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A Pilot Functional Performance Study of The Woman’s Condom2:
An Adapted Design of The Woman’s Condom 
[bookmark: _Toc395082366]EXECUTIVE SUMMARY
Background: The Woman’s Condom (WC) developed by PATH is an innovative female condom design. In development over the last 15 years the WC is in its final stages of regulatory approvals having completed acceptability, function and pregnancy efficacy studies. Approved for use in China and Europe, application for WHO/UNFPA prequalification and USFDA approval is in progress. The WC is unique in its design, with the body of the condom snugly fitted inside an insertion capsule which dissolves inside the vagina. The WC employs 4 small hydrophilic foam dots to aid internal stability and are located around the exterior of the body of the condom. The attachment of these foam dots is a complex component of the manufacturing process. The device has not been previously tested for function without the foam dots and this study will test the adapted device. 
Purpose: To ascertain the functional performance of the adapted Woman’s Condom design (WC2) without the foam dots. 
Primary Objective: To ascertain the functional performance of the WC2 without the foam dots. Primary endpoints are total clinical failure and total device failure. Secondary endpoints include rates of invagination, complete slippage, misdirection, and breakage.
Secondary Objectives: To gather acceptability and safety data (as determined by the number of adverse events) on the WC2.
Study Design: 55 urban, sexually-active women who were experienced users of FCs were recruited from the Commercial City Family Planning Clinic in Durban, South Africa. They were recruited from the population of participants who had completed the 3 period crossover study “A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms”. Each woman was asked to use 5 WC2 female condoms. Function, safety, and acceptability were assessed at one follow-up visit approximately one-month after enrollment. Women completed a condom log at home which gathered data on experience after use of each condom. 
Results: Data were collected between February 2014 and May 2014. Fifty four of the 55 enrolled women enrolled (98.2%) completed the follow up interview. The mean age was 26.8 years (N=55). Two-thirds of women were unemployed (61.8%) and were in non-marital and non-cohabiting relationships (81.8%). Fifty one (94.4%) participants used all 5 WC2 FCs whereas 3 (5.6%) women used 4 out of the 5 WC2 FCs. Thus 267 FCs were used in total.  The clinical breakage rate was low (<1.0%). Non-clinical breakage, invagination, misdirection and slippage occurred in less than 2% of the condom uses. Total clinical failure was 4.12% (N=267). 
Conclusions: Results show that the WC2 without foam dots functions comparably to the primary WC in other studies. An increase in the slippage failure mode was identified as a potential risk with the removal of the foam dots, however it did not occur in any condom use. A full functionality trial is recommended to verify the data from this pilot. 
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[bookmark: _Toc395082406]1.0 INTRODUCTION
[bookmark: _Toc395082407]1.1 Background
Male and female condoms are currently the only effective method of dual protection against unintended pregnancy and the transmission of STIs including HIV [1-7]. The first female condom (FC) made by the Female Health Company (FHC) was approved by the United States Food and Drug Administration (USFDA) in 1993. The currently available FC in the global donor market is the FC2, made by the FHC, which replaced the polyurethane FC1 after it was approved by the USFDA in 2009. In South Africa the FC2 is available in selected clinics in the public sector. Since 2000, other new FCs have become available or are in development to lower cost, and/or improve acceptability [8]. 

One of these new designs is the “Woman’s Condom”, developed by PATH, an international, nonprofit organization whose mission is to improve the health of people around the world by advancing technologies, strengthening systems, and encouraging healthy behaviors. In developing a new design, PATH conducted research with couples in several countries including South Africa to identify features that would make a FC easier and more acceptable to use for both partners. Couples evaluated prototypes and offered design suggestions to improve acceptability. The final design was named the Woman’s Condom (WC) with a unique design feature to enable easy insertion. The WC design was verified in user testing among 60 couples in three countries in 2004 [9]. More than 90 percent of couples in this design validation study, including nearly half of whom had no previous experience with FCs, were satisfied with its performance for ease of use, stability, comfort, and sensation. 

In 2007, the WC was evaluated in a use and acceptability study in South Africa comparing the WC to two other FCs (FC2 and VA w.o.w). The three FC types functioned similarly and were generally acceptable with almost half the participants preferring the WC FC overall [10]. In 2008, PATH licensed the Dahua Medical Apparatus Company of Shanghai, China to manufacture and distribute the WC. Dahua received Shanghai Food and Drug Administration (2011) and CE Mark approval (2010) for the WC which allows for distribution in China and Europe, respectively. The WC has European CE Marking as well. This FC is currently under review by the UNFPA/WHO Female Condom Technical Review Committee. Research conducted to date shows that the functional performance of WC is at least as good as the existing USFDA approved and marketed device the FC2 [10-11]. 

Internal retention components in currently available FCs include rings and medical grade sponges. The FC2 FC available in the public sector in South Africa employs a ring for insertion which is then retained in the vagina during sexual intercourse. This ring is commonly cited in acceptability studies as being uncomfortable for the woman and/or the male partner.

Although the WC is in the last stages of approvals the issue of cost and cost reduction is being addressed. The 4 hydrophilic foam dots attached to the body of the WC FC were designed to act as the stability component of the device once inserted. Figure 1 below shows both the WC and WC2 without the insertion capsule. Figure 2 shows both WC and WC2 prior to insertion where they are similar in appearance. The WC appears to be very stable during sexual intercourse [9-11], and the contribution these dots make to the stability is not known.  Other new FCs in development also include designs without conventional internal retention components (Panty condom, Origami internal condom). These FCs have innovative designs to introduce the FC into the vagina and once inserted the fit and placement of the device in itself is adequate to retain the device in the vagina. 

  
[image: ]
Fig.1. WC female condom (left) with foam dots situated on body of condom, WC2 on right with no foam dots. Insertion capsule removed.


[image: ][image: ]
Fig.2. Left picture - original device on left side with foam dots observed through transparent capsule externally and next to it, the adapted design with no foam dots in capsule. Right picture - close up of the cap, which is secured at the open end with a “PVA” band over the dissolving cap. 

[bookmark: _Toc395082408]1.2 Rationale
Although the WC foam dots used for internal stability have not been identified as features that impact on acceptability or safety, they are one of the more costly and labour intensive components of the manufacture of the device and therefore it would be important to investigate if this condom without the foam dots can remain stable once fitted. In changing a design feature of a FC, it is important to consider the typical failure modes for FCs to assess which failure mode would potentially be affected by the removal of a condom’s retention feature. A full list of failure modes for FCs is given on page 10 of this report [12]. The foam dot retention mechanisms of the WC like other retention mechanisms are placed in order to avoid the specific failure mode of “slippage” defined as:- 

“Slippage is an instance when a female condom slips completely out of the vagina during sexual intercourse”

Conversely, the function of the external ring (a feature of most FCs) is to anchor the FC outside the vagina to avoid it being pushed inside the vagina, so it is unlikely that the foam dots would affect the invagination failure mode, which is where the external retention feature of the FC, usually a ring or frame, is partially or fully pushed into the vagina during sexual intercourse. Similarly the external retention feature should function to avoid the failure mode of misdirection where the penis enters to the side of the condom. It has been postulated that the stability of the WC may not be affected by the removal of the foam dots.  If performance was not affected, the foam dots could be removed from the manufacturing process which would not only lead to cost savings but also lessen the risk of any damage to the condom while the dots are being applied - a small risk in the manufacturing process. This study evaluated functionality of the WC FC without the foam dots in a pilot project with 55 experienced women who had completed the 3 period crossover study “A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms” (HREC #M120522, approved in February 2013, and funded by the Universal Access to Female Condoms (UAFC) Joint Programme).

The results of this research could have an important public health impact in South Africa and globally by developing more acceptable and less costly FCs. Governments including South Africa who procure FCs for their public sector programmes would benefit from a wider range of available FCs at lower cost, allowing them to purchase larger volumes for the same price. This would also provide women with additional options for contraception and STI prevention.  Donor agencies could purchase more devices and expand distribution networks, which would improve access and availability of these devices. This information will also extend existing knowledge of how FCs function in real life situations and in particular design of FCs more broadly and what is required for stability of devices.

[bookmark: _Toc127249679][bookmark: _Toc395082409][bookmark: _Toc127249680]2.  OBJECTIVES AND ENDPOINTS
[bookmark: _Toc395082410]2.1 Primary Objective
To ascertain the functional performance of the WC2 without the foam dots. Primary endpoints are total clinical failure and total device failure.  Secondary endpoints include rates of invagination, complete slippage, misdirection, and breakage. 

