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(insert AGENCY name)

Reproductive Health Program

Clinical Policies and Procedures

	Subject:  Progestin-Only Pills (POP)
	No.

	Approved by:   
	
	Effective Date: 

	Revised Date:

	References:  U.S. Medical Eligibility Criteria for Contraceptive Use (U.S. MEC), 2010; U.S. Selected Practice Recommendations for Contraceptive Use (U.S. SPR), 2013; Contraceptive Technology, 20th Ed


POLICY:  This policy follows the recommendations of the U.S. MEC, 2010; U.S. SPR, 2013; and Contraceptive Technology, 20th Ed.  
PURPOSE:  This policy provides direction for reproductive health clinics to assist clients in their use of the progestin-only pill as a method of birth control.
Progestin-only pills (POPs) contain only a progestin and no estrogen.  Approximately 9 out of 100 women become pregnant in the first year with typical use.  POPs are reversible and can be used by women of all ages. 
POPs do not protect against sexually transmitted infections (STIs).

PROTOCOL:  
1. (insert AGENCY name) MDs, NPs, PAs, DOs, NDs, and RNs may provide progestin-only (POPs) or the mini-pill for clients who request this method and have no U.S.MEC category 4 risk conditions. 

a) Category 4 risk conditions (risk of use outweighs the benefits of pregnancy prevention):
· Current breast cancer.
b) Category 3 risk conditions (must consult with prescribing provider prior to initiation as the theoretical or proven risk may outweigh the advantages of using method):
· History of bariatric surgery with a malabsorptive procedure (e.g., gastric bypass);
· Ischemic heart disease or stroke (current and history of) for continuation of method;
· System lupus erythematosus (SLE) (positive or unknown for antiphospholipid antibodies);
· Migraine with aura for continuation of method (i.e., if migraines worsen in a woman who is already using progestin-only pills);
· Breast cancer in the past; no evidence of disease for 5 years;
· Severe decompensated cirrhosis;
· Benign liver tumors: hepatocellular adenoma;
· Malignant liver tumors;
· Certain antiretroviral and anticonvulsant medications: ritonavir-boosted protease inhibitors, phenytoin, carbamazepine, barbiturates, primidone, topiramate, and oxcarbazepine;
· Rifampin or rifabutin therapy.
c) Clients with a category 1 or 2 risk conditions are candidates for using this method.
PROCEDURE:

1. Provide client-centered care through quality counseling and education using the 5 key principles:

a) Establish and maintain rapport with the client;

b) Assess the client’s needs and personalize discussions accordingly;

c) Work with the client interactively to establish a plan;

d) Provide information that can be understood and retained by the client; and

e) Confirm the client’s understanding using a technique such as the teach-back method.

2. Review medical history: 

a) Significant illness;

b) Allergies;

c) Current medications -  prescriptive and over-the-counter (OTC);

d) Use of tobacco, alcohol, and other drugs;

e) Immunization and Rubella status;

f) Contraceptive use;

g) Menstrual history;

h) Sexual history including risk for STIs;

i) Obstetrical history;

j) Gynecological and Pap test history;

k) Surgical history;

l) Hospitalizations;

m) Family History;

n) In utero exposure to diethylstilbestrol (DES); and

o) Reproductive life plan.

3. Review last menstrual period (LMP) and compliance with contraceptive method (if applicable).  Assess for risk of current pregnancy.  Offer pregnancy test if indicated.

· A healthcare provider can be reasonably certain that a woman is not pregnant if she has no symptoms or signs of pregnancy and meets the following: 

· Is ≤7 days after the start of normal menses;

· Has not had sexual intercourse since the start of last normal menses;

· Has been correctly and consistently using a reliable method of contraception;

· Is ≤7 days after spontaneous or induced abortion; 

· Is within 4 weeks postpartum;

· Is fully or nearly fully breastfeeding (exclusively breastfeeding or the vast majority [≥85%] of feeds are breastfeeds), amenorrheic, and < 6 months postpartum.  

4. Assess for recent sexual activity where intercourse was unprotected and offer emergency contraception (EC) for immediate use if indicated. 
a) Note that if ella®  is the EC formulation administered, a reliable barrier method of contraception should be used with subsequent acts of intercourse that occur within the next 14 days.   Because ella® and the progestin component of hormonal contraceptives both bind to the progesterone receptor, using them together could reduce their contraceptive effect.  After using ella® if a woman wishes to use hormonal contraception, she should do so no sooner than 5 days after the intake of ella®.
5. Blood Pressure: normal <140/90; refer clients with blood pressure reading > 140 systolic or > 90 diastolic to a primary care provider for further evaluation - USPSTF recommends screening for high blood pressure in adults age 18 and older, obtain measurements outside of clinical setting for diagnostic confirmation before starting treatment; Grade A Recommendation (October 2015).  Blood pressure assessment will be provided for clients of all ages despite the USPSTF (October 2013) conclusion that there is insufficient evidence to assess the balance of benefits and harms for screening for primary hypertension in asymptomatic children and adolescents to prevent subsequent cardiovascular disease in childhood or adulthood; Grade I Recommendation.
6. Weight/Height: obtain body mass index (BMI) - USPSTF recommends screening all adults for obesity.  Clinicians should offer or refer clients with a BMI of 30 kg/m2 or higher to intensive, multicomponent behavioral interventions; Grade B Recommendation (June 2012).
7. Screen for STIs (if the client has not been screened) according to STI screening guidelines (see STI Screening Policies and Procedures).

