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MEDICATION COVERAGE POLICY 
PHARMACY AND THERAPEUTICS ADVISORY COMMITTEE 
POLICY: Women’s Health P&T DATE: 12/9/2025 
CLASS: Endocrine REVIEW HISTORY 

(MONTH/YEAR) 
12/24, 1/24, 12/22, 
12/21, 12/20, 12/19, 
12/18, 5/17, 2/17, 2/16 

LOB: Medi-Cal 

This policy has been developed through review of medical literature, consideration of medical necessity, generally accepted medical 
practice standards, and approved by the Health Plan of San Joaquin/Mountain Valley Health Plan (Health Plan) Pharmacy and 

Therapeutic Advisory Committee. 
 

Effective 1/1/2022, the Pharmacy Benefit is regulated by Medi-Cal Rx.  Please visit https://medi-
calrx.dhcs.ca.gov/home/ for portal access, formulary details, pharmacy network information, and updates to the 
pharmacy benefit.    
All medical claims require that an NDC is also submitted with the claim.  If a physician administered medication 
has a specific assigned CPT code, that code must be billed with the correlating NDC. If there is not a specific CPT 
code available for a physician administered medication, the use of unclassified CPT codes is appropriate when 
billed with the correlating NDC. 
For agents listed for coverage under the medical benefit, this coverage is specific to outpatient coverage only 
(excludes emergency room and inpatient coverage).  
This coverage policy is updated on an annual basis.  For more recent or up-to-date criteria, reference the Medi-Cal 
Provider Manual and/or the Medicare National Coverage Determination/Local Coverage Determination 
(NCD/LCD) for specific criteria.  If the Medi-Cal Provider Manual and/or the Medicare NCD/LCD do not have 
medical necessity criteria, please refer to the "Evaluation Criteria" section in this policy for specific criteria.  It is 
also important to reference the Medicare Benefit Manuals - Chapter 15 and Chapter 16 - when determining benefit 
coverage and criteria for review of physician administered drugs on the Medicare benefit. 
 

 OVERVIEW 
This document is intended to explain the Health Plan contraceptive benefit. Health Plan covers implantable, 
injectable, and intrauterine birth control agents.  
 
Preterm birth (PTB), or birth at less than 37 gestational weeks, is the leading cause of neonatal mortality in the 
United States and is associated with long-term neurological disabilities such as developmental delays and cerebral 
palsy. Each year, preterm birth affects nearly 500,000 infants – or 1 in every 8 born in the United States.2 Major 
risk factors for preterm birth include history of spontaneous preterm labor and a short cervix (< 25mm) in the 
mid-trimester.  
 
The Society of Maternal-Fetal Medicine (SMFM) and American Congress of Obstetricians and Gynecologists (ACOG) 
publish guidelines and practice bulletins that address the major risk factors and role of progesterone and its 
synthetic derivative in prevention of preterm birth (https://core.ac.uk/reader/46968129?utm_source=linkout, 
https://www.acog.org/clinical/clinical-guidance/practice-bulletin/articles/2021/08/prediction-and-prevention-
of-spontaneous-preterm-birth).11,62  Progesterone is a steroidal hormone essential for the maintenance of 
pregnancy—by preventing preterm birth in women with identified risk factors and reducing risks in women with 
history of recurrent miscarriages.  
 
Historically, progesterone oral capsules are administered as vaginal suppository. This route exhibits a 
substantially higher concentration of progesterone in the endometrial tissues and is more effective than systemic 
administration for prevention of preterm labor. Newer formulations include Crinone (progesterone) vaginal gel, 
progesterone in oil injection, and Makena (hydroxyprogesterone caproate) injection. However, the FDA withdrew 
the approval of Makena for prevention of preterm birth in 2023 (https://www.fda.gov/news-events/press-
announcements/fda-commissioner-and-chief-scientist-announce-decision-withdraw-approval-
makena#:~:text=The%20decision%20was%20issued%20jointly,be%20distributed%20in%20interstate%20com
merce).53  
 
According to ACOG, The Endocrine Society, and the American Association of Clinical Endocrinologists (AACE), the 
most effective therapy for vasomotor symptoms is systemic hormone therapy (estrogen with or without 
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progestin), although there is evidence supporting the use of SSRIs, SNRIs, clonidine, and gabapentin. Vaginal 
symptoms are also best managed with hormone therapy, but topical methods are preferred due to having fewer 
side effects (https://pubmed.ncbi.nlm.nih.gov/24463691/, https://pubmed.ncbi.nlm.nih.gov/26444994/, 
https://pubmed.ncbi.nlm.nih.gov/22193047/).3-5 

 
For a complete list of drugs and contraceptive supplies reimbursed by the Family PACT Program, refer to the 
Family PACT Pharmacy Formulary on the Medi-Cal Rx website (https://medi-calrx.dhcs.ca.gov) and the Clinic 
Formulary section in this manual: https://files.medi-cal.ca.gov/pubsdoco/publications/masters-
mtp/fpact/benfam.pdf.  

 EVALUATION CRITERIA FOR APPROVAL/EXCEPTION CONSIDERATION 
Below are the coverage criteria and required information for agents with medical benefit restrictions.  This 
coverage criteria has been reviewed and approved by the Health Plan Pharmacy & Therapeutics (P&T) Advisory 
Committee. For agents that do not have established prior authorization criteria, Health Plan will make the 
determination based on Medical Necessity criteria as described in Health Plan Medical Review Guidelines (UM06).   
 

Progestin 
Hydroxyprogesterone caproate (Makena) 
 Coverage Criteria: Requests for hydroxyprogesterone caproate will not be approved for the prevention of 

pre-term delivery due to FDA withdrawal. 
 

Post Partum Depression Agent 
Brexanolone (Zulresso) 
 Coverage Criteria: Brexanolone is reserved for ALL of the following: 

o Age 15 years or older 

o Diagnosis of moderate to severe postpartum depression with symptom onset during the third 

trimester of pregnancy up to 4 weeks post delivery  

o Patient is less than or equal to 6 months postpartum  

o Patient is not currently pregnant  

 Limits: Limited to one infusion per pregnancy. Must be prescribed by a specialist.   

 Required Information for Approval: N/A 

 Other Notes: Avoid use in patients with eGFR of < 15 mL/minute/1.73 m2 
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