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Program Overview: Accidents happen, that's why we have emergency contraception (the morning after pill).
Emergency contraception (EC) is a safe and effective way to prevent pregnancy after unprotected intercourse. It can
be started up to five days (120 hours) after unprotected intercourse. This knowledge based activity will enhance the
health care providers understanding of emergency contraception and how to counsel patients on the proper use of EC.

s:

Explain the consequences of unintended pregnancy.

Compare and contrast emergency contraceptive methods.

Describe the ideal candidate for use of emergency contraception

Discuss the mechanism of action, efficacy, dosing, safety, and tolerability of progestin-only emergency contraception
Demonstrate how to counsel patients regarding the proper use of emergency contraception

This program has been brought to you by PharmCon
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Speaker: Dr. Borgelt is an Associate Professor at the University of Colorado Denver in the
Departments of Clinical Pharmacy and Family Medicine. She received her Bachelor of Science degree
from the University of lowa and her Doctor of Pharmacy degree from the University of Colorado. She
completed a Primary Care Residency with the University of Colorado and Kaiser Permanente Rocky
Mountain Division. Dr. Borgelt is a board certified pharmacotherapy specialist and a fellow of the
American College of Clinical Pharmacy.

Speaker Disclosure: Dr. Borgelt has no actual or potential conflicts of interest in relation to this
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Learning Objectives

Explain the consequences of unintended
pregnancy

Compare and contrast emergency contraceptive
methods

Describe the ideal candidate for use of emergen
contraception

Discuss the mechanism of action, efficacy, dosing
safety, and tolerability of progestin-only
emergency contraception

Demonstrate how to counsel patients regarding
the proper use of emergency contraception
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Outline

A Introduction
A Unintended pregnancy
U Prevalence
U Consequences
A Emergency contraception
U Regimens
i Mechanism of action
U Efficacy and dosing
U Safety and tolerability
0 Over-the-counter status
A Role of the pharmacist
i Counseling
i CARE program
U Clinical pearls
A Conclusions and questions

TRUE OR FALSE:
The most common form of
contraception used in the United
States is the oral contraceptive pill.

Contraceptive Use in the U.S.

2% 4%
5%

B Tubal sterilization
Pill
Male condom
Vasectomy
Withdrawal

H Injectable

u |UD

B Other

31%

Alan Guttmacher Institute. Facts on Contraceptive Use. January 2008.

Interesting Facts about
Contraception in the U.S.

A 62% of the 62 million women aged 15-44 currently
practice contraception

A 31% of the 62 million women do not need a method

A Only 7% of women aged 15 44 are at risk of
unwanted pregnancy, but not using contraceptives

A Among the 42 million fertile, sexually active women
who do not want to become pregnant, 89% are
practicing contraception

Alan Guttmacher Institute. Facts on Contraceptive Use. January 2008.
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Wh a't
The number of women that

A A condom broke or slipped off experience an unintended

A Two or three birth control pills were pregnancy in one year is1in
missed —

A Diaphragm or cervical cap was not ‘/
used correctly A.10

p -
A Birth control was not used during sex !r B. 20
A Sex occurred unexpectedly C. 50
A Sex was forced )

D. 100

Unintended Pregnancy Pregnancy Distribution

A Definition FIGURE 1. Percentage distribution of pregnancles, by intemd-
i A pregnancy that is either mistimed or unwanted at the time of edness and outcome, 2001
conception Unintandsd Intandad
a0,

A The facts
U In 2001, 49% of pregnancies were unintended
U 48% of unintended conceptions occurred during a month when
contraceptives were used
U Risk factors: women aged 18-24 years, unmarried, low-income
status, did not complete high school, minority
U Highest rates occur in women 15-19 years Nt millicns pregnanciez
U One of every two women aged 15 44 in the United States has Uniintsndad Intandad

experienced at least one unintended pregnancy . Eetaltossas Births

1in 20 American women has an W orior: Il Fetione:
unintended pregnancy each year Brths

Perspectives on Sexual Reproductive Health 2006;38:90-96. J Adoles Health 2010 (Available at:
) Fam Plann Perspect 1998;30:24-9, 46 Perspectives on Sexual Reproductive Health 2006:38:90-96.
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Why Do Unintended
Pregnancies Happen?

A Lack of preparation
A Lack of education
A Poor communication between partners
A Limited success with contraception
U Ambivalence about contraception and pregnancy
U Lack of access to most effective methods
U Method side effects
U Difficulties using methods
U Lack of satisfaction with or availability of providers

Contraception 2008;78:355-357.

Committee on Unintended Pregnancy
Institute of Medicine, 1995

“The consequences

pregnancy are serious, imposing

appreciable burdens on children,
wo me n, men, and

The Best Intentions: Unintended Pregnancy and the Well-Being of Children and Families.
Washington, DC: National Academies Press. 1995.

