COMBINATION HORMONAL CONTRACEPTIVE METHODS: IDENTIFICATION OF CANDIDATE FOR INITIAL START,
RESTART, or CONTINUATION


DEFINITION
Combination hormonal contraception with estrogens and progestins are available as oral contraceptives, once-a-week transdermal patches and once-a-month vaginal rings. This protocol is intended to describe the process for identifying women who may be eligible to use these methods. The basis for these recommendations is the 2010 US Medical Eligibility Criteria (US MEC) from the CDC. If used correctly and consistently, combined hormonal contraceptives have a first year failure rates of less than 1%, but in typical use, the first year failure rate for oral contraceptives is 9%.  No data are available on the efficacy of the other delivery systems of combined hormonal contraception. Counseling is critical to successful use. Shortened pill free intervals and more generous dispensing patterns are associated with high continuation rates and lower pregnancy rates.

SUBJECTIVE
Must include:
1.   LNMP and PMP (prior menstrual period)
2.   Medical, sexual, and contraceptive history (initial or update).  Include Review of Systems

Must exclude:
Contraindications (CDC 3--Risks outweigh advantages for method use; CDC 4—Unacceptable risk for method use)
1. History of, or current, deep vein thrombosis(DVT)/pulmonary embolism (PE)(CDC 3, 4)
2. Stroke (history of cerebrovascular accident) (CDC 4)
3. Known thrombogenic mutations (e.g. Factor V Leiden, Prothrombin mutation, Lupus Anticoagulant, Protein C, Protein S, and Antithrombin deficiencies) (CDC 4)
4. History of, or current, ischemic heart disease (CDC 4)
5. Multiple cardiovascular risk factors(older age, smoking, diabetes, hypertension) (CDC 3,4)
6. Smoking ≥35 years of age
a. <15 cigarettes/day (CDC 3)
b. ≥15 cigarettes/day (CDC 4)
7. Known hyperlipidemia (CDC 2,3) (consult with medical director)
8. Diabetes mellitus with nephropathy, retinopathy, neuropathy (CDC 3,4)
9. Vascular disease or diabetes of >20 years duration (CDC 3,4)
10. Viral hepatitis (acute or flare) (CDC 3, 4)
11. Liver tumor (adenoma or hepatoma) (CDC 4)
12. Cirrhosis-severe (decompensated) (CDC 4)
13. Solid organ transplant (complicated) (CDC 4)
14. Breast cancer (current—CDC 4); or (past--CDC 4)
15. Major surgery with prolonged immobilization (CDC 4)




16. Valvular heart disease- complicated (pulmonary hypertension, history of sub-acute bacterial endocarditis, risk of atrial fibrillation) (CDC 4)
17. Peripartum cardiomiopathy (CDC 3,4)
18. Hypertension 
a. Adequately controlled (CDC 3)
b. systolic ≥ 160 or diastolic ≥ 100 (CDC 4)
c. systolic ≥ 140-159 or diastolic of 90-99 (CDC 3) 
19. Gallbladder disease –symptomatic (current or medically treated) (CDC 3)
20. History of Cholestasis -(past COC related) (CDC3)
21. Post-partum (non-breastfeeding or breastfeeding) <21 days (CDC 4)
22. Post-partum (non-breast feeding or breastfeeding) 21 – 42 days with other risk factors for VTE (age ≥35 y.o., previous VTE, thrombophilia, immobility, transfusion at delivery, BMI 30 or >, post-partum hemorrhage, post cesarean delivery, preeclampsia, or smoker)(CDC 3)
23. Post-partum (breastfeeding) 21-30 days without VTE risk factors (CDC 3)
24. Systemic Lupus Erythematous—with positive (or unknown) antiphospholipid antibodies (CDC 4)
25. [bookmark: _GoBack]Medically Diagnosed Migraine 
a. Without aura <35 years of age (CDC 2 for initiation; CDC 3 for continuation)
b. Without aura ≥35 years of age (CDC 3 for initiation; CDC 4 for continuation)
c. With aura-any age (CDC 4)
26. Inflammatory bowel (ulcerative colitis, crohns) (CDC 2,3)
27. Bariatric surgery (history of)-malabsorption procedures (CDC 3 for COC only)
	Medically

OBJECTIVE
Must include:
1.   Normal BP. Evaluate if BPs ≥ 140 or BPD ≥ 90.
2.   Weight and BMI.
3.   No physical exam is needed for routine initiation of combined hormonal methods. Exams may be needed to evaluate problems raised by review of systems or complaints raised by the patient.
LABORATORY
1.   No routine screening labs are required for healthy women.
2.   Laboratory tests may be needed for well woman care or to evaluate problems raised by 	patient’s history or current complaints, but unless they represent a significant US MEC 	condition, they should not delay pill initiation.
3. 	Pap screening and clinical breast exam (based on current recommendations for timing 	and testing components). 
4. 	Annual CT (GC if positive CT) for clients <25 years old (and older clients at high risk).

