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Background

* Adult HIV prevalence is 25% in Zimbabwe and 11-20% in South Africa
(UNAIDS, 2003; HSRC, 2004)

* The diaphragm (DA) is a female-controlled contraceptive which covers the
cervix

* DA is worn internally, and thus could be used without partner’s knowledge

» DA used with Replens @ lubricant gel is being evaluated as an HIV/STI
prevention method in the MIRA trial in Zimbabwe and South Africa

Study Objectives

Among women enrolled in the MIRA trial:

» Examine characteristics of women who did not disclose DA and gel use to
their main partner
» Assess attitudes towards discreet use of the DA and gel

Definitions:

Non-disclosure = woman did not tell her partner about use

Discreet use = self-reported use without partner’s knowledge
(woman did not tell him or he didn’t feel it)
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M RA Trial Summary

Ongoing randomized controlled trial to examine the effectiveness of the
latex diaphragm and a lubricant gel for HIV/STI prevention

* Powered to detect effectiveness (biological efficacy combined with
adherence) of 33%

e 5000 HIV negative, sexually-active, non-pregnant women will be random-
ized to receive condoms or condoms plus an All-Flex® diaphragm with
Replens?® gel

» All women receive risk reduction counseling, free male condoms and
diagnosis and treatment of curable STIs

*  Women are followed quarterly for 1-2 years

e Trial duration: September 2003 — September 2006

*Medical Research Council, Durban, RSA; °PHRU, University of Witwatersrand, Johannesburg, RSA

This research is funded by the Bill and Melinda Gates Foundation
ISSTDR Conference, Amsterdam, July 2005

Study Products

Ortho All Flex Diaphragm and
Replens® Lubricant Gel

Methods

Visit schedule
— Screening Visit: interviews and laboratory testing

— Enrolment Visit:
» Eligible HIV seronegative women were examined, fitted for a diaphragm,
and received an educational session on diaphragm and condom use
*  Women randomized to the intervention arm were given a diaphragm and
gel (and condoms) and asked to use them every time they have sex
— 3-month follow-up: interviews and laboratory testing

This preliminary analysis includes the first 716 women enrolled in the MIRA trial
from August 2003 - October 2004 who reported DA use at their 3-month visit

* Analyses were conducted overall and by country (Zimbabwe and South
Africa)

* The PHRU site in Soweto had just started enrolment at the time of this
analysis and was combined with the Durban site

Sample characteristics

MIRA Trlal Sltes
Y

1. UZ-UCSF, Harare, Zimbabwe
" (Epworth & Chitungwiza,
periurban communities)
target n=2500
8 2. PHRU, Soweto, South Africa
(urban area outside of
Johannesburg)
n=1100

3.  MRC, Durban, South Africa
4 (Umkomaas & Bothas Hill,
semi-rural communities)
n=1400

.« Total enrolled (May27, 2005): 4220
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Zimbabwe (n=502) South Africa (n=214) = Total (N=716)

% % %
Baseline variables

Age mean (range) 28.7 (18-70) 27.4 (18-49) 28.3 (18-70) *
Frequency of sex/month mean (range) 16.7 (4-112) 10.5 (4-48) 14.9 4-112 ik
Education mean (range) 9.3 (0-16) 10.5 (0-14) 9.6 (0-16) *

Married or has a regular partner 100 100 100
Employed in past year 80.2 33.8 67 ik
One or more children 97.8 87.5 94.8 bl
On hormonal contraception 70.4 52.6 65.1 ok
Ever used male condoms 92.8 82.6 89.7 ok

Ever used diaphragms <1 0 <1
Symptoms of RTI (#) 9.8 39.4 18.6 Fork
More than 1 lifetime partner 22.9 72.9 37.8 ok
Sex while partner intoxicated 39.8 25.5 35.5 b
Main partner has other partners ik

Yes (knows or suspects he is) 19.7 39.2 25.6

No 31.9 26.2 30.2

Don't know 48.4 34.6 44.3

Follow-up variable

Reported new partner at follow up 10.2 24.5 14.4 ok
(#) identified by clinician

Chisquare test p value: * <0.05; ** <0.01, *** <0.001

Disclosure of DA and gel use to
partner
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Told partner about DA and gel use in
past 3 months

Main reason for not disclosing to
partner:

Percent
10 20 30 40 50 60

Thought he'd dissaprove

He would insist on not using them
Itis none of his business
Didn't think he would care mNevertold (n=63)%

. O Sometimes told (n=140) %
He could feel the dia and gel

He doesn'twant to know
He wouldn't have sex
Don't know

Other

Characteristics associated w/
non-disclosure of DA and gel

Attitudes towards discreet use
by country and overall at
3-month follow-up

Zimbabwe (n=502) South Africa (n=214) Total (N=716)

% % %
How often did your regular partner know that you were using DA and gel? Fkk
ewverytime 81.8 58.4 74.8
sometimes 13.6 19.6 15.4
never 3.4 8.41 4.9
don't Know 1.2 135 4.9

How important is it to you that you could use DA and gel without your partner knowing?|***

not at all important 32.5 45.8 36.5
somewhat important 16.4 5.6 135
very important 51.1 48.6 50.3

Do you think that w omen w ho are not in a study could use the DA and gel w ithout their partner know ing? ***

yes 60.7 53.7 58.6
no 33.1 30.4 32.3
don't know 6.2 15.9 9.1

Chisquare pval *** <0.001

Conclusion

Our preliminary analyses suggest that:

» Discreet use of DA and gel is possible and perceived as important by a
majority of participants at 3 month of follow-up

* However, only a small minority had never told their partner about DA and
gel use

* Non-disclosure was associated with older age, and with having a partner not
perceived as monogamous

» Large differences between countries suggest the need to conduct stratified
analyses when the full sample is available

 If found effective, DA and gel could help women protect themselves without
their partner knowing about product use

use at 3-month

Never told partner
(N=63) 8.8%

Adjusted OR
(95%Cl)

follow-up

- - - Country b
(logistic regression) Zmbabwe  3.4%
South Africa 21.6%
Main partner has other partners *
Yes 12.5
No 4.6
Don't know 9.5
New partner at follow-up b
Yes 17.6
No 7.2

1.06 (1.02-1.1)

ref
9.56 (4.90-18.53)

1.67 (0.86-3.27)
ref

University of Zimbabwe,

School of Medicine .
Reproductive

Health

2.8 (1.1-7.1)
ref
3.6 (1.49-8.67)

University of California
San Francisco
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Chisquare pval *< 0.05; ** <0.01, *** <0.001

UNIT

AIDS Research Institute




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


