)  

  
NO (CHA)  |___|      YES (YEBO)  |___| 

 

12. NO 

12. Are you and your partner having at least two or more sex acts per week together?  
(Ngabe wena nohlekisana naye/nomkhwenyana wakho niya ocansini okungenani kabili 
noma ngaphezulu ngesonto?) 
 
NO (CHA) |___|      YES (YEBO)  |___| 
 

13.  YES 

13.Have you ever received money or gifts for sex? (Usuke wakhokhelwa ngenxa yocansi?) 
 
NO (CHA)  |___|     YES (YEBO)  |___| 
 

14.  NO 

14. Have you ever had a sensitivity or medical reaction to male condoms, female condoms, 
and/or sexual lubricants?  (Usuke wakhombisa ukungezwani emzimbeni namakhondomu 
abesilisa, awesifazane noma izigcobo ezisetshenziselwa ukuya ocansini?) 
 

NO (CHA)  |___|     YES (YEBO)  |___| 
 

15.  NO 

15. Do you have or think you might have a sexually transmitted infection/disease (discharge or 
genital sore/ulcer)? (Unaso noma ucabanga ukuthi unaso isifo esithathelwana ngocansi 
(izilonda esithweni sangasese, uketshezi olungcolile)? Check translation 

 
NO (CHA)  |___|     YES (YEBO)  |___| 
 

16.  NO 

16. Do you agree to follow all procedures for the study? (Uyavuma ukulandela yonke imigomo 
yalolucwaningo?) 
 

NO (CHA)  |___|     YES (YEBO)  |___| 
 

17. YES 

17. Do you agree to participate in this research study for up to four months? 
(Uyavuma ukuzimbandakanya nalolucwaningo izinyanga ezine?)  
 
NO (CHA) |___|      YES (YEBO)  |___| 
 
 

18.  YES 
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18. Do you agree to provide the study staff with an address, phone number, and times you can 
be reached? (Addresses and phone numbers are confidential.)  Uyavuma ukunikezela 
abasebenzi balolucwaningo ikheli lakho, inombolo yocingo kanye nezikhathi ongatholakala 
ngazo? (Ikheli kanye nenombolo yocingo kuzogcinwa kuyimfihlo.)  
         

NO (CHA)  |___|     YES (YEBO)  |___| 
 

 
 
 
 
 
19. YES 

 
 

 If the volunteer answers the above questions correctly, the pregnancy test and syndromic diagnostic 
tool may be administered. Record pregnancy test and syndromic diagnosis results in the box (Questions 
19 and 20) below, and GO TO  QUESTION 22. 

 If the volunteer does not answer Questions 1-18 correctly, do not administer the pregnancy test or 
syndromic diagnostic tool.  GO TO  QUESTION 21. 
 

 

 
LAB TESTS RESULTS  

 
19.  Syndromic Diagnosis Results:  0 = NEGATIVE     1 = POSITIVE                  |___| 

 
20.  Pregnancy Test Results: 0 = NEGATIVE    1 =  POSITIVE                            |___| 
 
 If Questions 20 has positive results, refer the volunteer for follow-up testing/treatment and do not 

enrol the volunteer in the research study. 
 If Question 21 has a positive result, refer the volunteer for follow-up medical care and do not enrol 

the volunteer in the research study.   
 

 
21. Has the volunteer passed the eligibility criteria to participate in this research study?  

 
0 = NO      1 = YES                                                                                             |___| 
 
If the answer is YES: 

 Open the randomization envelope;  

 The participant’s identification number (PIN) will be assigned to the volunteer from the 
randomization envelope.  Write the PIN on every page of this form where indicated; and, 

 Continue with the enrolment process. 
 
If the answer is NO: 

 DO NOT enrol the volunteer into the research study; 

 Assign the volunteer the next screening-failure number in sequence (400) and so forth); 

 Write the screening-failure number in the participant identification number (PIN) boxes where 
indicated on every page of this form; and, 

 Complete the SCREENING AND ENROLMENT LOG. 
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7.4. Baseline Survey 

BASELINE SURVEY (BASE) 
 

A Randomized Controlled Trial of the Functional Performance of  HLL FC, FC2 and Cupid2 Female 
Condoms 

 
 

1. Study Number:  |_U_|_A_|_F_|_C_|_2_| 

2. Participant Number: |___|___|___| 

3. Date of Interview: |___|___| / |___|___| / |___|___|___|___| (dd/mm/yyyy) 

4.   Interviewer Number: |___|___| 

Interviewer Instructions:   
 Complete this 4-page form only after completing the INFORMED CONSENT process, determining negative STI and 

pregnancy status, and completing the FEMALE SELECTION CRITERIA checklist. 
 Use a black ballpoint pen to complete this form.   
 Write the Participant Number (PIN) at the top of all pages where indicated. 
 All questions are unprompted unless otherwise indicated. 

 Mark  for one choice or write one number in each box |___| unless otherwise indicated.  Print all open-ended 
responses in English. 

 
DEMOGRAPHIC INFORMATION (ULWAZI OLUPHATHELENE NAWE) 

5. How old are you in years? (Ingabe uneminyaka emingaki?)                                                     
 

 
|___|__

_| 

6. With which group do you most identify? (Yiluphi uhlanga lwakho?)                                                                 
 1 = Black (Omnyama)          
 2 = Coloured (Ikhaladi)   
 3 = White (Omhlophe) 
 4 = Indian (Indiya) 
 5 = Asian (Ishayina) 
 6 = Asian Other, specify (chaza):  ____________________________________________________ 
 

 
|____| 

7. How many years of school (grades) have you completed?  (Ufunde iminyaka emingaki esikoleni?)                  
For Numbers 0-9, please write “00, 01, etc.”  

    

 
|___|__

_| 

8. What is your primary occupation?  (Wenza msebenzi muni?)                                                                                     
00 = None/Unemployed  (Angisebenzi)                                   06 = Sales  (Ngiyadayisa) 
01 = Self Employed (Ngiyazisebenza)                                     07 = Student  (Ngiyafunda) 
02 = Unskilled Labour  (Ngenza umsebenzi ongafundelwa)   08 = Teacher/Lecturer  (Ngiyafundisa) 
03 = Health/Medical  (Umkhakha wezempilo)                        09 = Technical (Umsebenzi wobuchwepheshe) 
04 = Office  (Ehovisi)                                                              10 = Other, specify (Okunye, chaza) ___________ 
05 = Public Service/Government (Isisebenzi sikahulumeni)            _____________________________________________ 
  

 
|___|__

_| 

9. How many living children do you have?  (Zingaki izingane zakho eziphilayo?)                                        
For Numbers 0-9, please write “00, 01, etc.”  