ASSESSMENT
Candidate for combination hormonal methods, initial start, restart or continuation.






PLAN
1.   If patient has no contraindications to combination hormonal contraceptive method use, provide the delivery system that best meets patient’s needs for contraception and maximizes her non-contraceptive benefits.
a.	If oral contraceptive pills are selected:
1)   Provide at least one year supply of pills, unless she is planning pregnancy sooner. Follow- up visits may be scheduled earlier, but the need for follow-up should not influence the number of cycles provided.
2)   Determine if patient prefers cyclic or extended cycle use of oral contraceptives.
a)   If she desires monthly scheduled bleeding, select a formulation, considering patient preference, cost, and non-contraceptive benefits.
(1) If using low dose formulations or the patient suffers estrogen-withdrawal 	symptoms, consider shortening the placebo pill interval to 3-4 days. 
(2) Triphasic formulations have no advantage, in general, over monophasic
	formulations.
(3) There is no strong, consistent evidence that one progestin is associated with clinically significantly higher risks of VTE than other progestins. All estrogen-containing pills have lower VTE risks than VTE risks of pregnancy and the postpartum period.
b)   If the patient prefers to avoid scheduled bleeding, offer extended cycle combined OC use. Provide supplies of active pills to meet her contraceptive needs for 12 months (unless she is planning pregnancy sooner). Her schedule of follow-up visits should not affect dispensing protocols. This can be done in one of the following ways:
			(1) Select a branded extended cycle pill product.
(2) Provide supplies of monophasic cyclic pills sufficient to provide uninterrupted active pill use. Advise use of one of the following approaches:
(a)  Establish fixed intervals of pill use to mimic branded products (e.g., 84 active pills followed by 4-7 days of placebo pills).	
2)   Discuss pill initiation options.
a)   Quick start (Same day start) is preferred approach.
(1) 	If the patient is within 5 days of the beginning of her last menses, she should take 	the first pill today. No back-up method is needed.
(2) 	If the woman is later in her cycle, initiation depends upon whether she has had any unprotected intercourse.
(a)  If she has had no unprotected intercourse in last 5 days, she should take her first pill today. Advise her to use abstinence or a backup method for the next
	7 days.
(b) If the patient has had any unprotected intercourse in last 5 days, provide appropriate hormonal emergency contraceptive (See Emergency Contraception (EC) protocol). Have her take EC today and take the first pill in her pill pack tonight or tomorrow. Advise her to use abstinence or backup method for the first 7 days of pill use.
b)   First day start is also an option.
(1) 	Provide patient another contraceptive method and EC for her to use until the 		beginning of her next period.
(2) 	Tell her to start her first pack of birth control pills on the first day of her next menses. She will need no back-up method once she starts her pills.
c)   Sunday start is the least preferred method of pill initiation.
(1) 	Provide patient another method of contraception and EC to use until her next normal menses starts.
(2) 	Tell her to start her first birth control pill on the first Sunday of her next menses.
Make sure she understands that she should count from the first day of bleeding, not the last day.
3)   Recommend pregnancy test now or in the first cycle of pill use if patient has symptoms of pregnancy or if her scheduled bleeding is delayed or abnormal.
4)   Counsel patient about missed pills (see Patient Education).
5)   Provide a 12-month supply of pills. (Note: for extended cycle users, a 12-month supply 	requires 17 packets of cyclic pills).
6)   Advise patient to return to the clinic if needed (side effects, method utilization, method change desired) OR if provider feels it is clinically indicated. No routine follow up visit is required. (U.S. SPR pg. 26, reference 30).