Consequences of
Unintended Pregnancy

Maternal behavior

Maternal Infant and
Pregnancy status during pregnancy Birth outcomes

postpartum behavior child health

Pregnancy
Intended termination Morbidity

Sale abortion and mortality
Unintended Unsafe abortion Stillbirth
Mistimed Nutritional

Unwanted status

chila
Pregnancy Live Birth Breasticeding development

Risky behaviors
Up to God Antenatal care A :;/JW birth weight Preventive care ¥ Child abuse
Delivery care rematurity Curative care

Parental and sibling health and welkbeing: Mortalty, physical healthimorbidity, mental health, marital and famiy
instatility, domesfc violence

Ambivalent

Studies in Family Planning. 2008;39(1):18-38.

What If We Could Reduce
Unintended Pregnancy?

By averting the 52 million unwanted
pregnancies that occur worldwide each year,

22 million induced abortions,
1.4 million infant deaths,
and 142,000 maternal deaths
could also be prevented

Adding It Up: The Benefits of Investing in Sexual and Reproductive Health Care. New York
and Washington, DC: Alan Guttmacher Institute and United Nations Population Fund. 2003.
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Emergency Contraception
We can reduce American Academy of Pediatrics:

uni ntended pregn The use of hormona

within 72 to 120 hours after unprotected

Emergency Contraception (EC) or underprotected coitus for the

prevention of uninte

Pediatrics 2005;116(4):1038-1047

Conception Timeline EC: Regimens

duplication

Timeal DA 4 A Copper intrauterine device (IUD)

A Progestin-only
U Plan B OneStep®, Next Choice®

A Combined estrogen-progestin (Yuzpe regimen -
two doses of 100 mcg ethinyl estradiol plus 0.5
mg levonorgestrel taken 12 hrs apart)

A Alesse 5 pink pills 100 mcg EE  0.50 mg LNG
/ Nordette 4 light-orange pills 120 mcg EE  0.60 mg LNG

. A0 Levlen 4 light-orange pills 120 mcg EE  0.60 mg LNG
Why is there such debate about this topic? Levlite 5 pink pills 100 mcg EE 0.50 mg LNG

Adapted from http://connection.lww.com/Products/sadler/images/figurelarge2-11.jpg
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EC: Dosing

A Levonorgestrel (0.75 mg) regimen
U 2 doses: 1 tablet ASAP (within 72-120 hours),
1 tablet 12 hours later

U 2 doses: 1 tablet ASAP (within 72-120 hours),
1 tablet up to 24 hours later

i 1 dose (1.5 mg): 1 tablet ASAP -

AYuzpe regimen
U 2 doses: #x tablets ASAP (within 72-120
hours), #x tablets 12 hours later

Lancet 2002;360:1803-1810
Contraception 2002;66:269-273
Hum Reprod 2004;20:307-311

Who is Eligible for EC?

A No contraception used during intercourse

A Condom slipped, broke, or leaked

A Incorrect use of diaphragm or cervical cap

A Missing combined oral contraceptives (COCs)

A 3 hrs | at-enlyfpibr progestin
A 2 day |l ate starting new v
A 2 day | ate starting new p

A Couple erred in practicing coitus interruptus or periodic
abstinence

A IUD partially or totally expelled or has been removed 7
days after last act of intercourse

A Woman exposed to possible teratogen (e.g., retinoic acid)

Contraceptive Technology. 19" ed. New York: Ardent Media Inc, 2007

EC: Effectiveness

Method Effectiveness # Expected
Pregnancies

No treatment 80/1000

Copper IUD 99% (99-100%) 1/1000

Levonorgestrel 89% (52-94%) 10/1000 I
74% (47-89%) 20/1000

Contraceptive Technology. 19t ed. New York: Ardent Media Inc, 2007
March 2010

EC: Effectiveness

Pregnancy Rate (%)

0.5

0-12 13-24  25-36  37-48 49-60 61-72
Time Interval Before Treatment (hours)

Clin Obstet Gynecol 2007;50(4):927-936
Lancet 1999;353:721



http://www.planbonestep.com/index.aspx
http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
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Hormonal EC: Mechanism of Action

APreventing or postponing
ovulation by suppressing,
blunting, or delaying LH surge

A Possibly prevent the sperm and the egg from
meeting by affecting the cervical mucus or
the ability of sperm to bind to the egg

Clin Obstet Gynecol 2007;50(4):927-936

ICEC and FIGO 2008 http://www.figo.orgffiles/figo-
corp/International%20consortium%20for%20emeraency%20contraception%20statement 0.odf

Conception Timeline

Yuzpe and levonorgestrel
regimens

Adapted from http://connection.lww.com/Products/sadlerfimages/figurelarge2-11.jpg

Hormonal EC: Mechanism of
Action and Effectiveness

Evidence: no
post-fertilization
effect

50

lormone Level

I E
EffectivenesL 90% 57% : 0%
Follicle size 12-17 mm 218 mms

0

R - TR R N N N I

’\@q{\r

Day of Month

Contraception 2004:70:442-450. Population Briefs 2005:11(2):3.