 

 
|___|__

_| 
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10. How would you describe your relationship with your current spouse/partner?                                                   
(Ungabuchaza kanjani.ubudlelwano bakho nohlekisana naye njengamanje?)                                            
1 = Married and living together  (Ushadile nihlala ndawonye)          
2 = Married and not living together  (Ushadile anihlali ndawonye) 
3 = Not married and living together  (Anishadile kodwa nihlala ndawonye) 
4 = Not married and not living together  (Anishadile anihlali ndawonye) 
5 = Other, specify (Okunye, chaza):  _________________________________________________________ 
 
 
 
 

 
|____| 

11.  How long have you had a relationship with your spouse/partner? (Ninesikhathi esingakanani nithandana 
nomlingani wakho/ohlekisana naye?)   
1 = Less than 1 year (Ngaphansi konyaka)  
2 = 1-5 years (Owodwa kuya kwemihlanu) 
3 = 6-10 years (Ewu 6 kuya ku 10) 
4 = More than 10 years (Ngaphezu kuka 10) 

 

 
|____| 

HISTORY OF MALE CONDOM USE (UMLANDO WOKUSEBENZISA IKHONDOMU YABESILISA) 

12. Have you ever used a male condom?  (Wake wayisebenzisa ikhondomu yabesilisa?)                                      
NO (CHA) = 0     YES (YEBO) = 1       
If NO, why? (Uma uthi cha kungani?)__________________________________________________________ 

If the participant answers “NO,” she has never used a male condomgo to QUESTION 19. 
 

 
|____| 

13. My spouse/partner and I use male condoms during sex acts together.  (Mina nomlingani wami/engihlekisana 
naye siyayisebenzisa ikhondomi yabesilisa uma siya ocansini.) READ ALL OPTIONS 
0 = Never (Nhlobo)  
1 = Have used in the past, but discontinued use. (siyisebenzisile esikhathini esidlule, sabuye sayeka) 
2 = Sometimes  (Ngesinye isikhathi) 
3 = Always  (Njalo nje) 
If the participant answers “NEVER,” she and her spouse/partner have never used male condoms with each 
other go to QUESTION 16. 
 

 
|____| 

14. Did you use a male condom the last time you and your spouse/partner had vaginal sex?  (Ngenkathi nigcina 
ukuya ocansini nayisebenzisa ikhondomu yabesilisa?) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                           
If  NO, why? (Uma uthi cha kungani?)_________________________________________________________ 
 

 
|____| 

15. About how often have you used male condoms with your spouse/partner in the past 6 months?  (Kukangaki 
nisebensisa ikhondomu yabesilisa kulezinyanga eziyisithupha ezedlule?)  READ ALL OPTIONS 
0 = Never (Nhlobo)                                                                                                           1 = 
Less than half the time  (Ngaphansi kohafu wesikhathi) 
2 = Half the time  (Uhafu wesikhathi) 
3 = More than half the time (Ngaphezu kohafu wesikhathi) 
4 = Every time (Njalo) 

 

 
|____| 

16. Have you ever had a male condom break when removing it from the package?  (Yake yaqhume ikhondomu 
yabesilisa ngenkathi uyivula ephaketheni layo?) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                                         

 

 
|____| 

17. Have you ever had a male condom break during sex?  (Yake yaqhuma ikhondomu yabesilisa lapho wenza 
ucansi?) 

       NO (CHA) = 0     YES (YEBO) = 1                                                                                                         
 

 
|____| 

18. Have you ever had a male condom slip off the penis during sex?  (Yake yashelela ikhondomu yabesilisa 
isifakwe endukwini (isitho sangasese sowesilisa) nisenza ucansi?) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                                         
 

 
|____| 

HISTORY OF FEMALE CONDOM USE (UMLANDO WOKUSEBENZISA IKHONDOMU YABESIFAZANE 
19. Have you ever used a female condom?  (Wake wayisebenzisa ikhondomu yabesifazane?)                                      
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NO (CHA) = 0     YES (YEBO) = 1     
If  NO, why? (Uma uthi cha kungani?)__________________________________________________________ 
If the participant answers “NO,” she has never used a female condom go to Question 28. 
 

|____| 

20. My spouse/partner and I use female condoms during sex acts together.                                                                   
(Mina nomlingani wami/engihlekisana naye sisebenzisa ikhondomu yabesifazane uma siya oncansini.) READ 
ALL OPTIONS 
0 = Never (Nhlobo)  
1 = Have used in the past, but discontinued use. (siyisebenzisile esikhathini esedlule, sabuye sayeka) 
2 = Sometimes  (Ngesinye isikhathi) 
3= Always  (Njalo nje) 
If the participant answers “NEVER,” she and her spouse/partner have never used female Condoms with 
each other  go to Question 23. 

 
 

 
|____| 

21. Did you use a female condom the last time you and your spouse/partner had vaginal sex?  (Niyisebenzisile yini 
ikhondomu yabesifazane ngesikhathi nigcina ukuya ocansini wena nomlingani wakho/ohlekisana naye?) 
NO (CHA) = 0     YES (YEBO) = 1    
                                                                                                      

 
|____| 

22. About how often have you used female condoms with your spouse/partner in the past 6 months?  (Kukangaki  
nisebenzisa amakhondomu abesifazane nomlingani wakho/ohlekisana naye, ezinyangeni eziyisithupha 
ezedlule?) READ ALL OPTIONS 
0 = Never (Nhlobo)                                                                                                         
1 = Less than half the time  (Ngaphansi kohafu wesikhathi) 
2 = Half the time  (Uhafu wesikhathi) 
3 = More than half the time (Ngaphezu kohafu wesikhathi) 
4 = Every time (Njalo) 

 

 
|____| 

23. Have you ever had a female condom break when opening the package?  (Usuwake wadatshukelwa yini 
yikhondomu yabesifazane lapho uyivula ephaketheni layo?) 
NO (CHA) = 0     YES (YEBO) = 1   

                                                               

 
|____| 

24. Have you ever had a female condom break during sex?  (Usuwake  waqhunyelwa yini yikhondomu 
yabesifazane ngesikhathi wenza ucansi?) 
NO (CHA) = 0     YES (YEBO) = 1   

                                                                                                         

 
|____| 

25. Have you ever had a female condom slip out of the vagina completely during sex?  (Usuwake washibilikelwa  
yini  yikhondomu yabesifazane yaphuma ngaphandle yonke  enkomeni ngesikhathi wenza ucansi?) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                                                        

 

 
|____| 

26. Have you ever had a female condom pushed inside your vagina?  (Usuwake waphushekelwa yini yikhondomu 
yabesifazane ngaphakathu enkomeni yakho?)  
NO (CHA) = 0     YES (YEBO) = 1  

                                                                                                   

 
|____| 

27. What is your usual source of female condoms? (Ujwayele ukuwathola kuphi amakhondomu abesifazane?) 
 1 = Health centre/clinic (Eklinikhi)                       
 2 = Friend (Kumngani) 
 3 = Spouse/partner (Kohlekisana naye) 
 4 = Pharmacy/chemist (Kusokhemisi) 
 5 = Street vendor (Abadayisa emgwaqeni) 
 6 = Other, specify (Okunye, chaza): __________________________________________________________ 
 

 
|____| 

BEHAVIOUR, ATTITUDE AND PRACTICE (UKUZIPHATHA KWEZOCANSI) 

  Please respond “disagree” or “agree” to the following statement.  
  (Sicela uphendule “ngiyavuma noma angivumi”) 

