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POLICY:  This policy follows the recommendations of the U.S. MEC, 2016; U.S. SPR, 2016; and USPSTF. 
PURPOSE: This policy provides direction for reproductive health clinics to assist clients in the use of emergency contraception. 
Emergency contraception (EC) consists of several different formulations which can be used by women to prevent pregnancy after unprotected sexual intercourse, or a known or suspected contraceptive failure.  Emergency contraceptive pills (ECPs) prevents pregnancy primarily by delaying or inhibiting ovulation and inhibiting fertilization.  Best available evidence indicates that the ability of Levonorgestrel and Ulipristal acetate ECPs to prevent pregnancy can be fully accounted for by mechanisms that do not involve interference with post-fertilization events. 
Cu-IUD may be used as an emergency method of contraception and acts primarily to prevent fertilization.  The release of copper causes an inflammatory reaction within the intrauterine environment that is toxic to sperm and ova.  This impairs sperm function and prevents fertilization.  
EC does not cause abortion or harm an established pregnancy.  ECPs should be used as soon as possible and within 120 hours of unprotected sexual intercourse.  Cu-IUD may be inserted up to 5 days after unprotected sexual intercourse.  EC may be provided for immediate use or provided in advance for future use.  Additional guidance is provided in the “Plan” section for the pill formulations of EC. 
Formulations: There are four options of EC available in the United States, including: 
· Cu-IUD for immediate use.
· Levonorgestrel formulations for immediate and future use–is available in a 1.5 mg single dose tablet.
· Ulipristal acetate (ella®) for both immediate and future use–is available in a 30-mg single dose tablet. 
· Combined estrogen and progestin or the Yuzpe formulation (for immediate use) is available in a two-dose regimen. (Yuzpe regimen includes one dose of 100 µg of ethinyl estradiol plus 0.5 mg of levonorgestrel followed by a second dose of 100 µg of ethinyl estradiol plus 0.5 mg of levonorgestrel 12 hours later.)
PROTOCOL: 
1. (insert AGENCY name) MDs, NPs, PAs, DOs, NDs, and RNs may provide EC to any client who requests this method and has no U.S. MEC category 4 risk conditions.  Only prescribing providers trained in the insertion of the Cu-IUD may perform the insertion of this method of EC.

a) Cu-IUD: Intrauterine contraceptives are among the safest and most effective methods of contraception available today.  The Cu-IUD can be inserted for use as EC within 5 days of unprotected sexual intercourse; if the day of ovulation can be estimated, the Cu-IUD can be inserted beyond 5 days after sexual intercourse, as long as insertion does not occur > 5 days after ovulation.
Effectiveness of the Cu-IUD is not affected by weight or body mass index (BMI).
· Category 4 risk conditions (risk of use outweighs the benefits of pregnancy prevention):
1) Anatomic abnormalities: distorted uterine cavity;
2) Cervical cancer: awaiting treatment for initiation of method;
3) Endometrial cancer for initiation of method;
4) Gestational trophoblastic disease: persistently elevated ß-hCG levels;
5) Current pelvic inflammatory disease for initiation of method;
6) Postabortion: immediately post-septic abortion;
7) Postpartum: puerperal sepsis;
8) Current pregnancy;
9) STIs: current purulent cervicitis or CT/GC infection for initiation of method; 
10) Pelvic Tuberculosis for initiation of method; or
11) Unexplained vaginal bleeding with suspicion for serious condition (before evaluation) for initiation of method. 
· Category 3 risk conditions (must consult with prescribing provider prior to initiation as the theoretical or proven risk may outweigh the advantages of using the method:
1) Solid organ transplantation: complicated for initiation of method; 
2) Systemic lupus erythematosus: severe thrombocytopenia for initiation of method; 
3) Pelvic Tuberculosis for continuation of method.  

b) Levonorgestrel EC: Progestin-only ECPs (Plan B one step and its generic forms Take Action, Next Choice one dose and My Way) are available over-the-counter for males and females of any age.   It is recommended that women take levonorgestrel EC as soon as possible but within 72 hours of unprotected intercourse (UPS).  Levonorgestrel may be taken up to 120 hours after UPI, however, recent evidence suggests that it is ineffective if taken more than 96 hours after UPI.  Women weighing more than 154 pounds should be informed that the effectiveness of levonorgestrel may be decreased. 
According to the U.S. MEC, there are no category 3 or 4 risk conditions for the use of progestin-only EC given that the duration of use is less than that of regular use and would be expected to have less clinical impact.  Recurrent EC use is an indication that the woman requires further counseling about other contraceptive options.  Recurrent use may be harmful for women with U.S. MEC conditions classified as 2, 3, or 4 for progestin-only pills.
· Contraindications (There are no U.S. MEC category 3 or 4 risks conditions): 
1) Pregnancy: Use of levonorgestrel EC once a pregnancy has been established is not harmful to the pregnancy but simply provides no benefit.

