Opill® (Norgestrel 0.075mg) 
Progestin-only OTC Oral Contraceptive
 Provider Information

[bookmark: _Hlk163080564]What is Opill® (norgestrel 0.075mg) and what are the recent changes?
Opill® (norgestrel 0.075mg) was approved by the FDA in July, 2023, but it was not commercially available until late March/early April 2024. Opill® (norgestrel 0.075mg) is the first and only daily oral contraceptive for over-the-counter (OTC) use. Being available OTC will increase wide-spread availability and reduce barriers to accessing oral birth control options without healthcare provider evaluation.
Where will patients be able to access it?
[bookmark: _Hlk162500726]Once Opill® (norgestrel 0.075mg) is commercially available, it can be purchased OTC at drug stores, grocery stores, convenience stores, pharmacies and online. IHS sites are highly encouraged to order and stock it using their usual pharmaceutical distributors. Many IHS pharmacies will incorporate Opill® (norgestrel 0.075mg) into their current contraception or OTC policies. Opill® (norgestrel 0.075mg) should be offered as part of a comprehensive family planning portfolio with a wide variety of contraceptive options for people of childbearing age. 
What is the anticipated cost of OTC Opill® (norgestrel 0.075mg)? 
The manufacturer’s suggested retail is price anticipated to be approximately $20 for a 28-day supply of medication, and approximately $50 for a 84-day supply of medication.1 Check with your pharmacy or pharmaceutical distributor for acquisition pricing for your site. 
Will Opill® (norgestrel 0.075mg) be covered by health insurance plans?
Existing language in some private and state Medicaid plans may allow for coverage of OTC birth control, such as Opill® (norgestrel 0.075mg), however coverage will be determined in real-time in the coming months.
Is Opill® (norgestrel 0.075mg) safe and effective?
When used as directed, Opill® (norgestrel 0.075mg) is safe and effective. With perfect use, Opill® (norgestrel 0.075mg) is approximately 98% effective in the first year of use. Typical use effectiveness is lower, around 91% in one year of use.2 Typical use effectiveness accounts for human errors, such as missed pills, late doses, or not using back up methods when a person misses a pill.
Opill® (norgestrel 0.075mg) is generally safe for most people who could get pregnant. It is also safe in some individuals that have contraindications to estrogen-containing contraceptive pills, including smokers, individuals who are breastfeeding/chestfeeding, and individuals who have a history of migraines with or without aura.3
What are the Opill® (norgestrel 0.075mg) contraindications?
· History of or current breast cancer diagnosis
· Liver tumors or liver disease
· Undiagnosed genital bleeding
· Current or suspected pregnancy
· Concomitant use of other contraceptives, including oral contraceptives, vaginal ring, patch, implant, injection or an IUD (intra-uterine device)
· Use as an emergency contraceptive 
What medications or supplements can interact with Opill® (norgestrel 0.075mg)?
Inducers of hepatic enzymes may reduce the effectiveness of progestin-only pills, including: phenytoin, carbamazepine, barbiturates, rifampin, efavirenz, bosentan and St. John’s Wort. This could result in unintended pregnancy or breakthrough bleeding. Opill® (norgestrel 0.075mg) may also have reduced effectiveness for 5 days after taking the emergency contraceptive ulipristal.

What are the common side effects?
Common side effects may include irregular vaginal bleeding, nausea, breast tenderness, and headaches. These side effects are generally mild and often resolve on their own.
What age is Opill® (norgestrel 0.075mg) approved for?
There are no age restrictions.
Additional resource:  Formulary Brief: OTC Norgestrel 0.075mg (Opill®) -August 2023- (ihs.gov)
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