28. I feel responsible for protecting my spouse/partner and me from getting an STI or HIV/AIDS.  (Ngizizwa 
kubhekene nami ukuthi  ngizivikele mina no phathina wamiku  ekubeni singazitholi izifo zocansi nesandulela 
ngculazi kanye nengculaza uqobo.)   
DISAGREE (ANGIVUMI) = 0       AGREE (NGIYAVUMA) = 1 

 
|____| 
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29. I have talked with my spouse/partner about the risk of getting STIs or HIV/AIDS.   (Ngike ngaxoxisana 
nomlingani/nongihlekisana naye ngokuba sengcuphweni yokuthola izifo zocansi kanye negciwane lesandulela 
ngculaza kanye negculaza uqobo.) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                                         

 

 
|____| 

30. I have talked with my spouse/partner about the need to use male condoms to protect against STIs or 
HIV/AIDS.  (Ngike ngaxoxisana nomlingani/hlekisana naye ngesidingo sokusebenzisa ikhondomu  yabesilisa 
ukuze sizivikele ezifeni ezithathelwana ngocansi kanye nesandulela ngculaza kanye nengculaza uqobo.) 
NO (CHA) = 0     YES (YEBO) = 1                                                                                                         

 

 
|____| 

31. I have talked with my spouse/partner about the need to use female condoms to protect against STIs or 
HIV/AIDS.  (Ngike ngaxoxisana nomlingani/hlekisana naye ngesidingo sokusebenzisa ikhondomu 
yabesesifazane ukuze sizivikele ezifeni ezithathelwana ngocansi kanye nesandulela ngculaza kanye nengculaza 
uqobo.) 
NO (CHA) = 0     YES (YEBO) = 1 

 

 
|____| 

32. Have you ever used tampons?  (Uke wasebenzisa ithemponi?) 
NO (CHA) = 0     YES (YEBO) = 1 
 

 
|____| 

33. Have you ever used a diaphragm? (uke wayisebenzisa dayafram?) 
NO (CHA) = 0     YES (YEBO) = 1 

 
|____| 

 

34. Have you ever douched or placed medicine inside your vagina? (Uke wageza noma washutheka imithi 
esithweni sakho sangasese) 
NO (CHA) =0     YES (YEBO) = 1 
 

 
|____| 

 
 
 

Interviewer Instructions:  
 
 Check this form to make sure all skip patterns have been followed and all 

appropriate questions have been answered. 
 Place this Baseline Survey in the participant’s file. 
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7.5. Condom Use Log 

 
 

33 
 
Female Condom 1:  
 
 
4. Today’s Date:  |___|___| / |___|___| / |___|___|___|___|  dd/mm/year 
5. Female Condom 1 experience (Mark | X | all that apply): 

a. |___|     The female condom ripped/tore when I opened the package. 

b. |___|     The female condom ripped/tore during sex. 

c. |___|     All/part of the outer ring/frame of the female condom was pushed into my vagina during sex. 

d. |___|     My spouse/partner’s penis was inserted between the female condom and my vagina. 

e. |___|     The female condom was pulled completely out of my vagina during sex. 

f. |___|     I had none of the above problems while using this female condom.  

g. |___|     I did not use this condom. 

6. Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that        the 
medical problem lasted. 

a. |___|   I had no medical problems while using this female condom.  → Go to Question 7.  

b. |___|   I had itching when I used this female condom. →   Duration:  |___| : |___|___|  

                                                                                                                             (hours: minutes) 
c. |___|   I felt burning while using this female condom.  →  Duration:  |___| : |___|___|  

                                                                                                                             (hours: minutes) 
d. |___|   I had pain when I used this female condom.     →   Duration:  |___| : |___|___|  

                                                                                                                            (hours: minutes) 
e. |___|   I got a rash from using this female condom.     →    Duration:  |___| : |___|___|  

                                                                                                                            (hours: minutes) 
f. |___|  Other problem, specify____________________________________________________ 

 
7. Did your spouse/partner have a medical problem while using this female condom? 

a. |___|   He had no medical problems while using this female condom.    

b. |___|   I don’t know. 

c. |___|   He had itching when he used this female condom. →  Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 

d. |___|   He felt burning while using this female condom.    →   Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 

e. |___|   He had pain when he used this female condom.    →    Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 

f. |___|   He got a rash from using this female condom.       →    Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 

g. |___|  Other problem, specify_____________________________________________________ 

 
 

           
 
 
 
 
 
 

To be completed by Interviewer at follow-up: 

Was an AE associated with this female condom use?     0 = NO     1 = YES     |___| 

Who experienced the AE?    1. = Female   2. = Male   3. = Both                         |___| 

Date of AE?   |___|___|/ |___|___|/ |___|___|___|___| 

Note:  Date should match date on AE Form. Complete one AE Form for each AE reported. 

CONDOM USE LOG  (CL) 

A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid 2 

Female Condoms 

1.PIN:  |___|___|___|    2.  Condom Type:  |___|   3.  Condom Use Number:  |___|3a. Visit 

Number: |___| 
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8. PIN:  |___|___|___|     9.  Condom Type:  |___|   10.  Condom Use Number:  |___|  

10a. Visit Number: |___|  
Female Condom 2: 
        11. Today’s Date:  |___|___| / |___|___| / |___|___|___|___|  dd/mm/year 

12. Female Condom 2 experience (Mark | X | all that apply): 

a. |___|     The female condom ripped/tore when I opened the package. 

b. |___|     The female condom ripped/tore during sex. 

c. |___|     All/part of the outer ring/frame of the female condom was pushed into my vagina during sex. 

d. |___|     My spouse/partner’s penis was inserted between this female condom and my vagina. 

e. |___|     The female condom was pulled completely out of my vagina during sex. 

f. |___|     I had none of the above problems while using this female condom.  

g. |___|     I did not use this condom. 

 
13. Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that the 

medical problem lasted. 

a. |___|   I had no medical problems while using this female condom.  → Go to Question 14.  

b. |___|   I had itching when I used this female condom.  →  Duration:  |___| : |___|___|  

                                                                                                                           (hours: minutes) 
c. |___|   I felt burning while using this female condom.   → Duration:  |___| : |___|___|  

                                                                                                                          (hours: minutes) 
d. |___|   I had pain when I used this female condom.      →  Duration:  |___| : |___|___|  

                                                                                                                          (hours: minutes) 
e. |___|   I got a rash from using this female condom.      →  Duration:  |___| : |___|___|  

                                                                                                                          (hours: minutes) 
f. |___|  Other problem, specify____________________________________________________ 

 
14. Did your spouse/partner have a medical problem while using this female condom? 

a.  |___|   He had no medical problems while using this female condom.    

b. |___|   I don’t know. 

c. |___|   He had itching when he used this female condom. →  Duration:  |___| : |___|___|  

                                                                                                                                (hours: minutes) 
d. |___|   He felt burning while using this female condom.     →  Duration:  |___| : |___|___|  

                                                                                                                               (hours: minutes) 
e. |___|   He had pain when he used this female condom.     →   Duration:  |___| : |___|___|  

                                                                                                                               (hours: minutes) 
f. |___|   He got a rash from using this female condom.        →   Duration:  |___| : |___|___|  

                                                                                                                               (hours: minutes) 
g. |___|  Other problem, specify_____________________________________________________ 

 
 

           
 
 
 
 
 
 
 
 

To be completed by Interviewer at follow-up: 

Was an AE associated with this female condom use?     0 = NO     1 = YES      |___| 

Who experienced the AE?    1. = Female   2. = Male   3. = Both                          |___| 

Date of AE?   |___|___|/ |___|___|/ |___|___|___|___| 

Note:  Date should match date on AE Form. Complete one AE Form for each AE 

reported. 
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15. PIN:  |___|___|___|     16.  Condom Type:  |___|   17.  Condom Use Number:  |___| 

17a. Visit Number: |___| 

 
Female Condom 3: 

18. Today’s Date:  |___|___| / |___|___| / |___|___|___|___|  dd/mm/year 
19. Female Condom 3 experience (Mark | X | all that apply): 

a. |___|     The female condom ripped/tore when I opened the package. 

b. |___|     The female condom ripped/tore during sex. 

c. |___|     All/part of the outer ring/frame of the female condom was pushed into my vagina during sex. 

d. |___|     My spouse/partner’s penis was inserted between this female condom and my vagina. 

e. |___|     The female condom was pulled completely out of my vagina during sex. 

f. |___|     I had none of the above problems while using this female condom.  

g. |___|     I did not use this condom. 