c) Ulipristal acetate (ella®): Ulipristal acetate (ella®), a selective progesterone receptor modulator, is a more recently approved option for EC.  Ella® should not be taken if pregnancy is suspected or known.  A pregnancy test should be performed to rule out pregnancy.  Ella® does not interrupt an existing pregnancy.  It is not recommended to use ella® for breastfeeding women as it is not known if any active metabolites are excreted into the breast milk.  Breastfeeding women should be informed not to breastfeed for one week, rather they should express and discard the breast milk to maintain lactation.   ella® is available by prescription only.  ella® should be administered as soon as possible and within 120 hours of UPI.  Studies have shown no significant reduction in effectiveness with increasing time between UPI and taking ella® (up to 120 hours).  Some limited data suggest ella® could be less effective for women with a BMI over 35.  Recent studies looking at repeated use of ella® within the same menstrual cycle showed no safety concerns, indicating ella® can safely be used more than once per cycle.    ella® is a antiprogestin, With the progestin component of hormonal contraceptives and ella® both binding to the progesterone receptor, using them together may decrease the ability of ella® to delay ovulation. After using ella® a woman should use a reliable barrier of contraception for the next 14 days.  If a woman wishes to start using a hormonal contraception after using ella®, she should delay starting for at least 5 days and use a reliable barrier method for the next 14 days.  
· Contraindications (There are no U.S. MEC category 3 or 4 conditions):
1) Pregnancy;
2) ella® is not recommended for use by breastfeeding women.

· Warnings and Precautions
1) After use of ella®, a reliable barrier method of contraception should be used with subsequent acts of intercourse that occur within the next 14 days. 
2) 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®.

d) Yuzpe – ECP containing ethinyl estradiol and levonorgestrel: The Yuzpe method for EC has been in place since the mid 1970’s but has been rarely used since the advent of levonorgestrel and ulipristal formulations.  The standard dosage consists of ethinyl estradiol, 100 μg, and levonorgestrel, 0.5 mg, to be taken within 72 hours of UPI and repeated 12 hours later.  The Yuzpe method of EC has been shown to be about 75% effective and requires a prescription.  See Attachment 1 for a chart of commonly used combined oral contraceptive pill (COCP) EC dosages.  At this point, there are no documented studies that evaluate the impact of weight or BMI on the effectiveness of this method. 
According to the U.S. MEC, there are no category 3 or 4 risk conditions for the use of combined oral contraceptives as EC given that the duration of use is less than that of regular use and would be expected to have less clinical impact. Recurrent EC use is an indication that the woman requires further counseling about other contraceptive options.  Recurrent use may be harmful for women with U.S. MEC conditions classified as 2, 3, or 4 for COCP.
· Contraindications: 
1) Pregnancy: Use of COCP once a pregnancy has been established is not harmful to the pregnancy but simply provides no benefit.

e). No one should be denied or discouraged from using ECPs based on weight.  Clients with higher body weights should be provided with information on the most effective form of EC for them.