b.  If vaginal contraceptive ring preferred,
1)   Determine if patient prefers cyclic or extended cycle use of vaginal contraceptive ring. 
		   a) If she desires monthly scheduled bleeding,
(1)	Advise her to place the vaginal ring as discussed below and remove it in 21 days.  During the 7 ring-free days, she will have a scheduled bleed.
 (2) 	She should place a new ring 7 days after she removed the first ring, regardless of whether or not she has finished bleeding.
b)  If she prefers less frequent bleeding episodes, she should use one ring for 28-30 days and immediately replace it with a new ring.
		2)   Discuss ring initiation options.
a)   Quick start (Same day start) is preferred approach.
(1) If the woman has had no unprotected intercourse in prior 5 days, she should place the contraceptive ring in her vagina today. Advise her to use abstinence or a back- up method for the next 7 days,
(2) If the woman has had any unprotected intercourse in last 5 days, have her take hormonal emergency contraceptive now, unless she is within 5 days of her LMP. (See Hormonal Emergency Contraception (EC) protocol). Have her place the first ring in her vagina today or tomorrow. Advise her to use abstinence or a back-up method for next 7 days.
	(3) Recommend pregnancy test now or in the first cycle of ring use if patient is
		symptomatic or if her withdrawal bleeding is delayed or abnormal.
	b)   First day start is also an option.
(1) Provide patient another contraceptive method and EC to use until her next
	menses.
(2) Tell her to place the first contraceptive ring in her vagina on the first day of her next menses. Tampons can be used with the ring, but the patient must check to 	insure that the ring is not lost whenever a tampon is removed. No back-up method 	is needed.
c)   Sunday start is not an option because the vaginal ring must be started on the first day or within the first 5 days of the woman’s cycle.	



3)  Provide the patient with instructions about how to place vaginal ring in upper aspect of her vagina, flat against the vaginal wall. Blunt tipped tampon applicators can be used to place the contraceptive ring easily in the vault.
4)   Tell the patient to remove vaginal ring 21-30 days later. Place ring into the original pouch it came in and dispose of it in routine trash. Do not flush ring down toilet or press through trash compactor.
 5)  If ring is expelled or is removed for more than 3 hours in any 24 hour period, she     should
	a)   Replace the ring immediately.
	b)   Use back-up method for 7 days
c)   Suggest using EC, if she has had recent intercourse. (See Emergency Contraception(EC) protocol.)
6)   Provide a 3 to 12-month supply of rings. Note: If more than a 3 month supply is 	provided, advise patient to store the rings in the refrigerator.
7)   Advise patient to return to the clinic if needed (side effects, method utilization, 	method change desired) OR if provider feels it is clinically indicated. No routine 	follow up visit is required. (U.S. SPR pg. 26, see ref. #30).

c.	If transdermal patch is referred:
1)   Discuss patch initiation options.
	a)  Quick start (Same day start) is preferred approach.
	(1) If the patient is not on the first day of her cycle, recommendations depend 		upon whether she has had any unprotected intercourse since her LMP.
(a)  If the woman has had no unprotected intercourse in prior 5 days, 		patient should place her patch today. Advise her to use abstinence or a 	backup method for the next 7 days.
(b) If the woman has had any unprotected intercourse in last 5days, provide appropriate hormonal emergency contraceptive (See Emergency Contraception (EC) protocol). Have her place her first patch today or tomorrow. Advise her to use abstinence or a backup method for next 7 days.
	(2) Recommend pregnancy test now or in the first cycle of patch use if patient is symptomatic or if her scheduled bleeding is delayed or abnormal.
b)  First day start is also an option.
(1) Provide patient another contraceptive method and EC to use until the first day of her next period.
(2) Tell her to place her first patch on the first day of her next menses. No backup method is needed.
c)   Sunday start is not an option, since the method must be started on first day of menses.
2)   Discuss patch placement instructions. Patch is placed on lower abdomen, buttocks, back, front torso (except breasts) or upper arm.		
3)   Instruct the patient to remove her current patch and place new patch on different location on appropriate body areas every 7 days until she has used a total of 3 patches. After she has removed her 3rd patch, she should delay placement of another patch for 7 days, during which time she should experience a scheduled bleed. Tell her to place a new patch at end of 7 day patch free period.
4)   Routine extended cycle use of the contraceptive patch is not recommended, but occasional use of more than 3 consecutive patches is permitted for special 

circumstances. Extended use of the patch has only been studied for one time use up to 84 days. In that study, it was seen that the serum levels of the patch users increased with increased use.
5)   Use abstinence or a back-up method for 7 days, and consider use of EC if any intercourse occurs around the time of any of the following patch problems occurs:
a)   Patch separated from skin for more than 24 hours,
b)   Patch placed late,
c)   Patches used longer than 9 days, especially for first patch in the cycle.
6)   Provide 12 months’ supply of patches. Schedule of follow-up visits should not influence dispensing protocols.
7)   Advise patient to return to the clinic if needed (side effects, method utilization, method change desired) OR if provider feels it is clinically indicated. No routine follow up visit is required. (U.S.SPR pg. 26).

