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Clinical Development Plan

◆ Safety Studies:Safety Studies:Safety Studies:Safety Studies:

4FemaleFemaleFemaleFemale

iInitial TrialInitial TrialInitial TrialInitial Trial

iExpanded Safety TrialsExpanded Safety TrialsExpanded Safety TrialsExpanded Safety Trials

4MaleMaleMaleMale

iInitial Trial Initial Trial Initial Trial Initial Trial 〈〈〈〈

iHIV-positive populationHIV-positive populationHIV-positive populationHIV-positive population

◆ Effectiveness Studies:Effectiveness Studies:Effectiveness Studies:Effectiveness Studies:

4HIV preventionHIV preventionHIV preventionHIV prevention

4ContraceptionContraceptionContraceptionContraception



Products in Clinical TrialsProducts in Clinical TrialsProducts in Clinical TrialsProducts in Clinical Trials

Sulfated/sulfonated polymersSulfated/sulfonated polymersSulfated/sulfonated polymersSulfated/sulfonated polymers
4 Cellulose sulfateCellulose sulfateCellulose sulfateCellulose sulfate
4 Polystyrene sulfonatePolystyrene sulfonatePolystyrene sulfonatePolystyrene sulfonate
4 Pro2000Pro2000Pro2000Pro2000

pH buffering agentspH buffering agentspH buffering agentspH buffering agents
4 BufferGelBufferGelBufferGelBufferGel
4 ACIDFORMACIDFORMACIDFORMACIDFORM

SurfactantsSurfactantsSurfactantsSurfactants
4 C31GC31GC31GC31G



Male Tolerance Studies – Basic Design

◆ Randomized, blinded, comparativeRandomized, blinded, comparativeRandomized, blinded, comparativeRandomized, blinded, comparative

◆ PopulationPopulationPopulationPopulation

4Normal, healthy malesNormal, healthy malesNormal, healthy malesNormal, healthy males

4Circumcised & uncircumcised men in 1:1 ratioCircumcised & uncircumcised men in 1:1 ratioCircumcised & uncircumcised men in 1:1 ratioCircumcised & uncircumcised men in 1:1 ratio

◆ Product exposureProduct exposureProduct exposureProduct exposure

42:1 ratio of test product to control2:1 ratio of test product to control2:1 ratio of test product to control2:1 ratio of test product to control

4Daily application for 7 consecutive daysDaily application for 7 consecutive daysDaily application for 7 consecutive daysDaily application for 7 consecutive days

42-3 ml of product left on for 6-10 hours2-3 ml of product left on for 6-10 hours2-3 ml of product left on for 6-10 hours2-3 ml of product left on for 6-10 hours



Male Tolerance Studies – Basic Design

◆ ObjectivesObjectivesObjectivesObjectives

4SafetySafetySafetySafety

4AcceptabilityAcceptabilityAcceptabilityAcceptability

◆ Study visitsStudy visitsStudy visitsStudy visits

4ScreeningScreeningScreeningScreening

4EnrollmentEnrollmentEnrollmentEnrollment

4Final visitFinal visitFinal visitFinal visit

4Unscheduled (as needed)Unscheduled (as needed)Unscheduled (as needed)Unscheduled (as needed)



CS Male Tolerance StudyCS Male Tolerance StudyCS Male Tolerance StudyCS Male Tolerance Study

363636361818181818181818TotalTotalTotalTotal

12121212 6 6 6 6 6 6 6 6ConceptrolConceptrolConceptrolConceptrol®®®® - 2.5 ml - 2.5 ml - 2.5 ml - 2.5 ml

242424241212121212121212CS - 2.5 mlCS - 2.5 mlCS - 2.5 mlCS - 2.5 ml

TotalTotalTotalTotalNumber ofNumber ofNumber ofNumber of
uncircumcised menuncircumcised menuncircumcised menuncircumcised men

Number ofNumber ofNumber ofNumber of
circumcisedcircumcisedcircumcisedcircumcised
menmenmenmen

Treatment groupTreatment groupTreatment groupTreatment group



CS Male Tolerance Study -CS Male Tolerance Study -CS Male Tolerance Study -CS Male Tolerance Study -
ResultsResultsResultsResults