 
20. Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that the 

medical problem lasted. 

a. |___|   I had no medical problems while using this female condom.  → Go to Question 21.  

b. |___|   I had itching when I used this female condom.  →   Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
c. |___|   I felt burning while using this female condom.  →   Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
d. |___|   I had pain when I used this female condom.      →   Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
e. |___|   I got a rash from using this female condom.     →    Duration:  |___| : |___|___|  

                                                                                                                                   (hours: minutes) 
f. |___|  Other problem, specify____________________________________________________ 

 
21. Did your spouse/partner have a medical problem while using this female condom? 

a. |___|   He had no medical problems while using this female condom.    

b. |___|   I don’t know. 

c. |___|   He had itching when he used this female condom. →  Duration:  |___| : |___|___|  

                                                                                                                                       (hours: minutes) 
d. |___|   He felt burning while using this female condom.    →   Duration:  |___| : |___|___|  

                                                                                                                                       (hours: minutes) 
e. |___|   He had pain when I used this female condom.       →    Duration:  |___| : |___|___|  

                                                                                                                                       (hours: minutes) 
1. |___|   He got a rash from using this female condom.       →    Duration:  |___| : |___|___|  

                                                                                                                                       (hours: minutes) 
f. |___|  Other problem, specify_____________________________________________________ 

 
 

           
 
 
 
 
 
 
 
 
 

To be completed by Interviewer at follow-up: 

Was an AE associated with this female condom use?     0 = NO     1 = YES      |___| 

Who experienced the AE?    1. = Female   2. = Male   3. = Both                         |___| 

Date of AE?   |___|___|/ |___|___|/ |___|___|___|___| 

Note:  Date should match date on AE Form. Complete one AE Form for each AE reported. 



47 
 

 

 

  
22. PIN:  |___|___|___|     23.  Condom Type:  |___|   24.  Condom Use Number:  |___| 

24a. Visit Number: |___| 
 
Female Condom 4: 
25. Today’s Date:  |___|___| / |___|___| / |___|___|___|___|  dd/mm/year 

26. Female Condom 4 experience (Mark | X | all that apply): 

a. |___|     The female condom ripped/tore when I opened the package. 

b. |___|     The female condom ripped/tore during sex. 

c. |___|     All/part of the outer ring/frame of the female condom was pushed into my vagina during sex. 

d. |___|     My spouse/partner’s penis was inserted between this female condom and my vagina. 

e. |___|     The female condom slipped completely out of my vagina during sex. 

f. |___|     I had none of the above problems while using this female condom.  

g. |___|     I did not use this condom. 

 
27. Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that the 

medical problem lasted. 

a. |___|   I had no medical problems while using this female condom.  → Go to Question 28.  

b. |___|   I had itching when I used this female condom.   →  Duration:  |___| : |___|___|  

                                                                                                                                   (hours: minutes) 
c. |___|   I felt burning while using this female condom.   →  Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 
d. |___|   I had pain when I used this female condom.        → Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 
e. |___|   I got a rash from using this female condom.        → Duration:  |___| : |___|___|  

                                                                                                                                  (hours: minutes) 
f. |___|  Other problem, specify____________________________________________________ 

 
28. Did your spouse/partner have a medical problem while using this female condom? 

a. |___|   He had no medical problems while using this female condom.    

b. |___|   I don’t know. 

c. |___|   He had itching when I used this female condom.  →   Duration:  |___| : |___|___|  

                                                                                                                              (hours: minutes) 
d. |___|   He felt burning while using this female condom.   →  Duration:  |___| : |___|___|  

                                                                                                                              (hours: minutes) 
e. |___|   He had pain when I used this female condom.       →  Duration:  |___| : |___|___|  

                                                                                                                              (hours: minutes) 
f. |___|   He got a rash from using this female condom.      →   Duration:  |___| : |___|___|  

                                                                                                                              (hours: minutes) 
g. |___|  Other problem, specify_____________________________________________________ 

 
 

           
 
 CONDOM USE LOG (CL)  
 
 
 
 
 
 

To be completed by Interviewer at follow-up: 

Was an AE associated with this female condom use?     0 = NO     1 = YES      |___| 

Who experienced the AE?    1. = Female   2. = Male   3. = Both                         |___| 

Date of AE?   |___|___|/ |___|___|/ |___|___|___|___| 

Note:  Date should match date on AE Form. Complete one AE Form for each AE reported. 
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29. PIN:  |___|___|___|     30.  Condom Type:  |___|   31.  Condom Use Number:  |___| 

31a. Visit Number: |___| 
 
Female Condom 5: 

32. Today’s Date:  |___|___| / |___|___| / |___|___|___|___|  dd/mm/year 

 
33. Female Condom 5 experience (Mark | X | all that apply): 

a. |___|     The female condom ripped/tore when I opened the package. 

b. |___|     The female condom ripped/tore during sex. 

c. |___|     All/part of the outer ring/frame of the female condom was pushed into my vagina during sex. 

d. |___|     My spouse/partner’s penis was inserted between this female condom and my vagina. 

e. |___|     The female condom slipped completely out of my vagina during sex. 

f. |___|     I had none of the above problems while using this female condom.  

g. |___|     I did not use this condom. 

 
34. Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that the 

medical problem lasted. 

a.  |___|   I had no medical problems while using this female condom.  → Go to Question 35.  
b.  |___|   I had itching when I used this female condom.    → Duration:  |___| : |___|___|  
                                                                                                                                   (hours: minutes) 

c.  |___|   I felt burning while using this female condom.    → Duration:  |___| : |___|___|  
                                                                                                                                  (hours: minutes) 

d.     |___|   I had pain when I used this female condom.        → Duration:  |___| : |___|___|  
                                                                                                                                  (hours: minutes) 

e. |___|   I got a rash from using this female condom.       →  Duration:  |___| : |___|___|  
                                                                                                                                  (hours: minutes) 

f. |___|  Other problem, specify____________________________________________________ 
 

35. Did your spouse/partner have a medical problem while using this female condom? 

a. |___|   He had no medical problems while using this female condom.    

b. |___|   I don’t know. 

c. |___|   He had itching when I used this female condom.   → Duration:  |___| : |___|___|  

                                                                                                                                     (hours: minutes) 
d. |___|   He felt burning while using this female condom.  →  Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
e. |___|   He had pain when I used this female condom.      →  Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
f. |___|   He got a rash from using this female condom.      →  Duration:  |___| : |___|___|  

                                                                                                                                    (hours: minutes) 
g. |___|  Other problem, specify_____________________________________________________ 

 
 

           
 
 
        
 
 
 

To be completed by Interviewer at follow-up: 

Was an AE associated with this female condom use?     0 = NO     1 = YES      |___| 

Who experienced the AE?    1. = Female   2. = Male   3. = Both                         |___| 

Date of AE?   |___|___|/ |___|___|/ |___|___|___|___| 

Note:  Date should match date on AE Form. Complete one AE Form for each AE reported. 
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7.6. Written Instructions For Using Condoms  

INSTRUCTIONS FOR USE – HLL FC

 

Open the package carefully by tearing the notch on the top 
right of the package. Avoid contact with fingernails, 
jewellery, scissors or any sharp objects, while opening the 
package as this may damage the condom. 