[bookmark: _Toc395082411]2.2 Secondary Objectives
To gather acceptability and safety data (as determined by the number of adverse events). 
[bookmark: _Toc395082412]2.3 Study Endpoints
This pilot study validated the functionality, acceptability, and safety of the WC2 among a sample of 55 women. Table 1 shows how study endpoints were characterized in this study.

Table 1: Study endpoints
	Functionality
	Rates of functional performance were calculated and included: non-clinical breakage, clinical breakage, total breakage, slippage, misdirection, invagination, and total clinical failure. 


	Acceptability
	Rank order and frequency of key acceptability endpoints were calculated and included, but were not limited to: comfort in use, ease of insertion and removal, like or dislike of product attributes, adequacy and feel of lubrication, sensation of sex.


	Safety
	Proportion of participants with urogenital symptoms of and proportion of female condom uses with reports of genitourinary irritation during or immediately after any of the 5 uses was calculated. Adverse events were classified by relatedness, expectedness, and severity.




[bookmark: _Toc127249683][bookmark: _Toc395082413]2.4 Primary Objective End Points
Functional performance events were calculated and primary analyses centered on total clinical failure and total FC failure.  Secondarily, rates of clinical breakage, total breakage, slippage, misdirection, and invagination were calculated as well. Although a small sample size, any problems with stability would be identified at this point. 

The following definition of failure modes is internationally adopted by the WHO [12]. These definitions were used in the analysis of the WC2 FC function data. While multiple failures may 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 was 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 was 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 was 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 was 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 was 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 was 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 was calculated by dividing the number of female condoms that fail by the number of female condom packages opened.
[bookmark: _Toc127249684][bookmark: _Toc395082414]2.4 Secondary Objective End Points

· Safety: Proportion of participants with symptoms of and proportion of WC2 female condom uses with reports of genitourinary irritation during or immediately after any of the 5 separate uses was calculated. 
· Acceptability:  Frequency of key acceptability endpoints was calculated and included: comfort in use; ease of insertion and removal; like or dislike of product attributes; and adequacy and feel of lubrication.  

[bookmark: _Toc395082415]3. RESEARCH STUDY PARTICIPANTS
The study was conducted among female clients of the Commercial City Clinic in Durban, South Africa. The Commercial City Clinic is a reproductive health facility located in a central city area which provides sexual and reproductive health (SRH) services to around 8000 clients per month.  South Africa was selected as the study site because of the existing availability of FCs and conducting of previous trials evaluating the WC2 at the same site. Women completing the index study “Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms” (HREC #M120522) were informed about the study and those wishing to volunteer were consented, screened and if found eligible enrolled in the WC2 pilot study once they had completed the index trial. The reasoning behind inviting women who were completing the index trial, is that they would be experienced users of the different FCs and would be in a good position to evaluate a pilot device. This is a recommendation of ISO 29943-2 (working document). The original screening criteria remained applicable and were repeated as some items may have changed from the enrollment in the index study.  All women enrolled were required to continue to meet the following selection criteria:

Be between the ages of 18 and 45 years (inclusive);
Be literate (able to read a newspaper or letter easily);
Be sexually active (defined as having at least two vaginal coital acts per week and not being abstinent in the month prior to enrollment);
Be in an exclusive (monogamous) sexual relationship with her spouse or partner while participating in this research study;
Have been in a sexual relationship with this partner for at least 6 months;
Not be a sex worker;
Not be pregnant (as determined by pregnancy testing) or planning a pregnancy during the time of the research study;
Be without observable evidence of STI as determined through syndromic diagnosis and vaginal examination;
Be using hormonal or other non-barrier contraception (e.g. OCs, injectable, IUD, or  have had a tubal sterilization);
Not be menopausal (defined as 12 months without menstruation); 
Not have had a hysterectomy;
Not have known sensitivities or allergies to latex, polyurethane, vaginal/sexual lubricants or the lubricants used on condoms;
Willing to give informed consent;
Willing to complete the FC coital use logs;
Willing to use the study condoms as directed;
Willing to adhere to the follow-up schedule and all study procedures;
Willing to provide research study staff with an address, phone number or other locator information while participating in the study; and,
Willing to participate in the study for the duration of 5 condom uses (approximately one month-6 weeks).
  Willing to have fingerprint scan to check for co-enrollment in other research projects

[bookmark: _Toc395082416]4.  STUDY PRODUCTS 
[bookmark: _Toc395082417]4.1 Description of the Product
The modified design is referred to in this report as the Woman’s Condom2 (WC2) to differentiate it from the existing design. The WC2 is made of polyurethane and is inserted using an insertion capsule. The condom sheath, which is 227 mm long, is tucked into the insertion capsule which dissolves after insertion (Figure. 1) releasing the condom within the vagina. The dissolving capsule is made of polyvinyl alcohol, the same material used to make contraceptive C-film. The materials used in the construction of the WC2 is polyurethane and urogenital adverse events associated with product use (i.e. discomfort or irritation) are lower than that of traditional natural rubber latex (NRL) condoms and expected to be minor, transient and resolve without medical intervention. The device used in this study differs from the existing developed device in that the four foam dots on the body of the condom which were a component of the original device to enhance stability, were not part of the new design.  The WC2 FCs were not pre-lubricated. A sachet of water-based lubricant was supplied to participants for each FC.
The participants received one study ziplock bag containing the following:

Female Condom Study Packet   
· 5 WC2 FCs  
· Written instructions for using the condoms (Appendix 1).  
· CONDOM USE LOG
· Appointment slip with return visit schedule
· 1 black ballpoint pen

[bookmark: _Toc395082418]4.2 Monitoring of Product Compliance
A sample of the WC2 product was shipped by the manufacturer to FHI360’s Product Quality and Assurance Division (PQC) for quality assurance (QA) testing. Sampling for QA testing was conducted by PATH at the Dahua plant. The WC2 used in this study was a subsample from a typical Lot and this Lot underwent standard testing at the manufacturer’s site and details of the Lot testing were sent to FHI for inspection. At FHI360 and the study site, WC2 were stored in secured (locked) locations with access limited to study staff.
 
[bookmark: _Toc127249685][bookmark: _Toc395082419]5. RESEARCH STUDY DESIGN
This research study was a pilot study of the functional performance, safety and acceptability of the WC2 FC. In total, 55 women were enrolled between February and March 2014 and asked to use five of the WC2 condoms and return for one follow-up interview.
	
[bookmark: _Toc395082420]5.1 Recruitment and Screening Procedures
Women completing the study “A Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms” (M120522) were informed about the pilot study. If a woman expressed interest in participating, she was given the STUDY INFORMATION SHEET (Appendix 2) to read, which described the study requirements and her potential role in the study.  If she agreed to take part in the research, she was asked to provide written consent (INFORMED CONSENT - Appendix 3). She was screened so as to ensure she met the requirements for study participation (SELECTION CRITERIA CHECKLIST - Appendix 4). Women were only enrolled once they completed participating in the index study. 

The consent process and all checklists, condom use logs and surveys used in the research were written and conducted in a language that was understandable to the participant. All relevant documents were translated into Zulu. Enrolled participants were asked to use 5 WC2 devices following which they were asked to return to the clinic for one follow-up visit after use of all five devices.  Data on device function, safety and acceptability for each condom type was collected during the follow-up visit.  

At enrollment, baseline data (Appendix 5) was gathered on participant demographics and past FC use. Using a pelvic model, the study staff demonstrated WC2 insertion and trained the participants in the proper use of this FC.  Further, they re-emphasized the instructions on how to complete the CONDOM USE LOG (Appendix 6). Women enrolled in the study were given R100 (~US$13.35/€10.06) for their time and travel expenses associated with the enrollment visit. 

During the one follow-up visit, study staff reviewed the information on the Condom Use Logs for completeness and accuracy. Further, the participants were asked questions from a FOLLOW-UP SURVEY (Appendix 7) about their experiences using the FCs.  The DISCONTINUATION FORM (Appendix 8) was completed and the participants were given a final R100 payment for participation.  
[bookmark: _Toc395082421]6. STATISTICAL CONSIDERATIONS
[bookmark: _Toc127249715][bookmark: _Toc395082422]6.1 Hypothesis for the Primary Endpoint and Study Size Justification 
The sample size of 55 women to ensure a final sample size of 50 women completing the study is recommended for pilot FC studies in ISO 29943-2:-Condoms – Guidance on clinical studies – Part 2:  Female condoms, functionality studies of acute failure events based on self- reports. The document recommends pilot studies of this nature: “Pilot studies should be done to characterize and quantify the risk in undertaking the necessary larger scale investigation of clinical performance”.

