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FDA HAS APPROVED THIS GEL AS PREVENTION OF PREGNANCY IN FEMALES OF
REPRODUCTIVE POTENTIAL FOR USE AS AN ON-DEMAND METHOD OF CONTRACEPTION

Phexxi can cause: Initial U_S_ Apprnval: 2020

+ Vulvovaginal burning sensation
+ Vulvovaginal pruritus (itchy skin)
+ Vulvovaginal mycotic (fungal)
infection
+ Urinary tract infection
+ Vulvovaginal discomfort

: o Phexxi applicator
+ Bacterial vaginosis

+ Vaginal discharge

+ Genital discomfort

+ Vulvovaginal pain

+ Dysuria (pain while passing urine)
+ Cystitis (bladder infection)

+ Pyelonephritis (acute kidney

infection)

+ Vaginal yeast infection Phexxi gel M\
\

Adverse Reactions in Male Partners:

\
+ local discomfort: burning, itching, and pain W

L

SOURCES FROM FDA + EVOFEM BIOSCIENCES, INC

https://www.accessdata.fda.gov/drugsattda docs/label/2020/208352s000Ibl.pdf

TYPES OF BIRTH CONTROL

Phexxi is a non-hormonal birth control used like

spermicide, however it does not contain nonoxynol-9.
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PHEXXI (lactic acid, citric acid, and potassium bitartrate) is a vaginal gel.
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Each 5 gram dose is provided in a pre-filled single-dose applicator containing lactic acid USP (1.8%
w/w), citric acid USP (1% w/w), and potassium bitartrate USP (0.4% w/w). Inactive ingredients
present in the gel are: glycerin, alginic acid, xanthan gum, sodium hydroxide, benzoic acid, and
purified water.

In vitro studies showed that a pH lowering effect and sperm motility reduction contribute to the activity
of PHEXXI in the vagina.

Use 1 dose of PHEXXI within 1 hour before you have vaginal sex.

A new PHEXXI pre-filled applicator must be used each time you have vaginal sex. If
you have vaginal sex more than 1 time within 1 hour, a new PHEXXI pre-filled
applicator must be used.

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

Limitations of Use: PHEXXI is not effective for the prevention of
pregnancy when administered after intercourse.

LIMITED DATA

Phexxi was FDA-approved in 2020 meaning there is limited data on potential
concerns that may be identified with more long-term use.

8.1 Pregnancy

Risk Summary

There is no use for PHEXXI in pregnancy; therefore, discontinue PHEXXI during pregnancy. There
are no data with the use of PHEXXI in pregnant women or animals. In the U.S. general population,
the estimated background risk of major birth defects and miscarriage in clinically recognized
pregnancies is 2 to 4 percent and 15 to 20 percent, respectively.

8.2 Lactation
Risk Summary

There are no data on the presence of lactic acid, citric acid, and potassium bitartrate or their
metabolites in human milk, the effects on the breastfed infant, or the effects on milk production.

12.2 Pharmacodynamics
Pharmacodynamic studies in humans have not been performed.

13.1 Carcinogenesis, Mutagenesis, Impairment of Fertility
Carcinogenesis
Long-term carcinogenicity studies have not been performed with PHEXXI.

Mutagenesis
Mutagenic studies have not been performed with PHEXXI.

Impairment of Fertility
Reproductive studies have not been performed with PHEXXI. Upon discontinuation of PHEXXI,

pregnancy may occur.

BACTERIAL VAGINOSIS

—= Centers for Diseqse
% Control and Prevention

Bacterial vaginosis (BV) is a condition that happens when there is
too much of certain bacteria in the vagina. This changes the normal
balance of bacteria in the vagina.

Researchers do not know the cause of BV or how some women get it. We do know that the
condition typically occurs in sexually active women. BV is linked to an imbalance of “good” and
"harmful” bacteria that are normally found in a woman’s vagina. Having a new sex partner or
multiple sex partners, as well as douching, can upset the balance of bacteria in the vagina. This
places a woman at increased risk for getting BV.



Many women with BV do not have symptoms. If you do have
symptoms, you may notice:

« A thin white or gray vaginal discharge;

Pain, itching, or burning in the vagina;

A strong fish-like odor, especially after sex;

Burning when urinating;

ltching around the outside of the vagina.

https://www.cdc.gov/std /bv/stdfact-bacterial-vaginosis.htm

PYELONEPHRITIS

Kidney infection is a type of urinary tract infection (UTI) that
commonly begins in your bladder and moves upstream to one
or both of your kidneys. In rare cases, kidney infections can
lead to serious health problems, but quick treatment prevents
most complications.

Urinary Tract

Kidney
Symptoms may include Ureter
» chills
o fever

 pain in your back, side, or groin

+ nausea

e vomiting

 cloudy, dark, bloody, or foul-smelling urine

» frequent, painful urination Bladder Urethra

https://www.niddk.nih.gov/health-information /urologic-diseases/kidney-infection-pyelonephritis

VAGINAL YEAST INFECTION

» Tal Centers for Disease
- Conftrol and Prevention

Candidiasis is an infection caused by a yeast (a type of fungus) called Candida.
Candida normally lives inside the body (in places such as the mouth, throat, gut, and
vagina) and on skin without causing any problems. Sometimes Candida can multiply
and cause an infection if the environment inside the vagina changes in a way that
encourages its growth. Candidiasis in the vagina is commonly called a “vaginal yeast
infection.” Other names for this infection are “vaginal candidiasis,” “vulvovaginal
candidiasis,” or “candidal vaginitis.”

The symptoms of vaginal candidiasis include:'-

e Vaginal itching or soreness
e Pain during sexual intercourse
e Pain or discomfort when urinating

* Abnormal vaginal discharge

Although most vaginal candidiasis is mild, some women can develop severe
infections involving redness, swelling, and cracks in the wall of the vagina.

https://www.cdc.gov/fungal/diseases/candidiasis/genital/index.html



https://www.cdc.gov/std/bv/stdfact-bacterial-vaginosis.htm
https://www.niddk.nih.gov/health-information/urologic-diseases/kidney-infection-pyelonephritis
https://www.cdc.gov/fungal/diseases/candidiasis/genital/index.html

URIN ARY TRACT Aurinary tract infection (UTI)

is an infection in any part of

INFECTION - UTI your urinary system

Pyelonephritis
(Kidney infection)

\0 Ureter infection

Cystitis
(Bladder infection)

Urethritis

(Urethra infection)
Prostatitis (Male)

Prostate infection.

Bacteria travel up
the urethra