Take out HLLFC and look at it closely to make sure it is not 
damaged. 

The outer ring covers the area around the opening of the 
vagina. The inner ring is used for insertion and to hold the 
sheath in place during intercourse. Be sure the inner ring is 
at the bottom, closed‐end of the pouch 

To insert, you or your partner hold the inner ring between 
thumb and the forefinger ( MIDDLE finger). Form a figure 
of eight with the inner or squeeze the sides of the inner 
ring together. Take care not to damage the condom with 
the finger nail. 

Choose a position that is comfortable for insertion‐squat, 
raise one leg, sir or lie down. Gently push the inner ring 
into the vagina. 

Push the inner ring into the vagina as far as it will go. You or your 
partner could use middle finger (Forefinger) inside the condom to push 
it further in if required. When HLLFC is inserted correctly, the outer 
ring will cover the genitalia. Take care not to damage the condom with 
the finger nail. 

Guide your partner’s penis into HLLFC. DO STOP, if , at any time, his 
penis is outside HLLFC. Be sure that the penis is not entering on the 
side , between the sheath and vagina wall. 

To remove HLLFC after use, hold the outer ring, twist to seal in the 
fluid and pull it out gently. 

Take care not to damage the condom with the finger nail. Do discard 
HLLFC after a single use , as it should not reused. HLLFC individually 
wrapped in a sachet. Wrap the condom in the sachet and throw it in 
the garbage. Do not flush. 

1 

2 

3 

4 

5 

6 

7 
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Further Instructions: 

Before you try the HLLFC Female Condom, be sure to read the directions and learn how to use it correctly.  

HLLFC is manufactured from Natural Rubber Latex and may cause allergic reactions.   

Seek medical advice as soon as possible, at least within 72 h, in case of condom failure.  

Consult a doctor or pharmacist about the compatibility of topical medicines that may come in contact with the 
female condom.  

Female condom is for single use only and that cleaning & reuse would compromise the integrity of the condom.  

If any additional lubricant is desired, use only water based lubricant. DO NOT use oil based lubricants.  

If the individual container is obviously damaged, then discard that female condom and use a new one from an 
undamaged package.  

 
 
 
 
 
INSTRUCTIONS FOR USE – FC2 
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INSTRUCTIONS FOR USE – Cupid2 
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7.7. Follow-Up Survey 

 
FOLLOW-UP SURVEY 1 (FUP1) 

A Randomized Controlled Trial of the Functional Performance of  HLL FC, FC2 and Cupid2 Female 
Condoms 

1. Study Number:  |_U_|_A_|_F_|_C_|_2_| 

2. Participant Number (PIN):  |____|____|____| 

3. Date of Interview:  |____|____| / |____|____| / |____|____|____|____| (dd/mm/year) 

4. Visit Number: |___| 

5. Participant Randomization Sequence:  |____|____|____| 

 

 
 
 
 
 
 
 
 
 
 
 
 

6. Did you use additional lubrication with these study female condoms? 
(Uwasebenzisile yini amanye amafutha esigcobiso  kulamakhondomu  abesifazane  
ocwaningo?) 

 
NO (CHA) = 0    YES (YEBO) = 1 
 
If YES, why? (Uma kunjalo kungani?) 
____________________________________________ 
 

 
|____| 

7. Did you insert each study female condom into your vagina the same way every 
time you used the female condoms? (Ubuwafaka ngendlela efanayo njalo yini 
lamakhondomu abesifazane ocwaningo enkomeni uma uwasebenzisa?) 

 
NO (CHA) = 0    YES (YEBO) = 1 
 

 
|____| 

Interviewer Instructions: 
 Complete this 4–page form for FOLLOW-UP VISIT 1. 
 Use a black ballpoint pen to complete this form. 
 Write Participant’s PIN at the top of the page where indicated (Question 2). 
 If the Participant did not bring her CONDOM USE LOG with her for the visit, reschedule the visit.  

The participant may not receive the next condom package or compensation until she returns 
with her CONDOM USE LOG at the rescheduled follow-up visit. 

 Review the Participant’s CONDOM USE LOG for completeness.  Query any medical complaint (or 
series of complaints) for possible adverse events. If necessary, complete an AE Form. 

 Display the female condom that corresponds to this follow-up visit (i.e. the female condom given 
to her at her last visit). 

 All questions are unprompted unless otherwise specified. 
 Remind the Participant that her responses are about her experience using the study condoms, 

and that her responses are confidential. 

 Mark X or write the number in the response boxes |___| unless otherwise 

indicated.  

  Print all open-ended responses in English. 
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8. How did you insert these study female condoms? (Uwafake kanjani lamakhondomu 

avesifazane ocwaningo?) 

Mark |X |all that apply. (Makha ngo X konke okungenayo.) 
|___|  a.  I placed the female condoms in my vagina as instructed. (Amakhondomu abesifazane 
ngawafaka ngendlela engatshelwe ngayo enkomeni yami.) 
|___|  b.  My spouse/partner placed the female condoms in my vagina. (Umkhwenyana/uphathina 
wami wawafaka amakhondomu abesifazane enkomeni yami.) 
|___|  c.  My spouse/partner placed the female condom on his penis. (Umkhwenyana/uphathina 
wami wayifaka epipini lakhe ikhondomu.) 
|___|  d.  I placed the female condom on my spouse/partner’s penis. (Ikhondomu yabesifazane 
ngayifaka epipini lomkhonyana/laphathina wami.) 
|___|  e.  Other, explain (Okunye, uchaze): 
_____________________________________________________ 
                 
_________________________________________________________________________________ 
 

9. How easy was it to insert these study female condoms? (Kwakulula kangakanani 
ukufaka lamakhondomu abesifazane ocwaningo?)  READ ALL OPTIONS 

1 =  Very difficult (Kubukhuni  kakhulu) 
2 =  Difficult, but improved with practice (Kubukhuni  kodwa  kuba  ngcono  
ngokujwayela) 
3 =  Easy (Kulula) 
4 =  Very easy (Kulula  kakhulu) 
 

 
|____| 

10. Did you remove the study female condoms from your vagina in the same way? 
(Wawakhipha ngendlela efanayo yini amakhondomu ebesifazane enkomeni yakho? 