The hypothesis for the primary endpoints, total clinical failure and total failure of a FC and their components, is that a new FC is 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 is not worse than that of the FC2 by more than 3.0%. Comparison will be made to women using the control FC2 FC in the “Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms”, on the availability of the results. Although not used in a randomized order, comparison can be made with the failure rates reported in this trial to give a general indication of failure rates.

[bookmark: _Toc395082423]6.2 Data Analysis
Condom Function
The failure rates or proportions of condom uses with clinical breakage, total breakage, slippage, misdirection, invagination, total clinical failure, and total FC failure was summarized according to endpoint definitions in Section 2.3.
  
Safety Data
The proportion of participants with symptoms of genitourinary irritation during or immediately after any of the 5 separate uses and medical and serious adverse events, classified by relatedness to condom type, expectedness and severity was reported.

Product Acceptability
The key acceptability endpoints are summarized.  
· comfort in use; 
· ease of insertion and removal; 
· like or dislike of product attributes (e.g. sponge, inner ring, outer frame); 
· and adequacy and feel of lubrication.
 
[bookmark: _Toc395082424] 7. PROTECTION OF HUMAN PARTICIPANTS
This research study was approved by the Human Research Ethics Committee (medical) (HREC) at the University of the Witwatersrand in South Africa clearance number M130567. No participant was admitted into the study until her signed informed consent was given.  A copy of the signed consent form was given to the participant.  

[bookmark: _Toc395082425]8.  DATA MANAGEMENT 
[bookmark: OLE_LINK7][bookmark: OLE_LINK8]Data for this research study were captured on data collection forms (DCFs) and take-home Condom Use Logs. Questionnaires were interviewer-assisted. Condom Use Logs were completed at home by the participant. At the follow-up visit, study staff reviewed the information from the Condom Use Log with the participant to assess correctness and completeness. Data was entered into the Epidata Version 3.1 database systems. The analysis was conducted in STATA 10 (College Station, Texas, USA, StataCorp, LP USA).
[bookmark: _Toc395082426]9. RESULTS
Data were collected between February 2014 and May 2014. Fifty five women were enrolled in the study and in total, 54 women completed the study.Table 2 includes the socio-demographic information for this pilot study. 55 women were enrolled and 54 (98.2%) completed the follow up interview. The mean age was 26.8 (N=55). The majority of the sample comprised of Black South African women (98.2%). Only 74.6% completed matric and 61.8% were unemployed.The majority of women were unemployed (61.8%), almost half of the sample reported relationship duration between 1 and 5 years (49.1%) and most were in non-marital and non-cohabiting relationships (81.8%).  Almost all (n=51, 94.4%) participants used all 5 WC2 FCs, and 3 women (5.6%) used 4 out of the 5 WC2 FCs. Thus 267 FCs were used in total. 


Table 2 Socio-demographic Information
	Characteristics
	N=55

	Mean age, years (SD)
Min - Max 

Ethnic group n (%)
   Black 
   Coloured 

Completed years of school n (%)
  Ten 
  Eleven 
  Twelve

Primary occupation n (%)
  Unemployed 
  Self-employed 
  Unskilled labour 
  Medical field
  Sales
  Student 

Relationship status n (%)
  Not married and living together
  Not married and not living together

Relationship duration n (%)
  1-5 years 
  6-10 years
  More than 10 years 
	26.8 (5.5)
19 - 39


54 (98.2)
1 (1.8)


4 (7.3)
10 (18.2)
41 (74.6)


34 (61.3)
2 (3.6)
7 (12.7)
1 (1.8)
1 (1.8)
10 (18.2)


10 (18.2)
45 (81.9)


27 (49.1)
22 (40)
6 (10.9)




Table 3 is a summary of the sexual and reproductive health status of the participants. Over half the sample had one living child (56.4%). All participants reported having ever used a male condom (100%), having never used a diaphragm (100%) and having never douched or placing medicine inside the vagina (100%). Almost half the sample had ever used a tampon (47.3%) and most women used the injectable contraception method (89.1%). All had used FCs before. 















Table 3 Sexual and reproductive health information   
	Characteristics
	N=55

	Number of living children n (%)
  None
  One 
  Two 
  Three

Ever male condom usage n (%)
 Yes

Tampon usage n (%)
 Yes
 No

Diaphragm usage n (%)
  No

Douched/ placed medicine inside vagina n (%)
  No

Contraception method n (%)
  Contraceptive pill
  IUD
  Injectable 
	
4 (7.3)
31 (56.4)
13 (23.6)
7 (12.7)


55 (100)


26 (47.3)
29 (52.8)


55 (100)


55 (100)


4 (7.3)
2 (3.6)
49 (89.1)



Table 4 shows how the WC2 FC performed in the study. The clinical breakage rate was low (<1.0%). Non-clinical breakage (1.11%), invagination (1.87%) and misdirection (1.50%) occurred in less than 2% of the condom uses. Slippage was not reported in any of the condom uses. Total clinical failure was 4.12% (N=267). 
[bookmark: _Ref326519736]Table 4 Mean failure of WC2 FC 
	Condom Function
	Mean Failure
%  (N)

	
Clinical breakage
Non-clinical breakage
	
0.75   (N=267)
1.11 (N=270[footnoteRef:1])  [1:  N=270 as non-clinical breakage rate is calculated by dividing the number of breakages before sex by the total number of condom packages opened. ] 


	
Total breakage
	
1.85 (N=270[footnoteRef:2])  [2:   N=270 as total breakage rate is calculated by dividing the total number of female condoms that broke by the total number of condom packages opened.] 


	
Invagination
Misdirection
Slippage

	
1.87 (N=267)
1.50 (N=267)
     0 (N=267)

	
Total clinical failure
	
4.12 (N=267)

	
Total failure
	
5.19 (N=270[footnoteRef:3])  [3:  N=270 as total failure rate is calculated by dividing the total number of female condoms that fail by the total number of condom packages opened.] 




Few adverse events were reported (itching, pain and burning) possibly related to the study product (2.3% of the 267 FCs used). No serious adverse events were reported. 96.3% of the sample found the product comfortable to use as compared to 3.7% who did not. In terms of acceptability, majority of the sample liked both the length and the amount of the lubrication (83.3%) as well as the ease of use (88.9%), feel/sensation (90.7%) and appearance (74.1%) of the WC2. 


Conclusions: Results show that the WC2 without foam dots functions comparably to the WC in other studies [13-14]. An increase in the slippage failure mode was identified as a potential risk with the removal of the foam dots, however it did not occur in any condom use. A full functionality trial is recommended to verify the data from this pilot. 











































[bookmark: _Toc127249745][bookmark: _Toc395082427]10. REFERENCES 
[1] Trussel J, Sturgen K, Strickler J, Dominik R. Comparative contraceptive efficacy of the female condom and other barrier methods. Family Planning Perspectives. 1994; 26(2):66–72.

[2] Soper DE, Shoupe D, Shangold GA, Shangold MM, Gutmann J, Mercer L. Prevention of vaginal trichomoniasis by compliant use of the female condom. Sexually Transmitted Diseases. 1993; 20(3):137–139.

[3] Fontanet AL, Saba J, Chandelying V, et al. Protection against sexually transmitted diseases by granting sex workers in Thailand the choice of using the male or female condom: Results from a randomized trial. AIDS. 1998;(14):1851–1859.

[4] French PP, Latka M, Gollub EL, et al. Use-effectiveness of the female versus male condom in preventing sexually transmitted disease in women. Sexually Transmitted Diseases. 2003; 30(5):433–439.

[5] Hoke TH, Feldblum PJ, Van Damme K, et al. Temporal trends in sexually transmitted infection prevalence and condom use following introduction of the female condom in Madagascar sex worker. International Journal of STD and AIDS. 2007; 18(7):461–466.

[6] PATH and United Nations Population Fund (UNFPA). Female condom: a powerful tool for protection. Seattle: UNFPA, PATH; 2006. Available at: http://www.unfpa.org/upload/lib_pub_file/617_filename_female_condom.pdf.

