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Q. Have you being using weekly 17-OH-progesterone caproate in your patient population?
A. Yes, we are using a progesterone regimen with 17-OH-progesterone caproate in a restricted fashion. It has some limited data to back it up, but probably should be restricted to the groups in the attached document until more data is available

Below is a suggested guideline format to be modified for your population

Progesterone for the Prevention of Recurrent Spontaneous Preterm Birth

Background

The incidence of preterm birth has risen progressively over the last decade from 9% to 12% of all births in the United States. Preterm birth is the second leading cause of infant mortality in this country and a significant proportion of survivors have residual disabilities. Despite multiple trials of tocolytics, antibiotics, and other preventive strategies, no effective method of preventing preterm birth has been found. 
Recently, prophylactic treatment of high risk women with a history of one or more prior spontaneous preterm births with progestational compounds have demonstrated efficacy (1, 2). A prior meta-analysis (3) has also demonstrated a significant reduction in the rate of preterm delivery with the use of 17 alpha hydroxyprogesterone caproate (17P). The American College of Obstetrics and Gynecology (ACOG) has recommended that when progesterone is used, it be restricted to women with a documented history of a previous spontaneous birth at less than 37 weeks of gestation (4). Extensive experience with progesterone has shown it not to be a teratogen (5), and its use in this protocol will not involve administering it during organogenesis in the first trimester. 

As a referral center, ANMC renders care to a large number of women who have experienced preterm birth, and an effective preventive treatment would be most advantageous to this population. Referral of these women and/or their infants to Providence Alaska Medical Center for delivery and prolonged level III newborn intensive care generates significant expenditures for the institution that could be avoided by prevention of the problem.   
Eligible Patients:

1) Asymptomatic women with a documented history of one or more prior spontaneous preterm births (less than 35 weeks gestation) who are identified prior to 24 weeks gestation, who are dated by ultrasound prior to 24 weeks, and who agree to return for weekly injections from 24 to 34 weeks of pregnancy.
2) Consult with Maternal Fetal Medicine to establish eligibility and monitor outcomes.
Ineligible Patients: 

1) Women with a history of prior preterm birth due to a known cause such as a uterine malformation or cervical insufficiency requiring cervical cerclage.
2) Women who present with symptoms of preterm labor (symptomatic uterine contractions, short cervix on ultrasound, uterine bleeding, ruptured membranes) after 24 weeks gestation. 

3) Women with a multi-fetal gestation.

4) Women with a known fetal anomaly.

5) Women with a prior indicated preterm birth (as a result of severe preeclampsia, placenta previa, placental abruption, fetal demise, or threatening maternal medical illness).

Drug Treatment Protocol:

1) Weekly intramuscular injection of 17 hydroxyprogesterone caproate (17P) 250 mg* from 24 to 34 weeks of gestation.

2) Fetal growth ultrasounds every 4 weeks while the patient is being treated.

Outcomes for Quality Assurance:

1) Incidence of preterm birth prior to 35 weeks.

2) Infant weights and Apgar scores.

3) Incidence of preterm labor requiring inpatient treatment but not resulting in preterm birth.

4) Any adverse maternal effects while receiving the therapy.
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A possible source for your reference, please check local listings
*Available from Wedgewood Pharmacy (contact: Norman Miller, RPh: 800-331-8272) as 10mL vials (250mg/mL) at a cost of $116/vial (if >6 vials are ordered).   
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