NO (CHA) = 0    YES (YEBO) = 1 
 

 
|____| 

11. How did you remove the study female condoms from your vagina? (Uwakhiphe kanjani 
enkomeni yakho lamakhondomu abesifazane ocwaningo?) 
Mark |X| all that apply. (Makha ngo X konke okungenayo.) 
 

|___|  a.  My spouse/partner removed the female condom from my vagina. 
(Umkhwenyana/Uphathina  wayifaka ikhondomu yabesifazane enkomeni yami.) 
|___|   b.  I twisted the open end (outer frame) and gently pulled the female condom out of my 

            vagina as instructed.  (Ngasonta iringi yangaphandle yekhondomu yabesifazane futhi 
ngayidonsela  ngaphandle enkomeni yami ngokucophelela njengoba ngatshelwa.) 

|___|   c.  I pulled the female condoms straight out of my vagina without twisting the condoms.  
(Ngavele nje  ngawadonsela ngaphandle enkomeni yami amakhondomu abesifazane 
ngaphandle kokuwasonta  amakhondomu.) 
|___|  d.  The female condoms came out of my vagina by themselves. (Amakhondomu abesifazane 
avele  aziphumela wona ngaphandle enkomeni yami.) 
|___|  e. The female condom pulled out on my spouse/partner’s penis when he withdrew his  

           penis from my vagina. (Ikhondomu yabesifazane yaziphumela yona epipini lika 
 mkhwenyana/phathina wami ngenkathi ekhipha Ipipi lakhe enkomeni yami.) 

|___|  f.  Other, explain (Okunye, uchaze): _______________________________________________ 
          __________________________________________________________________________ 
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12. Were the written instructions for how to use this female condom easy to follow?  
(Ingabe kwakulula ukulandela imiyalelo eyayibhaliwe yokuthi ungayisebenzisa 
kanjani lekhondomu yabesifazane?) 

NO (CHA) = 0   YES (YEBO) = 1 
If NO, why? (Uma uthi cha 
kungani?)___________________________________________ 
______________________________________________________________________
___ 

 
|____| 

13. Please rate each feature of this female condom as follows: (Ngicela ungikalele isakhiwo 
salekhondomu yabesifazane ngasodwana njengokulandelayo:  Write one number response in 
every box. (Bhala Inombolo eyodwa eyimpendulo kuwowonke amabhokiso.)  READ ALL 
OPTIONS 

 
1 =  Liked very much (Ngiyithandile  kakhulu) 
2 =  Liked somewhat (Ngiyithandile  ngandlelathize) 
3 =  Neither liked or disliked (Phakathi  kokuyithanda  nokungayithandi) 
4 =  Disliked somewhat  (Angiyithandi  ndlelathize) 
5 =  Disliked very much  (Angiyithandi  kakhulu) 
 
|___|   a.  Feel/sensation  ( Ukuzwakala) 

|___|   b.  Length  (Ubude) 

|___|   c.  Amount of lubrication  (Ubungako bamafutha okugcoba) 

|___|   d.  Appearance  (Ukubukeka) 

|___|   e.  Ease of use  (Ukubalula bokuyisebenzisa) 

|___|   f.  Scent  (Iphunga) 

|___|   g.  Colour  (Umbala) 

|___|   h.  Overall fit  (Ukulingana kwayo konke)  

14. How did you like using this female condom? (Wakuthanda kanjani ukusebenzisa 
lekhondomu yabesifazane?)  READ ALL OPTIONS 

 
1 = Liked very much (Ngiyithandile  kakhulu)→ Go to Q. 15 
2 = Liked somewhat (Ngiyithandile  ngandlelathize) → Go to Q. 15 
3 = Neither liked nor disliked (Phakathi  kokuyithanda  nokungayithandi) 
4 = Disliked somewhat (Angiyithandi  ndlelathize) → Go to Q. 16 
5 = Disliked very much (Angiyithandi  kakhulu)→  Go to Q. 16 
If Neither liked nor disliked, why? (Uma kokubile, wathanda noma akathandanga, 
kungani?)______________________________________________________________
____ 
______________________________________________________________________
____ 
 

 
|____| 

15. Why did you like using this female condom? (Kungani wathanda ukusebenzisa lekhondomu 
yabesifazane?) ___________________________________________________________ 

__________________________________________________________________________ 
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16. Why did you dislike using this female condom? (Kungani ungathandanga ukusebenzisa 

lekhondomu 
yabesifazane?)____________________________________________________________ 

__________________________________________________________________________ 
 
 

17. Was this female condom comfortable to use? (Ingabe kwakulula ukusebenzisa lekhondomu 
yabesifazane?) 
                                                                                                                                                                       
|____| 
1 = NO (CHA) 
2 = YES (YEBO) 
If NO,  why _________________________________________________________________ 
 
 

18. Would you purchase/use this female condom, if it were available at this clinic? 
Ungayithenga/uyisebenzise lekhondomu yabesifazane, uma kuwukuthi ibitholakala 
kulomtholampilo? 
                                                                                                                                                                      
|____| 
1 = NO (CHA) 
2 = YES (YEBO) 
If NO, why(Uma uthi cha, kungani?) 
____________________________________________________________________ 
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FOLLOW-UP SURVEY 2 (FUP2) 

A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid 2 Female 
Condoms 

1. Study Number:  |_U_|_A_|_F_|_C_|_2_| 

2. Participant Number (PIN):  |____|____|____| 

3. Date of Interview:  |____|____| / |____|____| / |____|____|____|____| (dd/mm/year) 

4. Visit Number: |___| 

5. Participant Randomization Sequence:  |____|____|____| 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

6. Did you use additional lubrication with these study female condoms? (Uwasebenzisile 
yini amanye amafutha esigcobiso  kulamakhondomu  abesifazane  ocwaningo?) 

 
NO (CHA) = 0    YES (YEBO) = 1 
 
If YES, why? (Uma kunjalo kungani?) ____________________________________________ 
__________________________________________________________________________ 
 
 

 
|____| 

7. Did you insert each study female condom into your vagina the same way every time 
you used the female condoms? (Ubuwafaka ngendlela efanayo njalo yini lamakhondomu 
abesifazane ocwaningo enkomeni uma uwasebenzisa?) 

 
|____| 

Interviewer Instructions: 
Complete this 4–page form for FOLLOW-UP VISIT 2. 

 Use a black ballpoint pen to complete this form. 

 Write Participant’s PIN at the top of the page where indicated (Question 2). 

 If the Participant did not bring her CONDOM USE LOG with her for the visit, reschedule the visit.  

The participant may not receive the next condom package or compensation until she returns 

with her CONDOM USE LOG at the rescheduled follow-up visit. 

 Review the Participant’s CONDOM USE LOG for completeness.  Query any medical complaint 

(or series of complaints) for possible adverse events. If necessary, complete an AE Form. 

 Display the female condom that corresponds to this follow-up visit (i.e. the female condom given 

to her at her last visit). 

 All questions are unprompted unless otherwise specified. 

 Remind the Participant that her responses are about her experience using the study condoms, 

and that her responses are confidential. 

 Mark X or write the number in the response boxes |___| unless otherwise 

indicated.  

  Print all open-ended responses in English. 
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NO (CHA) = 0    YES (YEBO) = 1 
 

 
 

8. How did you insert these study female condoms? (Uwafake kanjani lamakhondomu avesifazane 

ocwaningo?) 