[7] World Health Organization (WHO), United States Agency for International Development, Johns Hopkins Bloomberg School of Public Health. Family Planning, A Global Handbook for Providers. Baltimore, MD: Information & Knowledge for Optimal Health (INFO) Project; 2008.

[8] Beksinska M, Smit J, Joanis C, Usher Patel, M, Potter B. Female Condom Technology: New Products and Regulatory Issues. Contraception. 2011; 83 (4):316-21.

[9] Coffey PS, Kilbourne-Brook M, Austin G, Seamans Y, Cohen, J. Short-term acceptability of the PATH Woman’s Condom among couples at three sites. Contraception 2006; 73:588–593.
 
[10] Schwartz JL, Barnhart K, Creinin MD, et al. Comparative crossover study of the PATH Woman’s Condom and the FC Female Condom®. Contraception. 2008; 78 465-73.
 
[11] Joanis C, Beksinska M, Hart C, et al. Three New Female Condoms: Which do Women Prefer? Contraception. 2011; 83:248-54.

[12] Beksinska M, Joanis C, Manning J, et al. Standardized definitions of failure modes for female condoms. Contraception. 2007; 75(4):251-5. Epub 2007 Feb 7.


[13] Beksinska M, Piaggio G, Smit J, Wu J, Zhang Y, Pienaar J, Greener R, Zhou Y, Joanis C. Performance and safety of the second-generation female condom versus the Woman’s, the VA worn-of-women, and the Cupid female condoms: a randomised controlled non-inferiority crossover trial. Lancet Global Health  2013; Sept 1: e146–52

[14] Joanis C, Beksinska M, Hart C, Tweedy K, Linda J, Smit J. Three New Female Condoms: Which do South African Women Prefer? Contraception. 2011;83:248-54.







[bookmark: _Toc395082428]11. APPENDICES

[bookmark: _Toc395082429]1: Written instructions for using the condoms
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STUDY INFORMATION SHEET

A Pilot Functional Performance Study of The Woman’s Condom2: 
An Adapted Design of The Woman’s Condom

Principal Investigators:  Prof Jenni Smit and Dr Mags Beksinska

MatCH (Maternal, Adolescent and Child Health) of the University of the Witwatersrand and PATH (Programme for Appropriate Technology in Health) would like to invite you to consider participating in a research study.  
What is this study about?  
We are doing this research study to determine how new female condoms work and how well you like them.  

Who can take part in this study?
55 women who have been taking part in and completed the “Randomized Controlled Trial of the Functional Performance of HLL FC, FC2 and Cupid2 Female Condoms” will be asked if they would be interested in volunteering to be in this research 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 6 weeks. 
· Willing to have fingerprint scan to check for co-enrollment in other research projects

What will be involved if I take part in the study?
If you choose to be in this study, you will be asked to use one more type of female condom.  During the enrolment visit, you will be given a pregnancy test, a medical examination and five 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 one follow-up visit where we will ask you questions about the female condoms that you used.  Your participation in the study will last about 4-6 weeks. The information collected will be kept confidential.  You may refuse to answer any questions that make you feel uncomfortable and you can exit the study at any time. Your name will not be mentioned in any reports. No-one, except research staff who have permission, will have access to study material.

Before you can join the study we will need to enter your details, identity number and fingerprints into a computer system. This will check if you are participating in another study. It is important for us to check this as using the female condom may interfere with vaginal products being tested in other studies and you will not be able to participate in this study if you are enrolled in a study using vaginal products. Your fingerprints will not be used for any other purpose. 
What are the risks and benefits of participating?  
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 but you do not have to answer any question that embarrasses or offends you. As this is a new prototype device there is a risk that it can fail during use. We will not tell anyone that you are in this research study.  Being in this study will not directly benefit you, however during this research study, you will get female condoms, a pregnancy test and a medical exam for free.
Reimbursement
You will be reimbursed R100 per visit for your transport costs and time for participating in the study.  

What is the alternative to study participation?
The alternative to participating in this study would be simply not to participate.  Your non-participation in this study will not affect your receiving services at KwaZulu-Natal Department of Health clinics.  

What are my rights?
Your participation in this study is entirely voluntary.  If you decided not to participate or if you later decide to stop participating, or refuse to answer any questions, at any time, you will not lose any benefit to which you are entitled to as a client at the Department of Health clinics.  

What should I do if I want to participate?
For further information, or if you are interested in participating in this study, you can contact Jenni Smit, who is the MatCH Principal Investigator of the study at 031 275 1541 or 082 926 5762.  

Who should I contact if I have any concerns about my rights?  
If you have any questions about your rights as a research participant, or any complaints, you can contact: Professor Peter Cleaton-Jones, the Chairperson of the Human Research Ethics Committee at the University of the Witwatersrand, at 011 717 2301.








[bookmark: _Toc395082431]3: Informed consent  
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Informed Consent Form

A Pilot Functional Performance Study of The Woman’s Condom2:
An Adapted Design of The Woman’s Condom
MatCH Principal Investigators:  Jenni Smit, PhD, Mags Beksinska, PhD



Good day, my name is ____________________________________________________. 
I am a _________________________________ (insert designation) at MatCH (Maternal, Adolescent and Child Health), of the University of the Witwatersrand, based in Durban. MatCH and PATH would like to invite you to consider participating in a research study.  

Introduction
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.
· The information you give us will be kept confidential
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
You have just completed participating in a study in which you have used three different female condoms. One of these condoms (FC2) is already available in South Africa, but the other two were new.  We are asking you if you would be willing to try one more new female condom. The female condom in this study is called the “Woman’s Condom” and it was tested at this clinic in 2006 and 2011. This female condom is available in several pilot distribution projects and is approved for use in China.  PATH, an international non-governmental organization, and the manufacturer, Dahua in China have changed the design very slightly. The information that you provide during this study will be used to see if the adapted “Woman’s condom” design works in a similar way to the existing device. The information you provide about your experience with this condom will be made available to PATH, Dahua, the World Health Organization (WHO) and UNFPA who are involved in assessing information about new female condoms for approval. 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.
 
Study Procedures
55 women at the Commercial City Clinic will take part in this research. 

To qualify to be in the research we will need you to:                                 

be able to read a letter or newspaper; 
be at least 18 years old; 
have sex at least twice a week;
have a medical exam of your vagina;
be negative for visible sexually transmitted infections (STI);
have been in a sexual relationship with your partner for at least 6 months;
not receive or pay money or gifts for sex;
take a pregnancy test;
not be pregnant;
be on effective contraception (Nuristerate, Depo, pills, IUD, or tubal ligation); 
not be menopausal (12 months with no bleeding); and
not be allergic to male or female condoms or the lubricants  used on condoms;
be willing to give us your contact details.
Willing to have fingerprint scan to check for co-enrollment in other research projects
If you qualify and want to be in the research study, you will be enrolled in the study. 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. We will enter your details, identity number and fingerprints into a computer system. This will check if you are participating in another study. It is important for us to check this as using the female condom may interfere with vaginal products being tested in other studies and you will not be able to participate in this study if you are enrolled in a study using vaginal products. Your fingerprints will not be used for any other purpose. 

Your role in this research study will take about 4-6 weeks.  You will be given a study packet with 5 of the Woman’s Condoms to take home and use with your partner.  The study staff 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.  The study staff will talk to you about what you wrote on the Condom Use Log. 

We will enter your details, identity number and fingerprints into a computer system. We will then be able to check if you are participating in another study. If you are participating in another study, you may not be able to join the WC pilot study. 

Possible Risks
The research study team does not think that you will have any problems with the condoms used in this research study.  But some women and men have been a little sore or itchy while using the female condoms. 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. As this is a new prototype device there is a risk that it can fail during use.  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 use of the female condoms. These questions may embarrass you. You will not have to answer any question that embarrasses or offends you. 

Possible Benefits
Being in this study will not directly benefit you, however, during the research, you will get female condoms and a pregnancy test for free.  Your feelings about this research study are important.  In the future, the hope is for South African women to have more choices for contraception and STI prevention methods.

