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Acidform Gel

• Acidform is a viscous, acidic (pH 3.5) gel with a high buffering capacitya

• Active ingredients

• L-lactic acid

• Citric acid

• Potassium bitartrate

• Additional excipients are alginic acid, xanthan gum, glycerin, and a 
preservative

• Hormone free

• Surfactant free 

• Acidform (trade name: Amphora®) gel completed a Phase III 
contraceptive efficacy trial (AMP001) when administered within 1 h of 
coitus

aGarg et al., Contraception, 64, 67-75 (2001)
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AMP-0011,2

Multicenter, open label, randomized, non-inferiority study 
of the contraceptive efficacy and safety of Amphora compared to 
Conceptrol®; conducted at 49 sites in the US and 13 sites in Russia

1. ClinicalTirals.gov. https://clinicaltrials.gov/ct/show/NCT01306331. Accessed September 2, 2016
2. Data on file, Evofem Biosciences; [Clinical Study Report AMP001, 2016]

Enrollment
• 3324 sexually active 

women (18-45 years)
• Not using any other form 

of contraception
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Completed

7 cycles

Amphora
N=788

Nonoxynol-9 (4%) 
N=758

Amphora
N = 341

Amphora
N=261

Completed

6-cycle extension (13 cycles total)

https://clinicaltrials.gov/ct/show/NCT01306331
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Clinical evaluation and market assessment of MPT products

Evofem Biosciences utilizes a three-tier evaluation process

Medical

• What conditions/infections plague patients?

• Do current treatment options not meet patient 
needs?

• Is new technology safe and reliable?

• What are risks vs. benefits?

Clinical

• Is there a clear research question?

• Will study design answer the research question?

• Can we meet primary endpoints?

• How will safety and efficacy be monitored?

• How will trial be registered and published?

Commercial
• Is there consumer demand?

• Will payers cover?

• Will providers be interested in technology and prescribe it over 
other options?

• Is there a substantial market and can we gain share?

All medical, clinical and commercial considerations must 
be addressed before we proceed with a technology 
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Integrating consumer data into MPT product design

Consumer needs must be considered when designing an MPT product, however, 
just as important, design needs to consider payer and HCP motivations: 

Design with pharmacoeconomics in mind;

Engage with payers to understand reimbursement landscape, drug codes and competitor products;

Understand ever-changing reimbursement environment and how it affects the provider/patient 
relationship.

HCPs need clear understanding of user population, drug delivery method, dosing, safety, efficacy 
and side affects;

Comparator products must be considered─how HCPs can best address differences, pros vs. cons 
and risk vs. benefit.

Consider human factors (behavior, abilities and limitations);

Safety, efficacy and adherence;

Consumer experience─packaging, appearance, labeling, IFU, marketing, etc.

Payers

HCPs

End-User
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Impact modeling demonstrates the addition of the STI indication roughly 
doubles the rate at which HCPs would recommend Product X to patients 
on Rx birth control

Source: Evofem Biosciences Market Research Dec. 2015; n = 152

C10/C18/C28. Assuming Product X was available, please indicate how often you would take each of 
the following approaches recommend the product for the given patient types when the patient asks 
to discuss Product X. 
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Side effects profile: Product X’s on-demand application and lack of 
hormones was particularly appealing to many contraception users

Source: Evofem Biosciences Market Research Dec. 2015; n = 287

E1. Based on this description, please rate how compelling you find each of the following aspects of Product X
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The risk of side effects was comparable to women taking a
placebo gel

Is used on demand

Is also approved as a sexual lubricant

Comes in easy to use pre-filled applicators

Can be used anywhere from an hour before intercourse to
just moments prior to intercourse

Is odorless

Does not change the risk of stroke or blood clot

Is hormone-free

Average Rating

OTC User Non-LARC Rx User LARC User

Most Compelling Aspects of Product X
(1 to 10 rating, 1 = “Not at all compelling”, 10 = “Extremely Compelling”)
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STI Prevention