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. Screen client for appropriateness to receive EC:
a) Last normal menstrual period;
b) Date and time of unprotected intercourse;
c) Current contraceptive method;
d) Ensure that client is not wanting to be pregnant;
e) Assess need for future-use EC;
f) Rule out contraindications per U.S. MEC category 3 and 4 risk conditions; and
g) Obtain weight/BMI in order to offer the most effective EC formulation.
3. 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 sexually transmitted infections (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.
4. Review last menstrual period (LMP) and compliance with contraceptive method (if applicable).  Assess for risk of current pregnancy.  Offer pregnancy test if indicated.
a) 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.  
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
7. Body Mass Index (BMI) 
a) [bookmark: _Hlk533071846]Screen all adults for obesity
i. Offer or refer clients with a BMI of 30 kg/m2 or higher to intensive, multicomponent behavioral interventions; USPSTF Grade B Recommendation. (September 2018)  
b) Screen children aged 6 years and older for obesity and offer or refer them to comprehensive, intensive behavioral interventions to promote improvement in weight status (USPSTF, June 2017); Grade B Recommendation.
8. Screen for STIs (if the client has not been screened) according to STI screening guidelines (see STI Screening Policies and Procedures).
9. Discuss 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, then 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.
10. Discuss EC options available for the individual client incorporating information regarding effects of weight/BMI on efficacy of EC of formulation.  Start the discussion with the most effective options, ending with least effective. 
11. 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.
PLAN:
1. Administer/provide selected EC formulation (see below).
a) Cu-IUD:
· Scheduling:
1) RN will schedule client with NP/PA/MD/DO/ND for insertion the same day if possible, and within 120 hours of unprotected intercourse.
· Insertion:
1) NP/PA/MD/DO will follow the IUD policy and procedure for insertion of the device. 
· Client education:
1) Follow the client education steps outlined in the Intrauterine Contraception - IUD/IUS Policies and Procedures.
2) Instruct the client to return to the clinic for a pregnancy test if no menses occurs within the next 3 weeks.
b) Levonorgestrel EC:
· Administration:
1) Administer levonorgestrel EC tablet as soon as possible (ASAP) while the client is in the office; otherwise instruct the client to take the pill ASAP within 120 hours after UPI.  
2) If a two-pill formulation of levonorgestrel is used, administer both pills together as a single dose.
3) Advise the client to eat or drink something, if possible, prior to administration to prevent nausea.  
4) If vomiting occurs within one hour of taking the dose, the client should repeat the dose.  May use over-the-counter anti-nausea drugs: 
· Dramamine 50 mg  1-2 tablets by mouth every 4-6 hours;
· Benadryl 25 mg  1-2 tablets by mouth every 4-6 hours.
· Dispensing for future use:
1) 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, and the practice of providing EC to all clients represents a significant cost to the agency with no measurable impact.  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.
· Client education:
1) Give client copy of EC information/fact sheet.
2) When a two-pill formulation is used, instruct the client to take both pills together as a single dose.
3) Counsel the client on the effects of weight on efficacy of EC.
4) Levonorgestrel EC is not contraindicated for those weighing over 154 pounds or with a BMI over 25; it just might not be effective.
5) Instruct the client to abstain or to use a barrier or hormonal contraception until their next menses, as this EC formulation will not provide pregnancy protection for future acts of UPI.
6) Any contraceptive method may be started immediately after the use of levonorgestrel EC.
7) Discuss and facilitate plans for future contraception, beginning with the most effective methods.
8) Recommend the use of condoms for protection from STIs/HIV – offer/dispense condoms.
9) Provide counseling on the contraceptive method currently used or initiated at this visit.
10) Offer and schedule all clients for a Prescription Visit with the clinic’s prescribing provider in order to obtain a written prescription for continuation of the birth control method.
11) 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.
12) Advise the client to call the clinic if she has any questions or concerns regarding this contraceptive method.
13) Inform the client that any signs or symptoms of complications should be reported to the clinic; if the clinic is not open, the client should call 911 or go to the emergency room. 
14) Over-the-counter EC formulations may be made available to clients as a supply pick-up when the client previously received complete counseling and written information on the particular EC formulation.  Refer to 340B Eligible Patient definition in the Pharmacy – Dispensing Medications Policies and Procedures.
c) Ulipristal acetate (ella®)
· Administration:
1) Administer ella® tablet ASAP while client is in the office; otherwise instruct the client to take the pill ASAP within 120 hours after UPI.
2) The prescription may be called into a local pharmacy for an established client.
3) Advise the client to eat or drink something, if possible, prior to administration to prevent nausea.
4) If vomiting occurs within one hour of taking the dose, the client should repeat the dose.  May use over-the-counter anti-nausea drugs:
· Dramamine 50 mg  1-2 tablets by mouth every 4-6 hours;
· Benadryl 25 mg  1-2 tablets by mouth every 4-6 hours.
5) 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®, and she should use a reliable barrier method for the next 14 days. 
· Dispensing for future use: 
1) 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, and the practice of providing EC to all clients represents a significant cost to the agency with no measurable impact.  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.
· Client education:
1) Give the client a copy of EC information/fact sheet.
2) Counsel the client on the effects of weight on efficacy of EC.
3) ella® is not contraindicated for those weighing over 193 pounds or with a BMI over 35; it just might not be effective.
4) Instruct the client to abstain, use a barrier method, or hormonal contraception to prevent pregnancy.  If she is currently using a hormonal method (pill, patch, or ring), or plans on using a hormonal method, the client should suspend use of the method until at least 5 days after taking ella®.  Instruct the client to use condoms as a back-up method for the next 14 days. 
5) Discuss and facilitate plans for future contraception, beginning with the most effective method.
6) Advise the client to use condoms for protection from STIs/HIV—offer/dispense condoms.
7) Provide counseling on contraceptive method currently used or initiated at this visit.
8) Offer and schedule all clients for a Prescription Visit with the clinic’s prescribing provider in order to obtain a written prescription for continuation of the birth control method.
9) 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.
10) Advise the client to call the clinic if she has any questions or concerns regarding this contraceptive method.
11) Inform the client that any signs and symptoms of complications should be reported to the clinic, if the clinic is not open, the client should call 911 or go to the emergency room.
d) Yuzpe
· Administration:
1) When administering EC to clients presenting to the clinic for care, other formulations are preferable to the yuzpe method, simply because they are better tolerated by the client.  Therefore, most often the yuzpe method will be utilized by clients in need of EC who have no future-use EC at hand or are unable to obtain EC from a pharmacy, are unable to return to the clinic, and have combined oral contraceptive pills (COCP) on hand.
2) Determine the type of COCP on hand by referring to the yuzpe chart for the number and color of pills needed for each dose. (see Attachment 1)
3) Consult with the prescribing provider for written or verbal orders for EC dosage.
4) Advise the client to eat or drink something, if possible, prior to administration to prevent nausea.
5) May use over-the-counter anti-nausea drugs:
· Dramamine 50 mg  1-2 tabs by mouth every 4-6 hours;
· Benadryl 25 mg  1-2 tabs by mouth every 4-6 hours.
· Client education:
1) Give the client a copy of EC information/fact sheet.
2) Instruct the client to abstain or use barrier or hormonal contraception to prevent pregnancy.  If already using a hormonal method but incorrectly or inconsistently, instruct the client to use condoms as a back-up method until their next menses.
3) Discuss and facilitate plans for future contraception, beginning with the most effective methods.
4) Provide counseling on contraceptive method currently used or initiated at this visit.
5) Offer and schedule all clients for a Prescription Visit, if indicated, with the clinic’s prescribing provider in order to obtain a written prescription for continuation of the birth control method.
6) 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.
7) Advise the client to call the clinic if she has any questions or concerns regarding this contraceptive method.
8) Inform the client that any signs and symptoms of complications should be reported to the clinic, if the clinic is not open the client should call 911 or go to the emergency room.
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ATTACHMENT 1: Emergency Contraceptive Dosages

