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DESCRIPTION

Pro 9™ is the preparation of hydroxyprogesterone caproate, a synthetic progestin, a type of hormone similar to
the naturally occurring hormone progesterone. It is a sterile, long-acting preparation of the caproate ester of
the naturally-occurring progestational hormone, hydroxyprogesterone, in an oil solution for intramuscular use.
Hydroxyprogesterone is a potent, long-acting, progestational steroid ester which transforms proliferative
endothelium into secretory endothelium, induces mammary gland duct development, and inhibits the
production and/or release of gonadotropic hormone; it also shows slight estrogenic, androgenic, or corticoid
effects as well. Progesterone plays a vital role in the maintenance of the uterus during pregnancy. One of the
primary responsibilities of progesterone throughout pregnancy is to maintain a decreased level of vascular
tone in the myometrium. Progesterone also influences the production of inflammatory mediators, such as
human T-cells within the uterine cavity. Thus, a loss of progesterone leads to an increase in myometrial
contractility coupled with a decrease in fighting off immunologic threats, ultimately leading to a higher risk of
miscarriage and early delivery of the fetus. Pro 9™ injection helps maintain progesterone at levels that are
sufficient to maintain a pregnancy and reduce risk of miscarriage or preterm delivery.

INDICATIONS

« Prevention of Preterm Birth: Used in pregnant women who have had a previous preterm birth to help reduce
the risk of another preterm delivery.

« Advanced Adenocarcinoma of the Uterine Corpus: Used in non-pregnant women for the treatment of
advanced adenocarcinoma (Stage Il or IV) of the uterine corpus.

« Management of Amenorrhea and Abnormal Uterine Bleeding: Helps manage primary and secondary
amenorrhea and abnormal uterine bleeding due to hormonal imbalance.

DOSAGE AND ADMINISTRATION

Dosage

Prevention of Preterm Birth:

 Administer intramuscularly (IM) at a dose of 250 mg to 500 mg once weekly (every 7 days).

« Begin treatment between 16 weeks, 0 days and 20 weeks, 6 days of gestation.

« Continue administration once weekly until week 37 (through 36 weeks, 6 days) of gestation or delivery,
whichever occurs first.

Advanced Adenocarcinoma of the Uterine Corpus:

« Administer intramuscularly (IM) at a dose of 1000 mg or more.

* Repeat 1 or more times each week (1-7 g per week).

« Treatment continues until there is evidence of disease progression or relapse.

Management of Amenorrhea and Abnormal Uterine Bleeding:

« Single Dose Therapy: 375 mg as a single intramuscular dose. Can be administered at any time.

« Cyclic Therapy Schedule: 250 mg intramuscularly on day 15 of each 28-day cycle. Typically for 4 cycles.

Often used in combination with estradiol valerate; begin cyclic therapy after 4 days of desquamation.

OR AS DIRECTED BY THE PHYSICIAN.

Administration

 Draw up 1mL or 2 mL of drug from the vial into the provided syringe.

« After preparing the skin, inject in the upper outer quadrant of the gluteus maximus. The solution is viscous
and oily. Slow injection (over one minute or longer) is recommended.

« Applying pressure to the injection site may minimize bruising and swelling.

CONTRAINDICATION

« Current or history of thrombosis or thromboembolic disorders

« Known or suspected breast cancer, other hormone-sensitive cancer, or history of these conditions
« Undiagnosed abnormal vaginal bleeding unrelated to pregnancy

« Cholestatic jaundice of pregnancy

« Liver tumors, benign or malignant, or active liver disease

« Uncontrolled hypertension

SIDE EFFECTS

Most common side effects include injection site reactions (pain, swelling, pruritus, nodule), urticaria, pruritus,
nausea, headaches and diarrhea. More serious side effects can include thromboembolic disorders and allergic
reactions.

WARNINGS AND PRECAUTIONS

« Thromboembolic Disorders: Discontinue if an arterial or deep venous thrombotic or thromboembolic event
oceurs.

« Allergic Reactions: Consider discontinuing if allergic reactions, including urticaria, pruritus and angioedema
occur.

« Decrease in Glucose Tolerance: Carefully monitor prediabetic and diabetic women receiving
Hydroxyprogesterone Caproate.

« Fluid Retention: Monitor women with conditions that might be influenced by fluid retention such as
preeclampsia, epilepsy, migraine, asthma, cardiac or renal dysfunction

« Depression: Monitor women who have a history of clinical depression and discontinue hydroxyprogesterone
caproate if clinical depression recurs.

« Jaundice: Carefully monitor women who develop jaundice while receiving hydroxyprogesterone caproate
and consider whether the benefit of use warrants continuation.

« Hypertension: Carefully monitor women who develop hypertension while receiving hydroxyprogesterone
caproate and consider whether the benefit of use warrants continuation.

USE IN PREGNANCY AND LACTATION

Pregnancy Category B. No adequate and well-controlled studies in women during first trimester of pregnancy.
Teratogenic risks to infants following in utero exposure to hydroxyprogesterone caproate were not
demonstrated in a study of pregnant women receiving the drug during their second and third trimesters, as
well as in a follow-up safety study of their infants. Detectable amounts of progestins identified in breast milk of
women receiving progestins. No adverse effects of progestins on breastfeeding performance or on health,
growth, or development of infants.

PEDIATRIC USE

Safety and effectiveness in pediatric patients less than 16 years of age have not been established.

DRUG INTERACTION
No clinically significant drug interactions have been reported.

OVERDOSE
No adverse events associated with overdosage has been reported. In the case of overdosage, the patient
should be treated symptomatically.

PHARMACEUTICAL PRECAUTION
Do not store above 30 °C temperature. Keep away from light and wet place. Keep out of reach of children.

PACKAGING
Pro 9™ Injection:
Each pack contains 1 vial of 250 mg Hydroxyprogesterone Caproate USP.

Pro 9™ DS Injection:
Each pack contains 1 vial of 500 mg Hydroxyprogesterone Caproate USP.
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