EMERGENCY CONTRACEPTION (EC)


DEFINITION
[bookmark: _GoBack]Emergency contraception is a method that is used after unprotected intercourse to reduce a woman’s risk of becoming pregnant. It is not an abortifacient. The most effective method of emergency contraception is placement of a Copper IUD within 5 days of unprotected intercourse which has a failure rate of 0.1%.  Hormonal methods of EC include ulipristal acetate (Ella®), levonorgestrel (LNG) EC (Plan B One Step® and Next Choice®).  Ulipristal acetate can be taken up to 5 days (120 hours) after unprotected sex. Its efficacy does not diminish during that time (1-2% pregnancy rate) but obese women have higher failure rates with Ella than more slender women. LNG-EC is best taken within 12 hours; its failure rate increases to 4.1% if it is taken at the end of 3 days (72 hours). LNG-EC is less effective in overweight women and has only marginal efficacy in obese women. All hormonal EC products are available by prescription. LNG-EC is also available without prescription, but the patient must pay out-of-pocket for it. Encouraging women to use back-up contraception and (re) start their ongoing methods at the appropriate time is critical to the success of hormonal EC.

SUBJECTIVE
Must include:
1.   If acute need for EC:
	a.	LMP, PMP (prior menstrual period).
b.   History of any unprotected acts of intercourse since LNMP.
2.   If prescription is being given in advance of need:
	a.	Couple using a method which might not be correctly and consistently used.
	b.   Patient interested in having EC available in case of need.

Must exclude:
Contraindications:
1.   Pregnancy.
2.   Symptoms of pregnancy, unless pregnancy test negative.
3.   If considering copper IUD, any US MEC category 4 condition for IUD placement (or Category 3 without MD approval).

OBJECTIVE
Must exclude:
1.   Pregnancy.
2.   US MEC category 4 condition for method of EC being considered.

LABORATORY
Must include:
1.   For acute need:
	a.	Using Copper IUD or ulipristal acetate: Negative sensitive urine pregnancy test.
	b.   Using LNG-EC: Negative sensitive urine pregnancy test needed only for women with:
1)   Signs or symptoms of pregnancy.
2)   Delayed menses.
3)   Earlier episodes of unprotected intercourse which could have resulted in established pregnancy.

2.   For advance prescriptions of EC:
	a. 	LNG-EC: No test needed
	b. 	Ella: Patient must be able to perform home pregnancy test or come to clinic for testing

ASSESSMENT
Patient at risk for unwanted pregnancy who is a candidate for EC.

PLAN
1.   Acute need for EC. Try to establish why the patient’s method did not work and attempt to prevent repetition.
a.	Copper T-380A IUS is the preferred method for all women without US MEC category 3 or 4 conditions to its use. Use of the Copper IUD as EC is off-label. A pregnancy test should be performed prior to placement for documentation. No back-up method is needed after IUD placement. If the patient is interested in using the Copper IUD for EC, follow steps outlined in the protocol Identification of Intrauterine Device (IUD) Candidate.
	Note: The Copper T380A IUD has many important features for EC:
● It can be placed up to 120 hours after coitus.
● It is the most effective method of EC with a failure rate of about 0.1 – 0.7%
● It is immediately effective as an ongoing method.
● No back-up method is needed for 14 days
b.   Hormonal EC. For women who do not choose the Copper IUD for EC, recommendation for EC should be based on patient preference, patient BMI and time since intercourse. There are 3 options available for hormonal EC:
1)   Ulipristal acetate (UPA) 30mg tablet taken orally once. A pregnancy test should be performed prior to use for documentation. Pills, patches and vaginal rings may be (re) started the next day. It may be possible to give DMPA Quick Start. Abstinence or back up method will be needed.
Note: UPA has many important features for EC:
● It can be taken up to 120 hours after coitus on label
● It is more effective than LNG EC, especially for women with BMI >25 kg/m2 (See
Table 1)
● Its efficacy does not diminish with time since coitus (See Table 2)
● It works by inhibiting ovulation up to the time of follicle rupture. It has no impact on implantation
Note: Average expected pregnancy rate with no EC = 6.2 – 7.4%

					











Table 1:  Efficacy by BMI
Pregnancy Rate (%)

	BMI Kg/m2
	Ulipristal Acetate
	LNG-EC

	< 25
	1.1
	1.3

	25 – 29.9
	1.1
	2.5

	>30
	2.6
	5.8




Table 2: Efficacy by Time since Intercourse
Pregnancy Rates (%)

	Hours since intercourse
	Ulipristal acetate
	LNG-EC
	COC-EC

	<12
	
	0.5
	

	12-24
	
	1.5
	

	25-36
	
	1.8
	

	37-48
	
	2.6
	

	49-60
	
	3.1
	

	61-72
	
	4.1
	

	Overall 72h
	1.4
	2.2
	3.2

	73-96
	1.7
	
	

	97-120
	1.3
	4.5
	

	0-120
	1.97
	
	