NoNoNoNo1 min1 min1 min1 min1111ststststTinglingTinglingTinglingTingling

NoNoNoNo2 days2 days2 days2 days
12 hrs12 hrs12 hrs12 hrs
unknownunknownunknownunknown

2222ndndndnd

4444thththth

7777thththth

RashRashRashRash
RednessRednessRednessRedness
PustulesPustulesPustulesPustules

YesYesYesYes7 days7 days7 days7 days1111ststststDry skinDry skinDry skinDry skinConceptrolConceptrolConceptrolConceptrol
(n=12)(n=12)(n=12)(n=12)

NoNoNoNo1 min1 min1 min1 min
1 min1 min1 min1 min

1111stststst

3333rdrdrdrd

Tingling/stingingTingling/stingingTingling/stingingTingling/stinging
StingingStingingStingingStinging

CSCSCSCS
(n=24)(n=24)(n=24)(n=24)

CircumcisionCircumcisionCircumcisionCircumcision
statusstatusstatusstatus

DurationDurationDurationDuration
AfterAfterAfterAfter
which usewhich usewhich usewhich useSymptom/signSymptom/signSymptom/signSymptom/signTreatmentTreatmentTreatmentTreatment

groupgroupgroupgroup



PRO 2000 –PRO 2000 –PRO 2000 –PRO 2000 –
Male Tolerance Study ResultsMale Tolerance Study ResultsMale Tolerance Study ResultsMale Tolerance Study Results

22222 (16.7%)2 (16.7%)2 (16.7%)2 (16.7%)151515154 (16.7%)4 (16.7%)4 (16.7%)4 (16.7%)Total excludingTotal excludingTotal excludingTotal excluding
chapping/drynesschapping/drynesschapping/drynesschapping/dryness

33333 (25%)3 (25%)3 (25%)3 (25%)272727278 (33.3%)8 (33.3%)8 (33.3%)8 (33.3%)TotalTotalTotalTotal

11111 (8.3%)1 (8.3%)1 (8.3%)1 (8.3%)33331 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)Laceration/abrasion andLaceration/abrasion andLaceration/abrasion andLaceration/abrasion and
complications thereofcomplications thereofcomplications thereofcomplications thereof

11111 (8.3%)1 (8.3%)1 (8.3%)1 (8.3%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)Irritation, burningIrritation, burningIrritation, burningIrritation, burning

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)88882 (8.3%)2 (8.3%)2 (8.3%)2 (8.3%)TinglingTinglingTinglingTingling

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)33332 (8.3%)2 (8.3%)2 (8.3%)2 (8.3%)ItchingItchingItchingItching

11111 (8.3%)1 (8.3%)1 (8.3%)1 (8.3%)121212124 (16.7%)4 (16.7%)4 (16.7%)4 (16.7%)Chapping, drynessChapping, drynessChapping, drynessChapping, dryness

N=12N=12N=12N=12N=24N=24N=24N=24

# of reports# of reports# of reports# of reports#  (% of#  (% of#  (% of#  (% of
men)men)men)men)

# of# of# of# of
reportsreportsreportsreports

# (% of# (% of# (% of# (% of
men)men)men)men)

PlaceboPlaceboPlaceboPlaceboPRO 2000PRO 2000PRO 2000PRO 2000Adverse eventAdverse eventAdverse eventAdverse event



BufferGel - Male ToleranceBufferGel - Male ToleranceBufferGel - Male ToleranceBufferGel - Male Tolerance
Study ResultsStudy ResultsStudy ResultsStudy Results

22222 (16.7%)2 (16.7%)2 (16.7%)2 (16.7%)66663 (12.5%)3 (12.5%)3 (12.5%)3 (12.5%)TotalTotalTotalTotal

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)DiscolorationDiscolorationDiscolorationDiscoloration

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)Burning/stingingBurning/stingingBurning/stingingBurning/stinging

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)TinglingTinglingTinglingTingling

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)ErythemaErythemaErythemaErythema

00000 (0.0%)0 (0.0%)0 (0.0%)0 (0.0%)11111 (4.2%)1 (4.2%)1 (4.2%)1 (4.2%)RashRashRashRash

22222 (16.7%)2 (16.7%)2 (16.7%)2 (16.7%)11111 (4.25%)1 (4.25%)1 (4.25%)1 (4.25%)ItchingItchingItchingItching