Reimbursement
You will be reimbursed R100 for your time and travel for your enrollment visit.  You will be given a further R100 for the follow-up visit for your time and travel. 
Confidentiality
All study staff will treat interview data with the strictest confidentiality.  All study information or material will be identified only by individual participant code numbers and will be kept confidential in a locked file drawer at MatCH.  This information or material will be available only to study staff as part of routine checks to ensure that this study is being conducted in a professional way that protects your rights.  Your name will never be used in any publication or presentation about this study.  

The staff of PATH who are sponsoring this study, may look at records of those who take part in the research study.  By signing the written Informed Consent Form, you authorize such access to your records.  
 
If you miss the follow-up visit, you may be contacted. If the study staff call you they will not tell anyone that you are in this research study.

Alternatives to Study Participation 
The alternative to participating in this study would be simply not to participate.  Your non-participation in this study will not affect your receiving services, including female condoms, at KwaZulu-Natal Department of Health clinics.  Female condoms (FC2) are available free-of-charge at this clinic and at many other public health sector clinics in South Africa.  

Research Standards and Rights of Participants 
Your participation in this study is entirely voluntary. If you decide not to participate, or if you later decide to stop participating, or refuse to answer any question, at any time, you will not lose any benefits to which you are otherwise entitled as a client at KwaZulu-Natal Department of Health clinics.  If you withdraw from participation in the study or are excluded at any stage due to being ineligible, data collected from you as a participant will still be used for study purposes, unless you request us to remove your data completely. 

Study Staff Contact Details
Please feel free to contact us about the project in the future, or to ask for any updates.  We appreciate the time you may take to participate in this study.  

If you have any questions about this study or study procedures now or in the future, you can call Prof Jennifer Smit, who is the MatCH Principal Investigator of the study at 031 275 1541 or 082 926 5762.

The Human Research Ethics Committee of the University of the Witwatersrand has approved recruitment of participants for this study.  The Institutional Review Boards oversee the protection of people participating in research studies. 

If you have any questions about your rights as a research participant, or any complaints, the Institutional Review Board of the University of the Witwatersrand. Contact details are: 
· Professor Peter Cleaton-Jones, Chairperson of the University of the Witwatersrand Institutional Review Board: 011 717 2301

You will be given a copy of this consent form to keep. 

You now have an opportunity to ask me questions concerning the project.  


Do you have any questions?

[bookmark: Check12]YES	|_|	[Interviewer to respond to any questions]

NO	|_|	[Interviewer, go to the next question]

Do you agree to take part in the study?

YES |_|	[Interviewer, ask the respondent to sign the consent form]   

NO   |_|	[Interviewer, thank the interviewee and leave him/her]


Declaration of the volunteer
I understand the purpose of this study. I have read the above information. I have had the opportunity to ask questions, and any questions that I asked have been answered to my satisfaction. I consent voluntarily to participate as a participant in this study and understand that I have the right to stop my participation at any time.



___________________________	_______________________		____________
Participant Print Name and Surname     	Participant Signature 			Date

		 

__________________________    	____________________		____________
Print Name and Surname 		Signature  				Date
Person obtaining consent  		 



















[bookmark: _Toc395082432]4: Selection criteria checklist

SELECTION CRITERIA CHECKLIST

A Pilot Functional Performance Study of The Woman’s Condom2: 
An Adapted Design of The Woman’s Condom 

1. Date of Interview:  |____|____| / |____|____| / |____|____|____|____| (dd/mm/yyyy)
2. Participant Number (PIN):  |____|____|____| 
3. 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
	4. 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)

	4.  One contra-ceptive method must be selected

	5. Have you had a hysterectomy?  Ukewakhishwa isibeletho?

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

	5. NO

	6.  Are you menopausal (12 months with no menstruation)?  Sewuvalekile ukuya esikhathini (njengokuthi kuphele unyaka noma izinyanga eziwu 12 ungayi esikhathini)?

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

	6.NO

	7. Are you between the ages of 18 and 45 years? Ngabe iminyaka yakho iphakathi kuka 18 no 45?)

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

	7. YES

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

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


	8. YES

	9. 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)  |___|

	9.  YES

	10. 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)  |___|

	10. NO

	11. 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)  |___|

	11.  YES

	12. Have you ever received money or gifts for sex? (Usuke wakhokhelwa ngenxa yocansi?)

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

	12.  NO

	13. 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)  |___|

	13.  NO

	14. 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)  |___|

	14.  NO

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

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

	15. YES

	16. Do you agree to participate in this research study for up to one month?
(Uyavuma ukuzimbandakanya nalolucwaningo inyanga eyodwa?) 

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





	16.  YES

	17. Do you agree to provide the study staff with an Identity document number, fingerprint scan, 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)  |___|

	17. YES


· If the volunteer answers the above questions correctly, the pregnancy test, syndromic diagnostic tool and fingerprint scan may be administered. Record pregnancy test, syndromic diagnosis and fingerprint scan  results in the box (Questions 18-20) below, and GO TO  QUESTION 21.

· If the volunteer does not answer Questions 1-17 according to inclusion selection criteria, do not administer the pregnancy test, syndromic diagnostic tool or fingerprint scan.  GO TO  QUESTION 21.


	
TEST RESULTS 

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

19.  Pregnancy Test Results:           0 = NEGATIVE    1 =  POSITIVE                  |___|

20. Fingerprint Scan/Identity number:   0 = NEGATIVE    1 =  POSITIVE             |___|


· If Questions 18 has positive results, refer the volunteer for follow-up testing/treatment and do not enrol the volunteer in the research study. If Question 19 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:
· Write the assigned participant 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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A Pilot Functional Performance Study of The Woman’s Condom2: 
An Adapted Design of The Woman’s Condom

Baseline Survey (BASE)


1. Participant Number:	|___|___|___|
2. Date of Interview:	|___|___| / |___|___| / |___|___|___|___| (dd/mm/yyyy)
3. Interviewer Number:	|___|___|
	Interviewer Instructions:  
· Complete this 2-page form only after completing the INFORMED CONSENT process, determining negative STI and pregnancy status, and completing the 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)

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

	
|___|___|

	5. 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 = Other, specify ( Okunye, chaza): ____________________________________________________

	
|____|

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

	
7. What is your primary occupation?  (Wenza msebenzi muni?)	                                                                                   
00 = None/Unemployed  (Awukho/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)          _____________________________________________
 
	
|___|___|

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

	
|___|___|

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

	
|____|

	10.  How long have you had a relationship with your spouse/partner? (Ninesikhathi esingakanani ninobudlelwano  nohlekisana naye / uphathina?)	 
1 = Less than 1 year (Ngaphansi konyaka) 
2 = 1-5 years (Unyaka owodwa kuya kwemihlanu) 
3 = 6-10 years (Iminyaka  ewu 6 kuya ku 10)
4 = More than 10 years (Ngaphezu kweminyaka  ewu 10)
	
|____|

	11. Have you ever used a male condom?  (Wake wayisebenzisa ikhondomu yabesilisa?) 
NO (CHA) = 0     YES (YEBO) = 1     	
[bookmark: OLE_LINK13][bookmark: OLE_LINK14]If NO, why? (Uma uthi cha kungani?)__________________________________________________________

	
|____|

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

	
|____|

	13. Have you ever used a diaphragm? (uke wayisebenzisa i-diaphragm ?)
NO (CHA) = 0     YES (YEBO) = 1
	
|____|


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

	
|____|
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A Pilot Functional Performance Study of The Woman’s Condom2:  
An Adapted Design of The Woman’s Condom.

Condom Use Log

Female Condom 1 [USE A NEW FORM FOR EACH FEMALE CONDOM USED] / Amakhondomu abesifazane 1 [SEBENZISA IFOMU ELISHA KWIKHONDOMU YABESIFAZANE NGAYODWANA ESETSHENZISIWE] 

1. Date of female condom - 1 - use
|___|___| / |___|___| / |___|___|___|___|  
   Day           Month


2. Opening the package (Mark | X | all that apply): / 
Ukuvula iphakethe (Maka | X | konke okungenayo)
a. |___|     The female condom ripped/tore when I opened the package. / Ikhondomu yabesifazane yadabuka/ bhoboka uma ngivula iphakethe.
b. |___|     The cap was missing when I opened the package. / Isivalo sasingekho ngesikhathi ngivula iphakethe.
c. |___|	The cap had come away from the condom (some or all of condom). / Isivalo sasiphumile kwikhondomu (ingxenye noma kuyo yonke ikhondomu). 
d. |___|     The condom was in good condition when I took it out of the package. / Ikhondomu yayisesimweni esihle ngesikhathi ngiyikhipha ephaketheni.