8. Discuss the client’s reproductive life plan about becoming pregnant by asking:

a) Do you have children now?

b) Do you want to have (more) children?

c) How many (more) children would you like to have and when?

· If the client does not want a child at this time and is sexually active, then offer contraceptive services.

· If the client desires pregnancy testing, the provide pregnancy testing and preconception counseling.

· If the client wants to have a child now, then provide services to help the client achieve pregnancy and provide preconception counseling.

· If the client wants to have a child and is experiencing difficulty conceiving, then provide basic infertility services.

9. Present all birth control method options for which the client has no U.S. MEC category 4 risk conditions, beginning with the most effective methods.

10. Select contraceptive type based on U.S. MEC:

a) RNs may initiate the client’s contraceptive method of choice as long as the client has no U.S. MEC category 3 or 4 risk conditions for its use.  Prescribing providers, after having a discussion with the client regarding risk versus benefit of a method, may initiate a method for which the client has a category 3 risk condition only if the benefit of pregnancy prevention outweighs the risks and the client finds other lower risk methods unacceptable. 

b) Clients requesting a method for which they have a category 4 risk condition will be offered lower risk methods and referred to an OB/GYN or specialist provider.

11. Each client will receive client instructions regarding warning signs, common side effects, risks, use of method, alternative methods, use of secondary method, and clinic follow-up schedule.  Document the client’s education and understanding of the method of choice. 

PLAN: 

1. Initiation of POPs:
a) POPs can be started at any time if it is reasonably certain that the client is not pregnant:
· If POPs are started within the first 5 days since menstrual bleeding started, no additional contraceptive protection is needed.
· If POPs are started > 5 days since menstrual bleeding started, the client needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.
2. RNs may provide 3 months and no more than 6 months’ supply of prescription birth control method when initiating a method.  RNs are allowed to dispense beyond the initial 6 months only if under a current prescription from the clinic’s prescribing provider.

a) When the initial start of the method occurs within a visit with NP, PA, or MD the provider will write a prescription for up to 1-year supply and may dispense this amount depending on the client’s preference and anticipated use.

b) If the initial start of the method occurred within a visit with the RN, schedule the client for a Prescription Visit with the agency’s prescribing provider within the next 3 to 6 months.  The purpose of this visit is for the prescribing provider to review the client’s health history, discuss the method, address any concerns or issues, and write a prescription for continuation of the method.

· Review client’s history and access of recommended health screenings.  Send a Release of Records for past health screenings, if performed elsewhere.  

· Schedule the client for a Reproductive Health Well Visit if the client has not been screened appropriately within the past 12 months or if an earlier assessment is clinically indicated.

3. Special Considerations

a) Amenorrhea (not postpartum):
· POPs can be started at any time if it is reasonably certain that the client is not pregnant.
· The client needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.
b) Postpartum (breastfeeding):
· POPs can be started at any time, including immediately postpartum (U.S. MEC risk category 2 if < 1 month postpartum and U.S. MEC risk category1 if ≥ 1 month postpartum), if it is reasonably certain that the client is not pregnant.
· If the client is < 6 months postpartum, amenorrheic, and fully or nearly fully breast feeding (exclusively breastfeeding or the vast majority [85%] of feeds are breastfeeds), no additional contraceptive protection is needed.  

· A client who is ≥ 21 days postpartum and has not experienced return of her menstrual cycles needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.  

· If a client’s menstrual cycles have returned and it has been >5 days since menstrual bleeding started, she needs to abstain or use additional contraceptive protection for the next 2 days. 

c) Postpartum (not breastfeeding):
· POPs can be started at any time, including immediately postpartum (U.S. MEC 1), if it is reasonably certain that the client is not pregnant.
· Clients who are ≥ 21 days postpartum and whose menstrual cycles have not returned need to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.
· If a client’s menstrual cycles have returned and it has been >5 days since menstrual bleeding started, she needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.

d) Postabortion (spontaneous or induced):
· POPs can be started within the first 7 days, including immediately postabortion (U.S. MEC 1).
· The client needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days unless POPs are started at the time of a surgical abortion.
4. Switching from another contraceptive method:
a) POPs can be started immediately if it is reasonably certain that the client is not pregnant.  Waiting for her next menstrual period is unnecessary.
· If it has been > 5 days since menstrual bleeding started, the client needs to abstain from sexual intercourse or use additional contraceptive protection for the next 2 days.