N=12N=12N=12N=12N=24N=24N=24N=24

# of# of# of# of
reportsreportsreportsreports

# (% of men)# (% of men)# (% of men)# (% of men)# of# of# of# of
reportsreportsreportsreports

# (% of men)# (% of men)# (% of men)# (% of men)

K-YK-YK-YK-Y® ® ® ® JellyJellyJellyJellyBufferGelBufferGelBufferGelBufferGelAdverse eventAdverse eventAdverse eventAdverse event



Acceptability ResultsAcceptability ResultsAcceptability ResultsAcceptability Results

◆ CS: 95% would not object to their partner using CS CS: 95% would not object to their partner using CS CS: 95% would not object to their partner using CS CS: 95% would not object to their partner using CS vsvsvsvs
83% for 83% for 83% for 83% for ConceptrolConceptrolConceptrolConceptrol®; 70% would not  detect use by®; 70% would not  detect use by®; 70% would not  detect use by®; 70% would not  detect use by
partnerpartnerpartnerpartner

◆ PRO 2000: 88% would not object to partner’s use ofPRO 2000: 88% would not object to partner’s use ofPRO 2000: 88% would not object to partner’s use ofPRO 2000: 88% would not object to partner’s use of
products (placebo control); 66% would not detect useproducts (placebo control); 66% would not detect useproducts (placebo control); 66% would not detect useproducts (placebo control); 66% would not detect use

◆ BufferGel: 90% would not object to partner’s use ofBufferGel: 90% would not object to partner’s use ofBufferGel: 90% would not object to partner’s use ofBufferGel: 90% would not object to partner’s use of
products (K-Y® control product); 60% would not detectproducts (K-Y® control product); 60% would not detectproducts (K-Y® control product); 60% would not detectproducts (K-Y® control product); 60% would not detect
use by partneruse by partneruse by partneruse by partner



C31G - Male Tolerance StudyC31G - Male Tolerance StudyC31G - Male Tolerance StudyC31G - Male Tolerance Study

◆ Test group: 1.0% C31GTest group: 1.0% C31GTest group: 1.0% C31GTest group: 1.0% C31G

◆ Control group: Extra-Strength Gynol II (3% N-9)Control group: Extra-Strength Gynol II (3% N-9)Control group: Extra-Strength Gynol II (3% N-9)Control group: Extra-Strength Gynol II (3% N-9)

◆ 32 of 36 enrolled32 of 36 enrolled32 of 36 enrolled32 of 36 enrolled

◆ 21 completed21 completed21 completed21 completed

◆ Some reports of gel drying the skin and increasingSome reports of gel drying the skin and increasingSome reports of gel drying the skin and increasingSome reports of gel drying the skin and increasing
penile sensitivitypenile sensitivitypenile sensitivitypenile sensitivity

◆ One report of delayed irritation possibly related toOne report of delayed irritation possibly related toOne report of delayed irritation possibly related toOne report of delayed irritation possibly related to
product useproduct useproduct useproduct use



CONCLUSIONSCONCLUSIONSCONCLUSIONSCONCLUSIONS

◆ Very few differences in group characteristics otherVery few differences in group characteristics otherVery few differences in group characteristics otherVery few differences in group characteristics other
than circumcision status and racethan circumcision status and racethan circumcision status and racethan circumcision status and race

4More non-Caucasian men in uncircumcised groupsMore non-Caucasian men in uncircumcised groupsMore non-Caucasian men in uncircumcised groupsMore non-Caucasian men in uncircumcised groups

◆ All products were well tolerated as tested: similar typesAll products were well tolerated as tested: similar typesAll products were well tolerated as tested: similar typesAll products were well tolerated as tested: similar types
of of of of AEs AEs AEs AEs reported for all productsreported for all productsreported for all productsreported for all products

◆ Trapping of gel under the foreskin may prolongTrapping of gel under the foreskin may prolongTrapping of gel under the foreskin may prolongTrapping of gel under the foreskin may prolong
contact with the product but no differences werecontact with the product but no differences werecontact with the product but no differences werecontact with the product but no differences were
noted in reported noted in reported noted in reported noted in reported AEs AEs AEs AEs based on circumcision statusbased on circumcision statusbased on circumcision statusbased on circumcision status

◆ No elevated levels of LE were reportedNo elevated levels of LE were reportedNo elevated levels of LE were reportedNo elevated levels of LE were reported


