PROGESTIN ONLY ORAL CONTRACEPTIVE PILL

I. INTRODUCTION
A. Progestin-only pills (POPs) contain a synthetic hormone modeled after the naturally occurring hormone progesterone.  There are multiple ways in which POPs work:  thickening cervical mucus, ovulation suppression, inhibiting implantation by slowing the egg movement through the fallopian tube and altering the endometrium.  In general, POPs have slightly lower effectiveness than COCs, more breakthrough bleeding and fewer serious complications. Peak serum levels are reached approximately 2 hours after administration, followed by rapid distribution and elimination. By 24 hours after administration, serum levels are at baseline therefore taking POPs at the same time daily is very important.   Between 6-12 women out of 100 become pregnant in the first year of using POPS (typical use).
II. CLIENT SELECTION
A. Indications – POPs may be provided when contraindications do not exist:

1. For women who cannot use or have medical contraindications to estrogen-containing methods

2. For contraception

B. Contraindications (CDC 3—Risks outweigh advantages for method use;  CDC 4-Unacceptable risk for method use)

1. Breast Cancer (CDC 4 current, CDC 3 for > 5 years past) 

2. Cirrhosis (severe – decompensated)(CDC 3)

3. Liver tumors (adenoma, or hepatoma) (CDC 3)

4. Positive (or unknown) antiphospholipid antibodies (CDC 3).  People with Systemic Lupus Erythematous are at increased risk of ischemic heart disease, stroke and venous thrombosis.

5. Bariatric surgery (history of) - malabsorptive procedure i.e., Roux-en-Y gastric bypass, biliopancreatic diversion) (CDC 3).  Banding is OK.

III. MANAGEMENT OF WOMEN WITH SPECIAL CONDITIONS REQUIRING FURTHER EVALUATION
A. Decisions regarding individualized management, follow-up intervals, the need for additional testing or referral must be made based on protocols approved by the Medical Director.  In addition, there should be consultation with the Medical Director when medical conditions include:

1. Development of migraine with aura (CDC) 3 for continuation)

2. Current or history of ischemic heart disease or stroke (CDC 3 for continuation)

B. Certain drugs may interact with Progestin Only Pills and may decrease the effectiveness in preventing pregnancy.

	Drugs known to increase liver enzyme metabolism/decrease contraceptive effectiveness

	Anti Epilepsy Drugs (AEDs) – may also be used to treat certain psychiatric illnesses, headaches, chronic pain and other conditions (CDC 3)

Carbamazepine (Tegretol) Oxcarbazepine (Trileptal) Phenobarbital, Phenytoin (Dilantin), Primidone (Mysoline), Topirimate (Topamax>200mg/day)

	Antiretrovial (ARV) therapy – Ritonavir-boosted protease inhibitors (CDC 3)

	Anti-Mycobacterials - Drugs used to treat tuberculosis (CDC 3) Rifampicin, or Rifabutin
Other: Bosentan (Tracleer) – used for Pulmonary Hypertension (PPI), St. John’s Wort – OTC anti-depressant (PPI)


C.  Management

1. ARV – HIV positive women who choose to use hormonal contraception should be encouraged to use condoms with each act of intercourse.  Choice of hormonal contraceptive should be based on the woman’s ARV regimen and in consultation with provider delivering HIV care.

2. Anti-epileptic Drugs (AEDs) and others listed above – use of back-up barrier methods and the benefits and risks of using DMPA, IUD, or sterilization as alternatives should be discussed with women who need a high degree of protection.

3. There is no pharmacologic evidence that the acute or chronic use of systemic antibiotics (i.e. tetracycline, ampicillin) decrease the efficacy of oral contraceptives in women who use it correctly.  The oral contraceptive package insert states that possibly certain antibiotics may decrease the effectiveness of use.  Clients should be advised of this when deciding whether or not to use a back-up method of contraception.
IV. MEDICAL SCREENING AND EVALUATION
A. Comprehensive medical data base (history, physical examination and laboratory testing as indicated) should be completed prior to provision of progestin only pills.