b) Switching from an IUD/IUS:
· If the client has had sexual intercourse since the start of her current menstrual cycle and it has been > 5 days since menstrual bleeding started, theoretically, residual sperm might be in the genital tract.  A healthcare provider may consider any of the following options:

1) Advise the client to retain the IUD/IUS for at least 7 days after the vaginal contraceptive ring is initiated and return for IUD/IUS removal;
2) Advise the client to abstain from sexual intercourse or use a barrier method for 7 days before removing the IUD/IUS and switching to the new method; or
3) Advise the client to use EC pills at the time of IUD/IUS removal.
c) If uncertain whether the client might be pregnant, the benefits of starting POPs likely exceed any risk; therefore starting POPs should be considered at anytime, with a follow-up pregnancy test in 2-4 weeks.

5. Offer and provide condoms for use as a back-up method and for STI protection.
6. The decision to offer and dispense future-use EC should be made on an individualized basis and should include shared decision making between the provider and the client.  The practice of offering and dispensing future-use EC to all clients has had no impact on unplanned pregnancy rates.  Data shows that clients who had EC available at the time of unprotected intercourse either didn’t take it at all or took it incorrectly.  Additionally, the practice of providing EC to all clients represents a significant cost to the agency.  Clients requesting (those that self-identify that they need or want) EC for future use and those using less reliable methods of birth control (tier 3 methods) might benefit most from having future-use EC made available.
a) Instruct the client to wait 5 days after the administration of ella® before initiating progestin-only oral contraceptives.  Recommend the use of a barrier method of contraception with all subsequent acts of intercourse that occur within the next 14 days. 
ROUTINE FOLLOW-UP

1. The recommendations listed below address when routine follow-up is recommended for safe and effective continued use of contraception for healthy women and men.  Although routine follow-up is not necessary for the use of POPs, recommendations might vary for different users and different situations.  Specific populations such as adolescents, those with certain medical conditions or characteristics, and those with multiple conditions may benefit from more frequent follow-up visits. 
a) Advise client to return at any time to discuss side effects or other problems, or if she wants to change the method being used.  No routine follow-up visit is required.

b) At other routine visits, healthcare providers seeing POP users should do the following:

· Assess the client’s satisfaction with her contraceptive method and whether she has any concerns about method use.

· Assess any changes in health status, including medications that would change the appropriateness of POPs for safe and effective continued use based on U.S. MEC. 
· Consider assessing weight changes and counsel clients who are concerned about weight changes perceived to be associated with their contraceptive method.
· Provide up to the maximum number of refills of the birth control method under a current prescription from (insert AGENCY name) prescribing provider.

MISSED POPs

1. For the following recommendations, a dose is considered missed if it has been >3 hours since it should have been taken.

a) Take one pill as soon as possible.
b) Continue taking pills daily, one each day, at the same time each day, even if it means taking two pills on the same day.

c) Use back-up contraception (e.g. condoms) or avoid sexual intercourse until pills have been taken correctly, on time, for 2 consecutive days.

d) Emergency contraception should be considered if the client has had unprotected sexual intercourse.
e) Clients who frequently miss taking POPs should consider an alternative contraceptive method that is less dependent on the user to be effective. 

VOMITING OR SEVERE DIARRHEA

1. If vomiting or severe diarrhea occurs within 3 hours after taking a pill: 

a) Take another pill as soon as possible (if possible, despite discomfort);
b) Continue taking pills daily, one each day, at the same time each day;
c) Use back-up contraception (e.g. condoms) or avoid sexual intercourse until 2 days after vomiting or diarrhea has resolved; and
d) Emergency contraception should be considered if the client has had unprotected sexual intercourse.

STOPPING THE PROGESTIN ONLY PILL

1. POPs can be stopped at any time.
2. Fertility will return quickly.
3. If client does not want to be pregnant, advise the client to begin a new contraceptive method immediately.

4. If client desires pregnancy:
a) Provide preconception counseling; and 

b) Advise the client to begin taking a daily prenatal vitamin with 0.4 milligrams of folic acid at least 30 days before trying to become pregnant.
CLIENT EDUCATION 

1. All women capable of pregnancy should be counseled about the need to take a daily supplement containing 0.4 milligrams of folic acid (USPSTF, May 2009).
2. Advise the client of the importance of taking POPs at the same time each day.

3. Advise the client POPs may cause bleeding changes in many or most users. The abnormal menstrual patterns are unpredictable and may include: 
a) Short cycles;
b) Irregular periods;

c) Intermenstrual bleeding and spotting; or
d) Less common: prolonged bleeding or amenorrhea.
4. Advise client to use condoms for protection against STIs.
5. Advise client to call the clinic if she has any questions or concerns regarding the birth control method.
6. Clients shall be informed that any signs or symptoms of complications should be reported to the clinic; if the clinic is not open, clients should call 911 or go to the emergency room. 
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