Mark |X |all that apply. (Makha ngo X konke okungenayo.) 
|___|  a.  I placed the female condoms in my vagina as instructed. (Amakhondomu abesifazane 
ngawafaka ngendlela engatshelwe ngayo enkomeni yami.) 
|___|  b.  My spouse/partner placed the female condoms in my vagina. (Umkhwenyana/uphathina 
wami wawafaka amakhondomu abesifazane enkomeni yami.) 
|___|  c.  My spouse/partner placed the female condom on his penis. (Umkhwenyana/uphathina wami 
wayifaka epipini lakhe ikhondomu.) 
|___|  d.  I placed the female condom on my spouse/partner’s penis. (Ikhondomu yabesifazane 
ngayifaka epipini lomkhonyana/laphathina wami.) 
|___|  e.  Other, explain (Okunye, uchaze): ________________________________________________ 
           
_________________________________________________________________________________ 
 

9. How easy was it to insert these study female condoms? (Kwakulula kangakanani 
ukufaka lamakhondomu abesifazane ocwaningo?)  READ ALL OPTIONS 

1 =  Very difficult (Kubukhuni  kakhulu) 
2 =  Difficult, but improved with practice (Kubukhuni  kodwa  kuba  ngcono  ngokujwayela) 
3 =  Easy (Kulula) 
4 =  Very easy (Kulula  kakhulu) 
 

 
|____| 

10. Did you remove the study female condoms from your vagina in the same way? 
(Wawakhipha ngendlela efanayo yini amakhondomu ebesifazane enkomeni yakho? 

NO (CHA) = 0    YES (YEBO) = 1 
 

 
|____| 

11. How did you remove the study female condoms from your vagina? (Uwakhiphe kanjani enkomeni 
yakho lamakhondomu abesifazane ocwaningo?) 
Mark |X| all that apply. (Makha ngo X konke okungenayo.) 
 

|___|  a.  My spouse/partner removed the female condom from my vagina. (Umkhwenyana/Uphathina 
 wayifaka ikhondomu yabesifazane enkomeni yami.) 
|___|   b.  I twisted the open end (outer frame) and gently pulled the female condom out of my 

            vagina as instructed.  (Ngasonta iringi yangaphandle yekhondomu yabesifazane futhi 
ngayidonsela  ngaphandle enkomeni yami ngokucophelela njengoba ngatshelwa.) 

|___|   c.  I pulled the female condoms straight out of my vagina without twisting the condoms.  
(Ngavele nje  ngawadonsela ngaphandle enkomeni yami amakhondomu abesifazane 
ngaphandle kokuwasonta  amakhondomu.) 
|___|  d.  The female condoms came out of my vagina by themselves. (Amakhondomu abesifazane avele 
 aziphumela wona ngaphandle enkomeni yami.) 
|___|  e. The female condom pulled out on my spouse/partner’s penis when he withdrew his  

           penis from my vagina. (Ikhondomu yabesifazane yaziphumela yona epipini lika 
 mkhwenyana/phathina wami ngenkathi ekhipha Ipipi lakhe enkomeni yami.) 
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|___|  f.  Other, explain (Okunye, uchaze): _______________________________________________ 
        __________________________________________________________________________ 

12. Were the written instructions for how to use this female condom easy to follow?  
(Ingabe kwakulula ukulandela imiyalelo eyayibhaliwe yokuthi ungayisebenzisa kanjani 
lekhondomu yabesifazane?) 

NO (CHA) = 0   YES (YEBO) = 1 
If NO, why? (Uma uthi cha kungani?)___________________________________________ 
_________________________________________________________________________ 

 
|____| 

13. Please rate each feature of this female condom as follows: (Ngicela ungikalele isakhiwo 
salekhondomu yabesifazane ngasodwana njengokulandelayo:  Write one number response in 
every box. (Bhala Inombolo eyodwa eyimpendulo kuwowonke amabhokiso.)  READ ALL OPTIONS 

 
1 =  Liked very much (Ngiyithandile  kakhulu) 
2 =  Liked somewhat (Ngiyithandile  ngandlelathize) 
3 =  Neither liked or disliked (Phakathi  kokuyithanda  nokungayithandi) 
4 =  Disliked somewhat  (Angiyithandi  ndlelathize) 
5 =  Disliked very much  (Angiyithandi  kakhulu) 
 
|___|   a.  Feel/sensation  ( Ukuzwakala) 

|___|   b.  Length  (Ubude) 

|___|   c.  Amount of lubrication  (Ubungako bamafutha okugcoba) 

|___|   d.  Appearance  (Ukubukeka) 

|___|   e.  Ease of use  (Ukubalula bokuyisebenzisa) 

|___|   f.  Scent  (Iphunga) 

|___|   g.  Colour  (Umbala) 

|___|   h.  Overall fit  (Ukulingana kwayo konke)  

14. How did you like using this female condom? (Wakuthanda kanjani ukusebenzisa 
lekhondomu yabesifazane?)  READ ALL OPTIONS 

 
1 = Liked very much (Ngiyithandile  kakhulu)→ Go to Q. 15 
2 = Liked somewhat (Ngiyithandile  ngandlelathize) → Go to Q. 15 
3 = Neither liked nor disliked (Phakathi  kokuyithanda  nokungayithandi) 
4 = Disliked somewhat (Angiyithandi  ndlelathize) → Go to Q. 16 
5 = Disliked very much (Angiyithandi  kakhulu)→  Go to Q. 16 
If Neither liked nor disliked, why? (Uma kokubile, wathanda noma akathandanga, 
kungani?)__________________________________________________________________ 
__________________________________________________________________________ 

 
|____| 
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15. Why did you like using this female condom? (Kungani wathanda ukusebenzisa lekhondomu 
yabesifazane?) ___________________________________________________________ 

__________________________________________________________________________ 
 

 
16. Why did you dislike using this female condom? (Kungani ungathandanga ukusebenzisa 

lekhondomu 
yabesifazane?)____________________________________________________________ 

__________________________________________________________________________ 
 
 

17. Was this female condom comfortable to use? (Ingabe kwakulula ukusebenzisa lekhondomu 
yabesifazane?) 
                                                                                                                                                                       
|____| 
1 = NO (CHA) 
2 = YES (YEBO) 
If NO,  why _________________________________________________________________ 
 

18. Would you purchase/use this female condom, if it were available at this clinic? 
Ungayithenga/uyisebenzise lekhondomu yabesifazane, uma kuwukuthi ibitholakala 
kulomtholampilo? 
                                                                                                                                                                      
|____| 
1 = NO (CHA) 
2 = YES (YEBO) 
If NO, why (Uma uthi cha, kungani?) 
____________________________________________________________________ 
 

COMPARISON OF 2 STUDY FEMALE CONDOMS  
(UKUQHATHANISWA  KWAMAKHONDOMU ABESIFAZANE AMABILI)  
 
“Now I will ask you to compare both types of female condoms that you have used in this research 
study.” (“Manje ngizokucela ukuba uqhathanise izinhlobo zombili zamakhondomu abesifazane 
owasebenzisile kulolucwaningo.”) 
 