PATIENT EDUCATION
1.   Offer hormonal EC by advance prescription, especially if she is at risk for inconsistent use.
2.   Provide back-up and interval method, if necessary.
3.   Advise patient that hormonal contraception is safer for her than pregnancy would be.
4.   Discuss Method Effectiveness (see QFP pg. 9, ref. #31).
5.   Counsel patient that most women do not experience any significant side effects when they use hormonal contraception but that she may experience unscheduled spotting or bleeding or may have other changes in her menstrual periods with hormonal contraceptives. Skin pigment changes are also possible with estrogen-containing contraceptives. The patient should be advised that there is a chance that she may experience (at least transiently) some other symptoms that may or may not be due to her contraceptives, including nausea, vomiting, breast tenderness, headache, mood changes, nervousness, hair loss, acne, hirsutism or change in appetite. It is very uncommon to have significant changes in weight or in sex drive that are attributable to hormonal contraceptives.
6.   Reinforce danger signs for rare serious complications with combination birth control methods, using the so-called ACHES mnemonic. Advise patient to seek immediate medical care if any of the following occurs to her:
A - Abdominal pain.
•	Blood clot in the pelvis or liver.
•	Benign liver tumor or gallbladder disease. 
C - Chest pain.
•	Blood clot in lungs.
•	Heart attack.
•	Angina (heart pain).
•	Breast lump.
 H – Headache.
•	Stroke.
•	Migraine headache with neurological problems (blurred vision, spots, zigzag lines, weakness, difficulty speaking).
•	Other headaches caused by pills.
•	High blood pressure.
E - Eye problems.
•	Stroke.
•	Blurred vision, double vision, or loss of vision.
•	Migraine headache with neurological problems (blurred vision, spots, zigzag lines).

•	Blood clots in the eyes
•	Change in shape of cornea (contacts don’t fit).
S - Severe leg pain.
•	Inflammation and blood clots of a vein in the leg.
7.  	Remind patient that hormonal contraceptives do not protect against sexually   transmitted infections, including HIV/AIDS.
8. 	Advise patient that there are significant health benefits with hormonal contraception, including less menstrual bleeding, less menstrual cramping and reduction in the risk of ovarian and endometrial cancer. Tell women who are concerned about side effects of hormonal contraception that long term studies have shown that women who have used birth control pills live longer and have less cancer than women who never use pills.
9.   Encourage healthy lifestyles, including safer sex practices.
10.  If OCs given, reinforce education with particular emphasis on:
	a.	Initiation instructions for pills. The preferred method is Quick Start (same day as visit) or first day start (first day of next menses). Sunday start is acceptable. OC initiation instructions:
1)   If starting OCs on days 1-5 of cycle, no abstinence or backup method needed for that cycle.
2)   If OCs started later than 5 days after LMP, use backup method for 7 days. If history of unprotected intercourse within the last 5 days, advise EC now. (See Emergency Contraception (EC) protocol).  Have patient start OCs tonight or tomorrow and use 7 days of abstinence or a back-up method for 7 days following her first pill.  Recommend pregnancy test if scheduled bleeding is absent, late or abnormal.
b.	Pill use.  Advise patient to take OC’s at the same time of day each day and tell her what to do if she is late taking her pills.	
1)	The new rules about missed pills have been greatly simplified but may still be too 	complicated to tell patients to follow on their own.
a)   If the woman remembers her missed pill within 12 hours of the time she was to take it, she should take it immediately and take each of the rest of her pills at the usual time.
(1)	No back-up method is needed.
(2) No EC is needed.
b)   If a woman misses one pill for more than 12 hours, should take today’s pill now and use abstinence or a back-up method for the next 7 days. No EC is needed.
c)   If a woman misses more than one pill, she should take today’s pill and the last forgotten pill today (2 tablets in one day). The rest of the instructions depend upon which pills she missed.
		(1) If she has at least 7 active pills left in her pack, she should take one pill a day,
take EC if she had any unprotected intercourse in the last 5 days and use abstinence or a back-up method for the next 7 days
(2) If she has 7 or fewer active pills in pack, she has 2 options:
(a)  Take the rest of the active pills, skip the placebos and start the next pack of pills without interruption. Use abstinence or a back-up method for the next 7 days. Use EC if she has had intercourse without using other protection in the prior 5 days.
(b) Complete the pack of pills, including the placebo pills. Use abstinence or a back-up method until she has taken 7 of the pills in the next pack. Use EC if any unprotected intercourse in the last 5 days.