2)  LNG EC (1.5 mg) taken as one dose orally (preferred dosing) or as 2 tablets
LNG EC (0.75 mg) taken one tablet orally 12 hours apart. LNG-EC can be taken on label up to 72 hours after intercourse and off-label up to 120 hours following sex. Pregnancy testing is not necessary unless symptoms or history suggest the need. Abstinence or a back- up method should be used for 7 days following LNG-EC. Hormonal methods may be initiated promptly following ingestion of LNG-EC following Quick Start protocols.
Note: LNG EC is not as effective as UPA
 	Especially in overweight and obese women (See Table 1)
 	Especially if taken more than 12 hours after intercourse (See Table 2)
 	Its efficacy diminishes rapidly with time since intercourse, so advance prescription for future use is helpful.
		  	LNG-EC works by ovulation suppression up to the beginning of the LH surge.
· LNG-EC is available both by prescription for women of all ages and without a prescription for women 15 years and older. Patients should understand that insurance will not cover the cost without a prescription.
3)	Refer to Contraceptive Technology, 20th edition (page 115) if combined oral contraceptive pills are used for emergency contraception.
4)  If a woman does become pregnant despite use of EC, the risk of ectopic pregnancy is slightly higher than background rates.
2.   	Advance prescription of EC.
a.	In general, the LNG-EC products are best for this application. Provide patient with product or give her a prescription that she should fill at once to have on hand. Insurance will probably cover at least part of the cost if she has a prescription. If possible, write for several refills.
1)   Advise her to keep her EC in a readily accessible site.
2)   Remind her to use EC as soon as possible following unprotected sex.
3)   Ask her to request new prescription whenever she runs out or if the product expires.
4)  Let patient know that LNG-EC products are available at pharmacies without a prescription, but she will have to pay full price to purchase the product if she does not have a prescription.
	b. 	Ella may be provided by prescription in advance of need, but make sure patient understands she should do a home pregnancy test before she starts Ella, to document that she is not pregnant. It is not clear if Ella could have an adverse impact on an established pregnancy. Because women have 5 days to come to the office to obtain a prescription for Ella, there is less need for advance prescription of Ella than there is for LNG-EC products.

PATIENT EDUCATION
1.	If patient uses Copper IUD, provide patient education from protocol Identification of Intrauterine Contraceptive (IUC) Candidate and Placement of Intrauterine Contraceptive.
2.	If she uses any hormonal EC, reinforce that hormonal EC works best if taken as soon as possible after unprotected intercourse.
a.	If she uses ulipristal acetate: (Ella)
1)  Advise that this is the most effective hormonal EC.
2)  For women who do not use LARC or hormonal methods advise using a back-up method for 14 days.
3) 	Advise her to return to clinic for pregnancy testing if her menses are delayed by more than 2 weeks.
	b.   If she uses LNG-EC, advise her that
1)  LNG EC works best if taken within 12 hours of intercourse.
2)  LNG EC may be used for up to 120 hours after exposure, but pregnancy rates are much higher when it is used that late.
3)  Advise her to resume use of her primary method of contraception immediately and to use backup   method for 7 days following EC.
4)  Caution her that the LNG-EC does not work nearly as well in overweight women and has only a small effect when used by obese women.
5)  Advise her to return for pregnancy testing if her menses does not start within 2 weeks or if symptoms of pregnancy develop.
6)  Tell her that all hormonal methods of EC work only to block ovulation. They are not anything like an abortion. They are contraceptives.
c.  	Advise patient that hormonal EC will not work if she is already pregnant. Inform her that if she has conceived less than 10 days ago, the pregnancy test may not be able to detect that pregnancy at this time.
d.   Review mechanisms of action. Hormonal EC does not cause abortion but suppresses ovulation. It is a contraceptive. LNG EC will not harm a fetus if the woman uses it while she is pregnant. There is no evidence that UPA will harm a pregnancy.
e.	Describe temporary common side effects with hormonal EC:
1)	Irregular bleeding or spotting.
2)  Change in onset of next menses.

3)  Short term headache, bloating, breast tenderness and other hormonal side effects.
4)  Nausea and/or vomiting. Tell patient that nausea may occur, especially with estrogen- containing pills; incidence significantly lower with levonorgestrel EC than with conventional pills. Nausea may be reduced if pills are taken with food.
f.	Reinforce concept that hormonal EC is for emergency use only and should not be considered a primary method of contraception.
g.	Advise that hormonal EC will not protect her from any future acts of unprotected intercourse. She should resume an ongoing method as instructed.
h.	Reinforce with patient that hormonal EC is not perfect. Remind patient to get pregnancy testing if she has had no menses in 3 weeks after using hormonal EC.
i.	For patient getting EC ahead of time (advanced prescription):
1)  Advise her that some pharmacies may not rapidly fill prescription.
2)  Recommend she have prescription filled soon and keep EC readily available.
3)  Instruct patient to check for expiration date and to review instructions on how to use.
4)  Remind patient that EC is not effective if she is already pregnant.
5)  Reinforce need to promptly resume ongoing method after using LNG-EC and to use backup methods. EC will not protect her from additional acts of unprotected intercourse.
6)  Remind women planning to get Ella in advance of need that they should have a pregnancy test before they start Ella.
3.	Instruct patient that EC will not protect against STI.
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