•Create new indications for Acidform gel to create MPTs
–Prevention of recurrence of bacterial vaginosis (BV)

–Potential MPT products

• Prevention of acquisition of urogenital N. gonorrhea (GC)/Chlamydia (CT) and 
prevention of unintended pregnancy

• Prevention of vaginal transmission of human papillomavirus (HPV) and prevention 
of unintended pregnancy

• Prevention of acquisition of HSV-2 and prevention of unintended pregnancy
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BV Prevention of Recurrence

Phase 1 – Antimicrobial effects

Acidform had bactericidal activity and decreased concentrations of G. vaginalis in a Phase 1 
study in healthy women1

Phase 1 Ongoing– Dosing frequency (EVO-002)2

Objective: to determine the duration of the pH lowering effect of Acidform to determine 
dosing frequency for a Phase II efficacy trial

Start date: August 2016 Duration: 3 months

Study population: women prone to bacterial vaginosis with relatively high (>5.0) vaginal pH 

Intervention: single dose of Acidform (3.0 mL, 4.0 mL, 5.0 mL), HEC placebo gel, no treatment

Measurable outcomes: vaginal pH during the first 24 h after administration,
then once daily measurements out to 7 days and vaginal microbiome

Phase 2 (Planned) 2017

Initiated once the duration of pH lowering effect of Acidform is established

Acidform or placebo will be administered up to 16 weeks following treatment with 

antibiotics

1. Keller MJ, et al. PLoS One. 2012;7:e46901.
2. https://clinicaltrials.gov/ct2/show/NCT02693418. Accessed 6 September 2016

https://clinicaltrials.gov/ct2/show/NCT02693418
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BV Prevention of Recurrence – Vaginal Microbiome1

Phase 1 Ongoing– Dosing frequency (EVO-002)

Objective: to determine the duration of the pH lowering effect of Acidform to determine 
dosing frequency for a Phase II efficacy trial

Start date: August 2016 Duration: 3 months

Study population: women prone to bacterial vaginosis with relatively high (>5.0) vaginal pH 

Intervention: single dose of Acidform (3.0 mL, 4.0 mL, 5.0 mL), placebo gel, no treatment

Measurable outcomes: vaginal pH during the first 24 h after administration,
then once daily measurements out to 7 days and vaginal microbiome

1. Ravel et al., Microbiome 2013, 1:29
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Gonorrhea is a curable STI

• Gonorrhea is a common STI caused by infection 
with Neisseria gonorrheae1

• Estimated 78 million new cases of 
gonorrhea worldwide each year2

–19 cases per 1000 women

–24 cases per 1000 men

STI, sexually transmitted infection
1.  Centre for Disease Control and Prevention. Gonorrhea Fact Sheet. Updated 17 November 2015. Available 
from: http://www.cdc.gov/std/gonorrhea/stdfact-gonorrhea-detailed.htm [Accessed March 2016].
2.  Newman L, et al  PLoS One. 2015;10:e0143304.
Image source: © fotoliaxrender/fotolia.com
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Gonorrhea is a curable STI: challenges with emerging multi-
drug resistance

• Most women are asymptomatic1

• Untreated gonorrhea can have serious health 
consequences1

• Pelvic inflammatory disease
• Tubal factor infertility
• Ectopic pregnancy
• Chronic pelvic/abdominal pain
• Severe neonatal eye infections
• Increased risk of HIV 

acquisition/transmission
• Gonorrhea can be cured BUT…1

• Successful treatment is becoming more difficult 
due to antimicrobial resistance1

Dual antibiotic therapy is recommended to treat gonorrhea:2

• Cephalosporin PLUS Azithromycin

1.  Centre for Disease Control and Prevention. Gonorrhea Fact Sheet. Updated 17 November 2015. Available from: 
http://www.cdc.gov/std/gonorrhea/stdfact-gonorrhea-detailed.htm [Accessed March 2016].
2.  Centre for Disease Control and Prevention. 2015 Sexually transmitted diseases treatment guidelines. Gonorrhea. 
http://www.cdc.gov/std/tg2015/gonorrhea.htm[Accessed March 2016].
Image source: © Dessie/fotolia.com
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Preclinical data N. gonorrhea