B. Deferred Exam:  Physical exam and related preventative services should not be deferred beyond 3 months after the initial visit and may not be deferred beyond 6 months (unless there is a compelling reason for extending the deferral in the clinician’s judgment).  Pelvic exam/bimanual beginning at age 21 (consistent with pap screening periodicity) and as indicated (ACS).  The reason for the deferral must be documented in the client’s medical record.  A complete history and BP is required in the medical record.

C. Written results of a physical exam done elsewhere within the last 12 months are acceptable.  Clients transferring from another provider must have a blood pressure measurement prior to providing progestin only pills.

V. CLIENT EDUCATION 
A. Must include:

1. Information/counseling regarding all contraceptive options available

2.    Information specific to POPs, including effectiveness, benefits, risks, use, danger signs, potential side effects, complications, discontinuing issues.

3. Information that POPs provide no protection against STIs or HIV.
4. Advising the client to read the Patient Package Insert (PPI)

B. The client must be given:

1. Written and verbal instruction on method use (may use package insert).
2. Emergency 24-hour telephone number and location where emergency services can be obtained

3. Clinic access information

VI. PRESCRIBING PROGESTIN ONLY ORAL CONTRACEPTIVES
A. Up to 14 cycles of POPs may be prescribed for initial and annual clients.
B. 
Quick Start can be started at any time if it is reasonably certain she is not pregnant.   Instruct the client to take the first pill in the pack on the day of the clinic visit and use a backup method (condoms, etc.) with her pills for at least 2 days.  If pregnancy is suspected, a highly sensitive urine test must be completed.  If the pregnancy test is negative, initiate POP and advise client to repeat urine test in two weeks.
B. Timing of Initiation—the table below should be followed when initiating POPs.  Alternative timings must be individualized to ensure contraceptive protection.
	Current Method
	POP
	Back Up

	No effective contraception in preceding cycle
	Anytime in cycle if it is reasonably certain client is not pregnant

· If possibility of pregnancy is suspected, a highly sensitive urine test must be completed.  If pregnancy test is negative, initiate POP and advise client to repeat urine test in 2 weeks.
	If more than 5 days since menstrual bleeding started, back up for 2 days or abstain for 2 days

	Correct use of COC, ring, or patch in current cycle
	Within 24 hours of the last active pill taken, on the same day of patch removal, or in 3 hours of ring removal
	None



	NEXPLANON
	On same day implant is removed
	None

	DMPA 
	On day when next injection is due
	None

	ParaGard or Mirena in place
	On same day IUD is removed
	Back up for 2 days or abstain

	Post-abortion (spontaneous or induced)
	Within 7 days of a completed procedure
	


C. Extension on POPs

1. Clinician discretion may be used when providing a small number of additional cycles for clients.
D. Clients Should:

1. Be instructed to take a pill every day at the same time of day with no pill-free interval

2. Be given instructions regarding missed POPs.

E. Mailing of Contraceptives

1. Oral contraceptive refills may be made available by mail to clients.  Such mailings must conform to good medical practice and state pharmacy law.

2. Each mailing of oral contraceptives must include the FDA-approved Patient Package Insert (PPI) and be documented on the medical record.

3. All costs incurred for supplies and the mailing process must be based on the current sliding fee scale.
VII. MANAGEMENT OF SIDE EFFECTS AND COMPLICATIONS
A. Vaginal Bleeding – Irregular menstrual patterns (spotting to menstrual flow) are common in the first 2-3 cycles of use.  If these patterns continue past the first 3 cycles or if heavy bleeding continues, the client needs to be assessed.

1. Irregular Bleeding – After determining consistent pill usage; no underlying pathology; R/O pregnancy; and if not at risk of STIs, reassure client. Clinicians may consider the use of a 3-day course of high dose of NSAIDS 

2. Amenorrhea – R/O pregnancy

B. Other side effects such as nausea, vomiting, breast tenderness, and headache should be further assessed.

VIII. FOLLOW-UP
A. The progestin-only pill user must be advised to return to the clinic:

1. If a significant oral contraceptive-related problem is suspected

2. If at increased risk for complications resulting from oral contraceptive use, as indicated

3. At each POP related medical visit, the client should be queried about changes in personal history. 

IX. DOCUMENTATION
A. Order must be written in medical record initially, annually, and upon method change

B. All progestin-only pills distributed will be documented in the medical record and/or computer system

C. All education/counseling must be documented.
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