	Brand
	Manufacturer 
	Pills per Dose 
	Ethinyl Estradiol per Dose (mcg) 
	Levonorgestrel per Dose (mg)

	Dedicated emergency contraception (take one dose)

	Plan B One-StepTM 
	Teva 
	1 white pill 
	0 
	1.5 

	Next Choice®
	Watson 
	2 peach pills 
	0 
	1.5 

	ella®
	Watson 
	1 white pill 
	0 
	0

	Combined progestin and estrogen pills (take two does 12 hours apart) 

	AvianeTM 
	Teva 
	5 orange pills 
	100 
	0.50 

	CryselleTM 
	Teva 
	4 white pills 
	120 
	0.60 

	EnpresseTM 
	Teva 
	4 orange pills 
	120 
	0.50 

	JolessaTM 
	Teva 
	4 pink pills 
	120 
	0.60 

	Lessina®
	Teva 
	5 pink pills 
	100 
	0.50 

	LevoraTM 
	Watson 
	4 white pills 
	120 
	0.60 

	Lo/Ovral®
	Akrimax 
	4 white pills 
	120 
	0.60 

	LoSeasonique®
	Teva 
	5 orange pills 
	100 
	0.50 

	Low-Ogestrel®
	Watson 
	4 white pills 
	120 
	0.60 

	LuteraTM 
	Watson 
	5 white pills 
	100 
	0.50 

	Lybrel®
	Wyeth 
	6 yellow pills 
	120 
	0.54 

	Nordette®
	Teva 
	4 light-orange pills 
	120 
	0.60 

	Ogestrel®
	Watcon 
	2 white pills 
	100 
	0.50 

	Portia®
	Teva 
	4 pink pills 
	120 
	0.60 

	Quasense®
	Watson 
	4 white pills 
	120 
	0.60 

	Seasonale®
	Teva 
	4 pink pills 
	120 
	0.60 

	Seasonique®
	Teva 
	4 light-blue-green pills 
	120 
	0.60 

	SronyxTM 
	Watson 
	5 white pills 
	100 
	0.50 

	Trivora®
	Watson 
	4 pink pills 
	120 
	0.50 
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