1.  Spencer et al., J.  Infect. Dis., 189, 410-419 (2004).

In vitro activity of various test articles and control agents 
against 7 strains of Neisseria gonorrhea1

Test Agent

No. of N. gonorrhea strains inhibited/total no. of strains 
tested

Dilution of formulated agent

10% 5% 2.5% 1.25% 0.625%

PRO2000 6/7 4/7 2/7 0/7 0/7

CAP gela 6/7 4/7 2/7 0/7 0/7

Cellulose Sulfate 1/7 1/7 1/7 0/7 0/7

BufferGel 7/7 3/7 0/7 0/7 0/7

CarraGuard 0/7 0/7 0/7 0/7 0/7

T-PSSb (5%) 6/7 5/7 3/7 2/7 1/7

Carbopol 1382 0/7 0/7 0/7 0/7 0/7

Methylcellulose 0/7 0/7 0/7 0/7 0/7

Acidform 7/7 7/7 7/7 6/7 6/7
aCAP = cellulose acetate phthalate
bT-PSS  = polysodium 4-styrene sulfonate
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Preclinical data N. gonorrhea

1.  Spencer et al., J.  Infect. Dis., 189, 410-419 (2004).

Anti-gonorrhea activity in a mouse model1

aCAP = cellulose acetate phthalate
bT-PSS  = polysodium 4-styrene sulfonate

Test Agent

No. of mice cultured positive for N. 
gonorrhea/total no. of mice

Test Agent No Treatment

PRO2000 0/17 11/12

CAP gela 0/7 13/15

Cellulose Sulfate 2/11 8/10

BufferGel 10/23 14/14

CarraGuard 3/20 13/17

T-PSSb (5%) 0/17 11/12

Carbopol 1382 10/23 14/14

Methylcellulose 16/20 13/17

Acidform 1/17 13/15
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Clinical relationship between GC infection and vaginal pH

•A small study (61 women) with known exposure to GC 
(women presented a male partner GC identification card) 
upon entering the clinic measured a number of potential 
risk factors1

•Of all risk factors, vaginal pH was significantly related to GC 
infection (as was cervical discharge)

•Using a logistic regression of possible predictive factors after 
adjusting for race and age, a vaginal pH above or equal to 
5.0 was associated with an odds ratio of 4.6 for GC positivity 
when compared to a vaginal pH of <5.0 (p value 0.029 and 
CI 1.17 - 18.0)

1.  S. E. McLaughlin, J. Zenilman, K. G. Ghanem, J. McLeod Griffis, 20th International Pathogenic 
Neisseria Conference, 4-9 September 2016, Manchester, UK. Poster #33.
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Clinical relationship between GC infection and vaginal pH1

aFisher’s Exact Test

1.  S. E. McLaughlin, J. Zenilman, K. G. Ghanem, J. McLeod Griffis, 20th International Pathogenic Neisseria 

Conference, 4-9 September 2016, Manchester, UK. Poster #33.

Vaginal pH Close to Exposure and Risk of Infection

Interval between 
exposure and 
measurement

N pH ≥ 5 pH < 5 P

n Infected n Infected

Within 5 days 17 9 8 3 0.009a

Within 6 days 21 11 9 4 0.048
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Clinical relationship between GC infection and vaginal pH1

1.  S. E. McLaughlin, J. Zenilman, K. G. Ghanem, J. McLeod Griffis, 20th International Pathogenic Neisseria 

Conference, 4-9 September, 2016, Manchester, UK. Poster #33.
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Chlamydia is a common curable STI