3.  Use of lubricant (Mark | X | all that apply): /
Ukusetshenziswa kwesigcobisi mafutha (Maka | X | konke okungenayo)
a. |___|     Applied lubricant on penis before sex began. / Ngagcobisa isigcobisi mafutha esithweni sangasese somuntu wesilisa ngaphambi kokuba ucansi luqale. 
b. |___|     Reapplied lubricant on penis after sex began. / Ngaphinda ngagcobisa izigcobisi mafutha esithweni sangasese somuntu wesilisa ngemuva kokuba ucansi luqalile. 
c. |___|     Applied lubricant on inside of condom before sex. / Ngagcobisa isigcobisi mafutha ngaphakathi kwikhondomu ngaphambi kokwenza ucansi. 
d. |___|     Reapplied lubricant on inside of condom after sex began. / Ngaphinda ngagcobisa izigcobisi mafutha ngaphakathi kwikhondomu ngemuva kokuba ucansi luqalile.
e. |___|     Applied lubricant in vagina before sex. / Ngagcobisa isigcobisi mafutha esithweni sangasese somuntu wesifazane ngaphambi kocansi. 
f. |___|     Did not apply lubricant on penis or condom. / Angisigcobisanga isigcobisi mafutha esithweni sangasese somuntu wesilisa noma ikhondomu.
4.   When was the condom inserted? (Mark | X |): / 
Yafakwa nini ikhondomu? (Maka | X |):
a. |___|     Before sex began _____minutes before. / 
Ngaphambi kokuqala ucansi  _____ ngaphambi kwemizuzu. 
b. |___|     After sex began./ Ngemuva kokuba ucansi luqalile. 

5.  Female Condom experience   (Mark | X | all that apply): / 
Isipiliyoni sokusebenzisa amakhondomu (Maka | X | konke okungenayo):
a. |___|    The female condom ripped/tore during insertion but before sex / Ikhondomu yabesifazane yadabuka/ yabhoboka ngesikhathi ifakwa kepha ngaphambi kocansi.
b. |___|    The female condom ripped/tore during sex. / Ikhondomu yabesifazane yadabuka/ bhoboka ngesikhathi socansi. 
c. |___|    All/part of the outer ring of the female condom was pushed into my vagina during sex. / Yonke/ingxenye yangaphandle ye-ringi yekhondomu yabesifazane yayidudulekele ngaphakathi kwesitho sami sangasese ngesikhathi socansi. 
d. |___|    My spouse/partner’s penis was inserted between the female condom and my vagina./ Isitho sangasese likamkhwenyana wami/ uphathina sasifakwe phakathi kwekhomdomu yabesifazane kanye nesitho sami sangasese. 
e. |___|    The female condom was pulled completely out of my vagina during sex. / Ikhondomu yabesifazane yayidonseleke ngaphandle kwesitho sami sangasese ngokuphelele ngesikhathi socansi. 
f. |___|    The female condom ripped/tore during removal. / Ikhondomu yabesifazane yadabuka /bhoboka ngesikhathi ikhishwa. 
g. |___|    I had an “other” problem with this female condom (not a-f). / Ngangi nenye  inkinga engekho kuloku okukhethwa kukona ku a-f ngamakhondomu abesifazane. 
h. |___|    I had none of the above problems while using this female condom. / Ngangingenayo neyodwa yalezinkinga ezingenhla ngesikhathi ngisebenzisa ikhondomu yabesifazane
i. |___|    I did not use this condom. / Angiyisebenzisanga lekhondomu.
 
If you have ticked box a, b, c, d, e, f or g - please explain briefly what happened below: / Uma uthikhe ibhokisi u-a, b, c, d, e, f noma u-g – siza ucacise kafushane ukuthi kwenzakalani ngezansi: _____________________________________________________________________________
_____________________________________________________________________________ 
_____________________________________________________________________________
_____________________________________________________________________________

6.  Did you have a medical problem while using this female condom? Mark | X | and give duration (time) that the medical problem lasted. / 
Wabanenkinga yezempilo ngesikhathi usebenzisa lekhondomu yabesifazane? 
Maka | X | futhi unikeze isikhathi leyonkinga yezempilo eyasithatha. 
a. |___|   I had no medical problems while using this female condom.  → Go to Question 7. / Angibanga nankinga yezempilo ngesikhathi ngisebenzisa lekhondomu yabesifazane →Hamba kumbuzo 7.

b. |___|   I had itching when I used this female condom. →   Duration: /
Nganginokubabelwa ngesikhathi ngisebenzisa lekhondomu yabesifazane →Isikhathi: 							  			   |___| : |___|___| 
       		                                                                                                 (hours: minutes)
c. |___|   I felt burning while using this female condom.  →  Duration:  / 
Ngangizwa ukushiselwa ngesikhathi ngisebenzisa lekhondomu yabesifazane →Isikhathi:
  |___| : |___|___| 
                                                                                                           (hours: minutes)
d. |___|   I had pain when I used this female condom.     →   Duration:  /
Nganginezinhlungu ngesikhathi ngisebenzisa lekhondomu yabesifazane. →Isikhathi:
   |___| : |___|___| 
                                                                                                             (hours: minutes)
e. |___|   I got a rash from using this female condom.     →    Duration:  / 
Ngaqubuka wukusebenzisa lekhondomu yabesifazane → Isikhathi:
     |___| : |___|___| 
                                                                                                             (hours: minutes)
f. |___|  Other problem, specify/ Enye inkinga, cacisa ______________________________


7. Did your spouse/partner have a medical problem while using this female condom?/ Ngabe umkhwenyana wakho/ uphathina unenkinga yezempilo ngesikhathi esebenzisa lekhondomu yabesifazane?
 
a. |___|   He had no medical problems while using this female condom. / Akabanga nankinga yezempilo ngesikhathi sisebenzisa lekhondomu yabesifazane. 

b. |___|   I don’t know./ Angazi 

c. |___|   He had itching when he used this female condom. →  Duration: / Wayenokubabelwa ngesikhathi esebenzisa lekhondomu yabesifazane. → Isikhathi
        |___| : |___|___| 
                                                                                                                 (hours: minutes)
d. |___|   He felt burning while using this female condom.    →   Duration:  /
Wayezwa ukushiselwa ngesikhathi esebenzisa lekhondomu yabesifazane→ Isikhathi
        |___| : |___|___| 
                                                                                                                 (hours: minutes)
e. |___|   He had pain when he used this female condom.    →    Duration:  / 
Waye nezinhlungu ngesikhathi esebenzisa lekhondomu yabesifazane. → Isikhathi
         |___| : |___|___| 
                                                                                                                  (hours: minutes)

f. |___|   He got a rash from using this female condom.    →    Duration: / 
Waqubuka ngokusebenzisa lekhondomu yabesifazane. → Isikhathi
        |___| : |___|___| 
                                                                                                       (hours: minutes)
g. |___|  Other problem, specify/ Ezinye izinkinga, cacisa___________________________
Other problem
Thank you for completing this questionnaire. If you have any problems completing the questionnaire or you want to talk to clinic staff about using these condoms please call the study coordinator on the following number 031 307 2781.
Ngiyabonga ngokugcwalisa leliphepha lemibuzo. Uma unanoma iziphi izinkinga ukugcwalisa leliphepha lemibuzo noma ufuna ukukhuluma nabasebenzi basemtholampilo mayelana nokusetshenziswa kwalamakhondomu siza ukhulume nomgqugquzeleli wocwaningo kulenombolo elandelayo 031 307 2781.
Checked by Interviewer Number: / Ihlolwe u Inombolo Yombuzimbuzo:	|___|___|























[bookmark: _Toc395082435][bookmark: _GoBack]7: Follow-up survey

A Pilot Functional Performance Study of The Woman’s Condom2:
An Adapted Design of The Woman’s Condom

Follow-Up Survey   (FUP)

1. Participant Number (PIN):  |____|____|____| 
2. Interviewer Number:	|___|___|
3. Date of Interview:  |____|____| / |____|____| / |____|____|____|____| (dd/mm/year)
4. Number of WC2 condoms used |___|
Interviewer Instructions:
· Use a black ballpoint pen to complete this form.
· Write Participant’s PIN at the top of the page where indicated (Question 1).
· If the Participant did not bring her CONDOM USE LOG, reschedule the 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 WC female condom to her 
· 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. 
















