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Pharmacology/Usage:  In vitro studies demonstrated that a pH lowering effect and sperm motility reduction 
contributed to the activity of Phexxi® in the vagina. Pharmacokinetic studies have not been performed.  

Indication:  For the prevention of pregnancy in females of reproductive potential for use as an on-demand method 
of contraception. Phexxi® is not effective for the prevention of pregnancy when administered after intercourse.     

There is no pregnancy category for this medication; however, the risk summary indicates that there is no use for 
Phexxi® in pregnancy; thus, discontinue Phexxi® during pregnancy. There are no data with use in pregnant women 
or animals. The safety and efficacy of use have been established in females of reproductive potential. Efficacy is 
expected to be the same for post-menarche females under the age of 17 as for users 17 years and older. The use 
before menarche is not indicated.   

Dosage Form:  Vaginal Gel: 18mg of lactic acid, 10mg of citric acid, and 4mg of potassium bitartrate in each gram 
(1.8%, 1%, and 0.4%, respectively) supplied in a pre-filled single-dose (5gm) vaginal applicator. Five grams of Phexxi® 
contains 90mg of lactic acid, 50mg of citric acid, and 20mg of potassium bitartrate.  There are 12 units in a box. 

Recommended Dosage:   Administer one pre-filled applicator (5gm) vaginally immediately before or up to one hour 
before each act of vaginal intercourse. If more than one act of vaginal intercourse occurs within one hour, an 
additional dose must be applied. Phexxi® may be used during any part of the menstrual cycle. In addition, Phexxi® 
may be used as soon as it is safe to resume vaginal intercourse after childbirth, abortion, or miscarriage. 

Phexxi® may be used concomitantly with hormonal contraceptives; latex, polyurethane, and polyisoprene condoms; 
and vaginal diaphragms. Avoid Phexxi® use with vaginal rings. 

Drug Interactions:  No drug interaction studies were performed; however, in vitro studies with commonly used 
vaginal preparations (miconazole, metronidazole, tioconazole, and a product for maintaining normal vaginal pH) 
demonstrated no significant effect on the pH or buffering capacity of Phexxi®. Phexxi® may be used concomitantly 
with these other products for vaginal infection. 

Box Warning:  There is no box warning listed with this product. 

Common Adverse Drug Reactions:  Listed % incidence for adverse drug reactions= reported % incidence for drug 
(Phexxi®). Please note that there was no placebo data to compare with in the prescribing information. The most 
frequently reported adverse events in subjects who used Phexxi® to prevent pregnancy (studies 1 and 2, US 
population only) included vulvovaginal burning sensation (18%), vulvovaginal pruritus (14.5%), vulvovaginal mycotic 
infection (9.1%), urinary tract infection (9%), vulvovaginal discomfort (9%), bacterial vaginosis (8.4%), vaginal 
discharge (5.5%), genital discomfort (4.1%), dysuria (3.1%), and vulvovaginal pain (2.1%).  
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Among male partners of subjects who used Phexxi® for contraception in study 2, 9.8% (N=131/1330) reported 
symptoms of local discomfort (burning, itching, pain, and ‘other’). Of these local discomfort symptoms, 74.7% were 
mild, 21.4% were moderate, and 3.9% were severe. Two subjects discontinued participation in the study due to male 
partner symptoms.  

Among 2804 subjects who received Phexxi® in 2 studies, 0.36% (N=10) reported adverse reactions of cystitis, 
pyelonephritis, or another upper urinary tract infection (UTI). Of these, one case of pyelonephritis was considered 
serious and required hospitalization. Avoid use of Phexxi® in females of reproductive potential with a history of 
recurrent urinary tract infection or urinary tract abnormalities. 

Systemic exposures of lactic acid, citric acid, and potassium bitartrate, all ingredients of the product, following 
vaginal administration of Phexxi® are not expected to lead to safety concerns. 

Contraindications:  There are no contraindications listed with this product. 

Manufacturer:  Evofem, Inc 

Analysis:   The efficacy of Phexxi® for the prevention of pregnancy was assessed in a multicenter, open-label, single-
arm study in the United States. The study enrolled females of reproductive potential aged 18 to 35 years with regular 
menstrual cycles (21 to 35 days), with the median age of the included females being 27.8 years. Most included in 
the study were white (70.6%) or Black/African American (23.7%). Subjects agreed to engage in at least 3 acts of 
heterosexual, vaginal intercourse per cycle. Subjects self-administered a 5gm dose of Phexxi® intravaginally up to 
one hour before each episode of intercourse for up to 7 cycles. 

The primary efficacy endpoint was the 7-cycle typical use cumulative pregnancy rate as derived by Kaplan-Meier 
life-table analysis. There were a total of 101 on-treatment pregnancies that occurred in 1183 subjects contributing 
4769 evaluable natural cycles. The 7-cycle cumulative pregnancy rate was 13.7%, excluding cycles with back-up 
contraception, cycles ˂ 21 days or >35 days in length and cycles in which no intercourse was reported. The estimated 
Pearl Index (a measure of the unintended pregnancy rate for 100 women using that method over one year of use), 
calculated based on data from the 7-cycle study, was 27.5.  

Place in Therapy:  Phexxi® is a vaginal gel indicated for the prevention of pregnancy in females of reproductive 
potential for use as an on-demand method of contraception. Phexxi® is not effective for the prevention of pregnancy 
when administered after intercourse. Phexxi® is a first in its class, being a non-hormonal agent available via 
prescription that works immediately for the prevention of pregnancy. Phexxi® should be avoided with a vaginal ring. 
In an open-label, single-arm study, the 7-cycle cumulative pregnancy rate of Phexxi® was 13.7% and the estimated 
Pearl Index, calculated based on data from the 7-cycle study, was 27.5. To provide some basis for comparison, 
another contraceptive method, the Annovera® vaginal ring that contains segesterone acetate and ethinyl estradiol, 
has an overall pooled unintended pregnancy rate (Pearl Index) of 2.98 per 100 woman-years2 and condoms are 
generally cited as having a Pearl Index of 3-123. 

There is no evidence at this time to support that Phexxi® is safer or more effective than the other currently preferred, 
more cost-effective medications. It is therefore recommended that Phexxi® remain non-preferred and require prior 
authorization and be available to those who are unable to tolerate or who have failed on preferred medications.  
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