Show the Participant the two types of condoms she has used. Refer to the Randomization Sequence 
(Question 4) above. Make sure that you are displaying the correct female condoms. 
 

19.  Which of the two types of female condoms did you like better? (Kulezi zinhlobo 
ezimbili zamakhondomu abesifazane iyiphi ikhondomu labesifazane oyithande 
kangcono?) 

 
1 = 1st female condom used:    Write letter of 1st condom in box (C, F, H).  |___| 
2 = 2nd female condom used:   Write letter of 2nd condom in box (C, F, H). |___| 
3 = Liked both female condoms the same. (Ngiwathande ngokufana.) 

 
|____| 

20. Which of the two types of condoms did your spouse/partner seem to like better? 
(Kulezi zinhlobo ezimbili zamakhondomu abesifazane iyiphi 
umkhwenyana/uphathina abukeka eyithanda kangcono?) 
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1 = 1st female condom used:   Write letter of 1st condom in box (C, F,H)  |___| 
2 = 2nd female condom used:  Write letter of 2nd condom in box (C, F, H) |___| 
3 = Liked both female condoms the same (Uwathande ngokufana) 
4 = Do not know (Angazi) 

 

 
 

|____| 
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7.8. Discontinuation Form  

 
DISCONTINUATION FORM (DISC) 

 
A Randomized Controlled Trial of the Functional Performance of, HLL FC, FC2 and Cupid2 Female 

Condoms 
 

4. Study Number:  |_U_|_A_|_F_|_C_|_2_| 

5. Participant Number: |___|___|___| 

6. Date of Discontinuation: |___|___| / |___|___| / |___|___|___|___| (dd/mm/yyyy) 

7. Interviewer Number: |___|___| 

  
 

8. Reason for Discontinuation                                                                          |___|                                                                        

1 = Medical/Safety Reason  
2 = Non-safety reason RELATED to use of the research study products  
3 = Non-safety reason NOT RELATED to use of the research study products (e.g. 

                  desires pregnancy, moves, loss of relationship) 
4 = Loss to follow-up 

5 = Completed study  

6=  Other, specify ____________________________________________________ 

_________________________________________________________________________
_____________________________________________________________ 

 

 

Investigator’s Statement 
I have reviewed all data contained in this data collection form and have verified that the contents are 
consistent with observations and source records.  They accurately reflect the condition of the 
participant before, during, and at the completion of the research study. 
 
_______________________________                                ___________________ 
 Principal Investigator’s Signature                                          Date 
 

  
 Make sure the Investigator has signed the form. 
 Place Discontinuation Form in participant’s file.   
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7.9. HLL FC Testing Information Report  
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7.10. FC2 FC Testing Information Report  
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7.11. Cupid 2 FC Testing Information Report  
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7.12 Adverse Event Form  

Adverse Event (AE) 
 

A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female 
Condoms 

 
1.  Study Number:  |_U|_A_|__F_|_C_|_2|                                                    
 
2.  Date of Visit:  |_____/_____/_________|  (dd/mm/yyyy) 
 
3.  Participant Number:  |___|___|___|       Female       Male   (Circle one)    
 
4.  Condom Type Used:  |___| 
 
5.  Condom Use Number:  |___| 
 
6.  Interviewer Number:  |___|___| 
 
7.  AE diagnosis (if known) and location (if appropriate):_______________________________________ 
 
8.  Date of onset:  |_____/_____/_________|  (dd/mm/yyyy) 
 

9.  Related to use of study product?              
        0= Unrelated 
        1= Possibly related 
        2= Probably related 
        3= Definitely related 
 

14. Outcome of the AE. 
      1= Resolved without sequelae.                          
      2= Resolved with sequelae.  Specify/describe 
           sequelae. ___________________________ 
           ____________________________________ 
           ____________________________________ 
 
      3= AE still present at discontinuation/exit. 
      4= Participant died as result of AE. 
      5= Unknown (participant loss-to-follow-up). 
   
 

10.  Was the AE serious?* 
        0= NO 
        1= YES →(Report to MatCH Research within 24 hours  
                         of learning of the event. Contact: 
                          mbeksinska@matchresearch.co.za) 
 

11. Highest severity of this AE during study? **  
       1=  Very slight                                                  
       2=  Mild 
       3=  Moderate 
       4=  Severe 
 

15. Was duration of AE greater than 24 hours? 
      0= NO                                                    
      1= YES  (Skip to Q. 17) 

12. Action taken. 
      0= None                                                              
      1= Use of study condom interrupted 
      2= Participant discontinued (Complete  
           Discontinuation Form) 
 

16. Duration in hours and minutes: 
 
              |____|____| :  |____|____| 

13. Was the AE treated?                                            
      0= NO                                                                 
      1= YES 

17. Date of resolution: 
 
            |______/______/_________| 
                dd      mm         yyyy 

 
 

 
 
 

NOTE: 

Only one AE per form. 

 

 

 

 

*The following are classified as serious:                                             **Highest Severity during course of AE 

1. Event was fatal or life threatening.                                                         1.  Very slight (aware of off and on) 

2. Patient required inpatient or prolonged hospitalization .                        2.  Mild (aware of all the time, but able to do all 

activities) 

3. Patient had significant disability or incapacity.                                      3.  Moderate (must discontinue some activities.  

4. Event was congenital anomaly/birth defect.                                           4.  Severe (incapacitating, not able to perform 

activities) 

5. Event jeopardized participant and may require medical or 

    surgical intervention to prevent one of the outcomes  

    listed above. 
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7.13 Serious Adverse Event Form  

 
A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female 

Condoms 
  

Serious Adverse Event Form (SAE) 
 

Investigator: Use this form to report any serious adverse event (SAE) experienced by a study participant enrolled in this 
research study as soon as it is identified.  A serious adverse event is defined in the study protocol and must be reported 
whether the event is or is not considered to be related to the study product or medical procedure.  FILL IN THIS FORM 
AND SEND IMMEDIATELY.  If the participant has a related Adverse Event (AE) data collection form, please attach and 
send as well. 

Participant PIN number: Date of Birth (dd/mm/yyyy):  Age (years):               

 
Sex (circle):     Male        Female Date of onset: 

Date enrolled in study: Date of report: 

First study treatment (date/time): Condom Type Used:  |___| 
 
Condom  Use Number:  |___| 
 

Last study treatment (date/time): Regimen:  Not applicable 

Summary of serious adverse event: 
 
 

Related to study product/procedure:   YES         NO Event anticipated/expected:    YES          NO 

Action taken by investigator/study staff regarding event: 
 
 

Relevant medical or surgical history: 
 
 

Relevant laboratory tests (date, type, results): 
 
 

Concomitant medications (date, time, amount, duration): 
 
 

Intercurrent illness (date, type, duration): 
 
 

Did the participant discontinue from the research study (circle):   YES       NO 

Current status of participant: 
 

Signature of Investigator: _________________________________   Date: ________________ 
Printed Name: _____________________________________ 

Organization: 
 

Mailing address: 

Phone: 

Fax: 

 
 
 

 

Please email  this form to: 
Mags Beksinska, Technical Advisor, MatCH 
Research 

9 Broomfield, Tunbridge Wells 

TN3  9AF, United Kingdom 

Email: mbeksinska@match.org.za 

 

 

 

 