	5. Did you use the lubricant supplied with these study female condoms? / Usi sebenzisile yini   isigcobisi mafutha  esinikeziwe kunye   nalamakhondomu  abesifazane  ocwaningo?

1= NO, study lubricant not with any of the condoms / Asikho isigcobisi mafutha esasetshenziswa kanye noma imaphi amakhondomu. 
2=YES, study lubricant used with every condom used / YEBO, isigcobisi mafutha socwaningo sisetshenzisiwe nawo wonke amakhondomu asetshenzisiwe. 
3=YES, but study lubricant not used with all condoms / YEBO, kepha isigcobisi mafutha socwaningo asisetshenzisiwe nawo wonke amakhondomu.  
	


|____|
If 1 go to Q7 
If  2 or 3 go to Q6

	6. For the condoms you used lubricant with, was there enough lubricant in the sachet? / Kumakhondomu asetshenziswe kanye nesigcobisi mafutha, kade sanele yini isigcobisi mafutha ephaketheni?

0= NO / CHA
1= YES / YEBO
If NO, what did you do? / Uma  CHA, Yini owayenza? ____________________________________________________________________

	


|____|

	7. Who applied the lubricant? (check condom log for application information) /
Ubani owagcobisa isigcobisi mafutha? (bheka ilogi yamakhondomu ngolwazi lokugcobisa  ukubona ulwazi)
1= Participant only applied lubricant / Umbambiqhaza yedwa owagcobisa isigcobisi mafutha 
2= Partner only applied  lubricant / Umaqondana  yedwa owagcobisa  isigcobisi mafutha 
3= Both participant and partner applied  lubricant (Please explain) / Bobabili  umbambiqhaza kanye nomaqondana wakhe bagcobisa isigcobisi mafutha (Siza uchaze)
________________________________________________________________
 ________________________________________________________________

	



|____|

	8. Did you use any other lubricant not supplied with the study condoms? / Ngabe wasebenzisa noma isiphi izigcobisi mafutha esinganikeziwe kanye namakhondomu ocwaningo? 
1= NO, no other lubricant used with any of the condoms. / CHA, asikho izigcobisi mafutha esasetshenziswa nawo noma maphi amakhodomu.
2= YES, other lubricant used with every condom used. / YEBO, esinye isigcobisi mafutha sasetshenziswa nawo wonke amakhondomu eyesetshenziswa. 
3= YES, other lubricant used but not  with all condoms. / YEBO, esinye isigcobisi mafutha  zasetshenziswa kepha hayi nawo wonke amakhondomu. 

If yes, which other lubricant used  (brand) / Uma yebo, yisiphi esinye izigcobisi mafutha esasetshenziswa (uhlobo) _________________________________________________
       

	




|____|

	9. Did you insert each study female condom into your vagina the same way every time you used the female condoms? / Ubuyifaka ngayodwana yini ikhondomu yabesifazane yocwaningo esithweni sakho sangasesengendlela efanayo ngaso sonke isikhathi uwasebenzisa amakhondomu abesifazane?
0 = NO / CHA 
1 = YES / YEBO

	


|____|

	10. How did you insert these study female condoms? / Uwafake kanjani lamakhondomu abesifazane ocwaningo?
Mark |X |all that apply. Maka ngo X konke okungenayo.
|___|  a.  I placed the female condoms in my vagina as instructed. / Amakhondomu abesifazane ngawafaka ngendlela engayalelwa ngayo enkomeni yami.
|___|  b.  My spouse/partner placed the female condoms in my vagina. / Umkhwenyana/umaqondana wami wawafaka amakhondomu abesifazane esithweni sami sangasese.
|___|  c.  My spouse/partner placed the female condom on his penis. / Umkhwenyana/umaqondana wami wayifaka esithweni sakhe sangasese ikhondomu yabesifazane. 
|___|  d.  I placed the female condom on my spouse/partner’s penis. / Ikhondomu yabesifazane ngayifaka esithweni sangasese somkhwenyana/umaqondana wami.
|___|  e.  Other, explain / Okunye, uchaza: _____________________________________________________
                 _________________________________________________________________________________


	11. How easy was it to insert these study female condoms? READ ALL OPTIONS / Kwakulula kangakanani ukufaka lamakhondomu abesifazane ocwaningo? FUNDA KONKE OKUKHETHWA KUKONA
1 =  Very difficult / Kwakunzima  kakhulu
2 =  Difficult, but improved with practice / Kwakunzima kepha kwaba ngcono ngokuzejwayeza
3 =  Easy / Kwakulula
4 =  Very easy / Kwakulula  kakhulu

	


|____|

	12. Did ease of insertion improve with practice? / Ngabe ukukhululeka ukuyifaka kwabangcono ngokuzejwayeza?
0= NO / CHA
1=  YES / YEBO
2=  Unsure / Anginasiqiniseko
3= Always easy/very easy / Kuhlala kulula/Kulula kakhulu
	
|____|

	13. At any time during sex did any of the female condoms slip some or all of the way out of the vagina or move in and out on the partners’ penis? (check condom log for slippage option “e” for any of the condoms used, this Q is additionally probing for any slippage during sex) / Ngabe ngaso nasiphi isikhathi ngesikhathi nenza ucansi enye yamakhondomu abesifazane yaphuma ingxenye noma yaphumela ngaphandle kwenkomo yonke noma yangena futhi yaphinde yaphuma esithweni sangasese sikamaqondana? (Bheka ilogi yokuphuma kwamakhondomu ngokukhetha   u“e” nganoma iyiphi ikhondomu esetshenzisiwe, lo,Q uyenezezela ukubuzisisa ngokuphuma kwayo ngesikhathi socansi. 
0 =NO / CHA
1 =YES / YEBO 
2 = Unsure / Anginasiqiniseko
	 


|____|

If 0 go to Q 15

	14. For each condom which slipped some or all of the way out of the vagina or moved in and out on the partners penis please can you give us more detail about what happened? / Ngekhondomu ngayinye ephumile ingxenye noma yonke indlela yaphumela ngaphandle kwesitho sangasese noma yangena futhi yaphuma esithweni sangasese sikamaqondana ungasisiza usinike imininingwane eyongezelelwe  mayelana nokuthi kwenzakalani?

Mark |X |all that apply.
	Condom use  number / Inombolo yokusetshensiswa kwamakhondomu
	1
	2
	3
	4
	5

	
The condom  slipped  partially but not completely out of my vagina during sex (explain below) / Ikhondomu yaphuma ingxenye kepha yangaphumela ngaphandle ngokuphelele enkomeni yami ngesikhathi socansi (chaza ngezansi) 

	
	
	
	
	

	
The condom slipped out of my vagina completely during sex (explain below) / Ikhondomu  yaphumela ngaphandle kwesitho sami sangasese ngokuphelele ngesikhathi socansi (chaza ngezansi) 

	
	
	
	
	

	
The condom seemed to be moving in and out on my partners penis during sex (explain below) / Ikhondomu yabukeka ingena futhi iphuma epipini likaphathina wami ngesikhathi socansi (chaza ngezansi) 

	
	
	
	
	

	
The condom slipped out on my partner’s penis after he withdrew after sex. / Ikhondomu yaphumela  ngaphandle kwesitho sangasese sikamaqondana  wami ngemuva kokuhoxa ngemuva kokwenza ucansi. 