• Chlamydia is a common STI caused by infection 
with Chlamydia trachomatis1

• Estimated 131 million new cases of Chlamydia
worldwide each year2

–38 cases per 1000 women

–33 cases per 1000 men

Chlamydia trachomatis
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1.  Centre for Disease Control and Prevention. Chlamydia Fact Sheet. Updated 17 November 2015. Available from: 
http://www.cdc.gov/std/chlamydia/stdfact-chlamydia-detailed.htm [Accessed March 2016].
2.  Newman L, et al  PLoS One. 2015;10:e0143304.
Image source: © fotoliaxrender/fotolia.com
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Untreated Chlamydia can have serious health consequences

1.  Centre for Disease Control and Prevention. Chlamydia Fact Sheet. Updated 17 November 2015. Available from: 
http://www.cdc.gov/std/chlamydia/stdfact-chlamydia-detailed.htm [Accessed March 2016].
2.  Centre for Disease Control and Prevention. 2015 Sexually transmitted diseases treatment guidelines. Chlamydia. 
http://www.cdc.gov/std/tg2015/chlamydia.htm [Accessed March 2016].
Image source: © plprod/fotolia.com

•Most infections are asymptomatic so remain unreported and 
untreated1

•Untreated Chlamydia can have serious health consequences1

–Pelvic inflammatory disease

–Tubal factor infertility

–Ectopic pregnancy

–Chronic pelvic pain

–Increased risk of HIV acquisition/transmission

•Chlamydia can be easily cured with antibiotics BUT…1

•Repeat infection is common, particularly if both partners are not 
adequately treated1

Recommended antibiotics to treat chlamydia:2

• Azithromycin • Doxycycline • erythromycin • Levofloxacin • Ofloxacin
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Anti-Chlamydia activity in a mouse model1

1. Study details found in US Patent 6,706,276, 16 March 2004.
2. Cooper et al., Gen. Microbiol., 136: 1109-1115 (1990).

Animals administered 15 µL of test article prior to challenge (15 µL of 
a suspension of 4.0 log10 IFU of C. trachomatis MoPo)1,2

Treatment
Lower Genital Tract
Protected/inoculateda

Upper Genital Tract
Protected/inoculated

PBS 2/29 (7%) 4/29 (14%)

Gynol II 6/16 (38%)b 6/16 (38%)

K-Y Plus 0/16 (0%) 1/16 (6%)

Advantage-S 3/16 (19%) 3/16 (19%)

Conceptrol 0/16 (0%) 0/16 (0%)

Acidform 13/16 (81%)c 8/8 (100%)d

aAnimals defined as infected if C. trachomatis was isolated by culture from samples collected on 
day 3 or day 6 
post-challenge
bp < 0.05 vs. PBS
cp < 0.001 vs. PBS
dp < 0.01 vs. PBS
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Clinical investigation of Acidform in the prevention of 
gonorrhea and chlamydia

* Same dosing regimen as phase III clinical trial of Amphora to prevent pregnancy (AMP001)
1. Data on file, Evofem; [pre-IND briefing document].

Administration within 1 hour of coitus* in 
addition to use of a condom 

(40 weeks) 

Phase IIb (Planned) – Prevention of gonorrhea and chlamydia (EVO-003)1

• Objective: to determine if Acidform gel reduces the risk of acquisition of urogenital 
Neisseria gonorrhea and Chlamydia trachomatis infection compared with placebo

Acidform gel prefilled 5 ml applicators

HEC universal placebo gel

~600 women
N. gonorrhea or C. 
trachomatis
infection within the 
previous 4 months, 
but negative for 
current infection

Follow-up
(4 weeks)

• Start date: H2 2017 

• Completion: within 2 years

• Study sites: up to six STI clinics 

• Follow-up: over 40 weeks with a follow up visit 4 weeks 
after intervention

• Measurable outcomes: incident infection of N. 
gonorrhea and C. trachomatis
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Other potential MPT products

•HPV

–Recently collected data with a modified form of Acidform significantly 
reduced transmission of HPV 16 PsV in a mouse model compared to 
placebo gel

•HSV-2

–Preclinical data support its potential use in preventing sexual 
transmission of HSV-2
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Thank You!