2)   While these new missed pill rules are very complete, they are also complicated. The odds are that if patient missed a pill late in the pack, she probably missed a pill or took it late sometime earlier in the pill pack. For this reason, it has been suggested that if a patient misses any active pill, she should be instructed to:
a)   Take the missing pill ASAP. If she missed more than one pill, she should also take the pill for today.
b)	She should use abstinence or condoms for the next 7 days if she needed to take more than one pill.
c)	Finally she should use EC if she had any unprotected intercourse in the previous 5 days.
	c.	Advise patient to consult the Patient Information from manufacturer’s package insert.
11.	If vaginal rings are selected:
a.	If first ring placed in vagina during first 5 days of menses, no backup method is needed.
Instruct patient who needed EC to return for repeat UCG if no menses in 3-4 weeks or if symptoms of pregnancy develop.
b.   Reinforce education about correct ring placement, timing and removal. Teach use of tampon inserter to place ring, if needed.
c.	Advise patient to consult NuvaRing Patient Information from manufacturer’s package 	insert.
 d.  Suggest that patient store unused rings in refrigerator, because rings have longer shelf  life if they are refrigerated.  Caution patient not to store rings in freezer.
e.	Reinforce need to use rings continuously for 3 weeks at a time. Ring does not need to be removed during intercourse or during any treatments for vaginal infection.
f.	Advise patient to store ring in its foil pouch if she does remove it temporarily.
g.   If ring removed from vagina for more than 3 hours during any 24 hour period, recommend abstinence or use of a back-up method for next 7 days. Consider EC if intercourse occurred with ring out of the vagina more than 3 hours.
h.  	Women should not douche while using vaginal ring, but vaginal medications may be used.
i.	For women who want to have monthly bleeding, instruct them to remove their ring after 21 days of use. Their scheduled bleeding should start after the ring is removed. A new ring
should be placed 7 days after the old one is removed, regardless of whether her scheduled bleeding is over or not.
j.	For women who do not want to have monthly bleeding, advise them to remove the current ring after 28-31 days of use and to replace it immediately with a new ring. This extended cycle use may be continued for at least 12 months.
k.   Tell patient to place used vaginal rings into foil pouch or other sealable bag. Dispose of used rings in solid trash, not in toilet or trash compactor.
12. If the patient selects a transdermal combination contraceptive patch:
a.	Reinforce with patient the correct application process, correct patch location and timing of placement and removal.
b.   Remind patient about patch initiation instructions. Quick start is preferred method. First day start is acceptable. Women switching from pills should place first patch on during the first day of scheduled bleeding.
c.	Advise patient to consult Ortho-Evra Patient Information from manufacturer’s package insert. Tell patient that product labeling suggests that the risk of venous thromboembolism may be higher with the patch than with pill use, but that the risk of blood clots with the patch is less that the risk of blood clots if she gets pregnant.
d.   Advise about possible skin irritation. Tell her to stop patch use if she develops irritation and return promptly to get another method.
e.	Educate patient about recommendations for management of patch detachment.
1)	If patch detaches for less than 24 hours:
a)   Reattach. Do not use other tapes or bandages.
b)   If unable to reattach, discard that patch. Apply new patch. Change that new patch on usual day (same day that she would have changed old patch).
c)   No need for back up method.
2) 	If patch detaches for 24 hours or more or if she is not sure how long patch was detached, have patient place new patch and use abstinence or a back-up method for 7 days. Recommend EC if unprotected intercourse during last 5 days or during first 2 days of patch replacement.	
f.	Advise patient about what to do if she does not change her patch after 7 days.
Recommendations depend upon the week of patch use:
1)  	If first patch of cycle - apply new patch and use back-up method for 7 days.
	2) 	if second or third patch of cycle and:
a)   Late less than 48 hours – apply new patch.
b)   Late 48 hours or more – apply new patch and use back-up method for 7 days.
g.   Remind patients to avoid using any creams or lotions on the skin around the patch, since this will cause patch detachment.
h.   If the patient notes a grey lint ring on her skin after removal of the patch, recommend she apply hand or body lotion or even cooking oil to remove it.
i.	Tell patient to fold her used patch in half with adhesive sides together and place it in routine trash. Do not flush the patch down toilet or place it in trash compactor.				
REFER TO MD/ER
1. Any patient who declines pelvic examination but has symptoms or signs indicating need for evaluation.
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