	
	
	
	
	

	Action taken after slippage. / Isinyathelo esathathwa ngemuva kokuphuma kwayo.
1 = I reinserted/repositioned it / Ngayifaka futhi/ngayihlalisa ngendlela
2 = Condom that slipped was  discarded and we used a new FC / Ikhondomu eyaphuma yalahlwa futhi sasebenzisa ikhondomu entsha yabesifazane 
3 = Condom that slipped was discarded and sex continued without a new condom / Ikhondomu eyaphuma yalahlwa futhi ucansi lwaqhubeka ngaphandle kwekhondomu entsha 
4 = Other (explain below) / Okunye (chaza ngezansi)
	
	
	
	
	



Use this space below to describe the event in more detail if required, noting which condom use the event is referring too. / Sebenzisa isikhala ngezansi ukuchaza isehlakalo ngeminingwane eyongezelelwe uma kudingeka, bhala ukuthi ukusetshenziswa kweyiphi ikhondomu isehlakalo esibhekise kuyona. 
_____________________________________________________________________________
                
 _____________________________________________________________________________

_____________________________________________________________________________

_____________________________________________________________________________
               
_____________________________________________________________________________


	15. For each female condom used can you describe the position of the outer ring before you removed it from the vagina after sex, compared to the position it was in when you inserted it? (Ask the woman to show the position on the pelvic model if unsure how to describe the position, if she mentions the condom slipped out in Q12, check again if the event happened during or after sex) / Kwikhondomu ngayinye yabesifazane esetshenzisiwe ungachaza indawo yangaphandle ye-ringi ngaphambi kokuyikhipha enkomeni ngemuva kocansi, uma uqhathanisa nendawo ebikade ikuyona ngesikhathi uyifakile? (Cela owesifazane ukukhombisa indawo kwi-(pelvic model) uma engenasiqiniseko sokuthi ikhonjiswa kanjani indawo, uma ekusho ukuthi ikhondomu yaphuma kuQ22, bheka futhi ukuthi isehlakalo senzeka ngesikhathi socansi noma ngemuva kocansi) 
Mark |X |all that apply. (Maka ngo X konke okungenayo.)
	Condom use Ukusethshenziswa kwekhondomu
	1
	2
	3
	4
	5

	
Outer ring outside the vagina, in the same place as when inserted and before sex / I-ringi langaphandle ngaphandle kwesitho sangasese, endaweni eyodwa njengesikhathi ifakwa futhi ngaphambi kocansi



	
	
	
	
	

	Outer ring outside the vagina but some of the condom had moved out further from vagina. / I-ringi langaphandle ngaphandle kwenkomo kepha ingxenye yekhondomu iphumele ngaphandle kude nesitho sangasese somuntu wesifazane.
	
	
	
	
	

	Outer ring outside the vagina but some of the condom had moved further into the vagina. / I-ringi langaphandle ngaphandle kwesitho sangasese somuntu wesifazane kepha ingxenye yekhondomu ingene ngaphakathi yajula esithweni sangasese.
	
	
	
	
	

	Not sure as my partner/spouse removed the female condom from my vagina. / Anginasiqiniseko nanjengoba uphathina wami / esihlekisana naye wayikhipha ikhondomu yabesifazane esithweni sami sangasese.
	
	
	
	
	

	The condom slipped out on my partner’s penis after he withdrew after sex. / Ikhondomu yaphumela ngaphandle kwesitho sangasese sikamaqondana  wami ngemuva kokuhoxa ngemuva kokwenza ucansi.
	
	
	
	
	

	Not sure/Cannot remember / Anginasiqiniseko/Angikwazi ukukhumbula
	
	
	
	
	




	16. Did you remove the study female condoms from your vagina in the same way each time you used this product? (Ngabe wawakhipha amakhondomu abesifazane ocwaningo ngendlela efanayo yini esithweni sakho sangasese ngaso sonke isikhathi usebenzise lomkhiqizo?
0 = NO (CHA)  
1 = YES (YEBO)

	
|____|

	17. How did you remove the study female condoms from your vagina? / Wawakhipha  kanjani esithweni sakho sangasese amakhondomu abesifazane ocwaningo?

Mark |X| all that apply. (Maka ngo X konke okungenayo.)
|___|  a.  My spouse/partner removed the female condom from my vagina. / Umkhwenyana/Umaqondana wami  wayikhipha ikhondomu yabesifazane esithweni sami sangasese.
|___|   b.  I twisted the open end (outer frame) and gently pulled the female condom out of my vagina as instructed. / Ngasonta  okusekugcineni okuvulekile (outer frame) futhi ngokucophelela ngadonsela ngaphandle kwesitho sami sangasese  ikhondomu yabesifazane   njengoba ngayalelwa
|___|   c.  I pulled the female condoms straight out of my vagina without twisting the condoms. / Ngavele nje ngawadonsela ngaphandle kwesitho sami sangasese amakhondomu abesifazane ngaphandle kokuwasonta amakhondomu.
|___|  d.  The female condoms came out of my vagina by themselves. / Amakhondomu abesifazane avele aziphumela wona ngaphandle kwesitho sami sangasese.
|___|  e. The female condom pulled out on my spouse/partner’s penis when he withdrew his penis from my vagina. / Ikhondomu yabesifazane yaziphumela yona esithweni sangasese sika mkhwenyana/maqondana wami ngenkathi ekhipha isitho sakhe sangasese, esithweni sami sangasese.
|___|  f.  Other, explain / Okunye, chaza: ______________________________________________
                        __________________________________________________________________________

	18. Were the written instructions for how to use this female condom easy to follow?  / Ngabe kwakulula ukulandela imiyalelo eyayibhaliwe yokuthi ungayisebenzisa kanjani lekhondomu yabesifazane?
0 = NO / CHA
1 = YES / YEBO
If NO, why? / Uma uthi CHA, kungani? _________________________________________

_________________________________________________________________________

	
|____|

	19. Please rate each feature of this female condom as follows: 
Write one number response in every box. READ ALL OPTIONS / 
Ngicela u kale  isakhiwo salekhondomu yabesifazane ngasodwana njengokulandelayo: 
Bhala Inombolo eyodwa eyimpendulo kuwowonke amabhokisi. FUNDA  KONKE OKUKHETHWA KUKONA 

1 =  Liked very much / Ngiyithandile  kakhulu
2 =  Liked somewhat / Ngiyithandile  nje
3 =  Neither liked or disliked / Phakathi  kokuyithanda  nokungayithandi
4 =  Disliked somewhat /  Angiyithandi  nje
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


	20. How did you like using this female condom? READ ALL OPTIONS / Wakuthanda kanjani ukusebenzisa lekhondomu yabesifazane?  FUNDA KONKE OKUKHETHWA KUKONA

1 = Liked very much / Ngiyithandile  kakhulu → Go to Q.  21
2 = Liked somewhat / Ngiyithandile  nje → Go to Q.  21
3 = Neither liked nor disliked / Phakathi  kokuyithanda  nokungayithandi
4 = Disliked somewhat / Angiyithandi  nje → Go to Q.  22
5 = Disliked very much / Angiyithandi  kakhulu →  Go to Q.  22
If Neither liked nor disliked, why? / Uma kuphakathi , kokuyithanda noma ukungayithandi, kungani? __________________________________________________________________
__________________________________________________________________________

	




   |____|

	21. Why did you like using this female condom? / Kungani wathanda ukusebenzisa lekhondomu yabesifazane? _________________________________________________________________
_____________________________________________________________________________


	22. Why did you dislike using this female condom? / Kungani ungathandanga ukusebenzisa lekhondomu yabesifazane? __________________________________________________________________
______________________________________________________________________________


	23. Was this female condom comfortable to use? / Ngabe wakuzwa ukusebenzisa ikhondomu yabesifazane kukukhulula?
                                                                                                                                                                       
0 = NO / CHA
1 = YES / YEBO
If NO, why / Uma uthi CHA, kungani? 

______________________________________________________________________

 ______________________________________________________________________
	



   |____|

	24. Would you use this female condom, if it were available at this clinic at no cost? / Ungayi   sebenzisa lekhondomu yabesifazane, uma kuwukuthi ibitholakala kulomtholampilo mahala?  
                                                                                                                                                                      
0 = NO / CHA
1 = YES / YEBO
If NO, why / Uma uthi CHA , kungani? ______________________________________________________________________

______________________________________________________________________

	
|____|

	25. If you had to pay for this female condom, how much would you be prepared to pay?
If she says she would not be prepared to pay write “0” and give the reason in below? / Uma bekumele uyikhokhele lekhondomu yabesifazane, ubungazimisela kangakanani ukukhokha? Uma ethi akazimisele ukukhokha bhala u”O” futhi unike izizathu ngezansi?

Rand ___________
Reason for  not paying/ Isizathu sokungakhokhi: _____________________________________________________


	
Thank you for your time and for answering our questions.
Siyabonga isikhathi sakho futhi nokuphendula imibuzo yethu.
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A Pilot Functional Performance Study of The Woman’s Condom2: 
An Adapted Design of The Woman’s Condom

Discontinuation Form (DISC)


15. Participant Number:	|___|___|___|
16. Date of Discontinuation:	|___|___| / |___|___| / |___|___|___|___| (dd/mm/yyyy)
17. Interviewer Number:	|___|___|
	18. 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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