Summary:
Mechanism of Action

KEY POINT:

Primary mechanism for both
emergency contraception and
traditional contraception is a
delay or inhibition of ovulation




Page 8

PHARMCON

www.FreeCE.com

Get the Facts About Emergency Contraception

© 2010 Pharmaceutical Education Consultants, Inc. unless otherwise noted. All rights reserved.
Reproduction in whole or in part without permission is prohibited.

Levonorgestrel EC:

Hormonal EC: Adverse Effects

Contraindications

A Levonorgestrel EC

AKnown or suspected pregnancy U

i

U Menstrual cycle

U Headaches
U Breast tenderness
U Dizziness

Plan B One Step package insert (August 2009)

A Yuzpe regimen EC

Nausea: 18% 0 Nausea: 50%

Vomiting: 4% U Vomiting: 20%

U Anti-emetic therapy may
be needed 1 hour before
1st dose

U Menstrual cycle
changes/irregular
bleeding

U Headaches
U Breast tenderness
U Dizziness

changes/irregular
bleeding

Clin Obstet Gynecol 2007;50(4):927-936
March 2010

EC: OTC Status in U.S.

AOTC option for women
A Prescription-only for women < 17 years

age

A and are approved
for sale without prescription to women and men 17
and older. Women aged 16 and younger need a
prescription.

(the original version, which contains 2 pills
instead of one) is still carried in some pharmacies
but will be phased out soon. To buy this pill
without prescription, you must be aged 18 or older.

http://ec.princeton.edu/questions/brands-USA.html

A

TRUE OR FALSE:

Pharmacists should have the

right to refuse dispensing
emergency contraception.



http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/pills/plan-BOneStep.html
http://ec.princeton.edu/pills/plan-BOneStep.html
http://ec.princeton.edu/pills/plan-BOneStep.html
http://ec.princeton.edu/pills/Next Choice.html
http://ec.princeton.edu/pills/plan-B.html
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EC: Pharmacists Right to Refusal EC: Patient Counseling

A Make certain that the patient does not want
Arguments in Favor Arguments Against pregnancy
A Can and should exercise A Choose to enter a A Explain that EC does not protect from sexually
independent judgment profession bound by _ transmitted infections (STls)
A Should not forsake morals ~fiduciary responsibilities A Explain how to take EC regimen
as a condition of A EC is not an abortifacient A Describe side effects: nausea and vomiting.
employment A Objections significantly headaches, breast tenderness, and dizziness

A Integral to democracy affect patient A Recommend an at home pregnancy test and
A Great potential for abuse medical follow up if the patient does not have a
B o normal period within 3 weeks
A Recommend not having unprotected intercourse
in the days or weeks following treatment

New Engl J Med 2004;351:2008-12

CARESM (Convenient Access,
Responsible Education) Program

A As a pharmacist, if a woman comes in AFour core elements
for EC, take the opportunity to counsel U Labeling/packaging/informational toll free #
on the foIIowing: Dispensed as either Rx or OTC product
U Education
Healthcare professionals and consumers
U Distribution
Appropriate retail pharmacy outlets
U Monitoring
Trends in EC use

EC: Patient Counseling

U Proper contraception techniques and
methods available

U Risk of STls and regular examinations by a
physician or health care provider

http://lwww.accessdata.fda.gov/drugsatfda_docs/appletter/2009/021998s000ltr.pdf
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COUNSELING PEARLS

What questions do you get
from patients about
emergency contraception?

#1: Menstrual Cycle Changes

The Menstrual Cycle

1 1day Nodif 92 days

Day of Month

After EC taken, menses usually occurs within
1 week before or after the expected time.
Contraception 2006;74:118-124

#2: Starting/Restarting Routine
Contraception

A Condom or spermicide: immediately
A Diaphragm or cervical cap: immediately

A Combined oral contraceptive: begin day after EC
treatment complete (use condoms x 7 days) or
beginning of next menstrual period

A Vaginal ring, patch or progestin-only pills: begin
day after EC treatment complete (use condoms x
7 days) or within 5 days of next menstrual period

Start routine contraception as soon as possible.

Clin Obstet Gynecol 2007;50(4):927-936

#3: Frequent Use of EC

A When EC is frequently used, it does NOT:

U Increase risk taking

U Adversely effect regular contraceptive use

U Increase the incidence of STls

U Increase sexual activity level or risks among teens
A Repeated use is not known to pose health risks
A When EC is used frequently, it IS:

U Less effective than routine contraception

Frequent use not associated with adverse effects,
but not effective as only contraceptive option.

Contraceptive Technology. 19th ed. New York: Ardent Media Inc, 2007
March 2010



http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
http://ec.princeton.edu/questions/ec-review.pdf
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#4: Drug Interactions

A CYP450 inducers (e.g., phenytoin, rifampin)
could theoretically reduce effectiveness of EC

A Consider increasing amount of hormone
administered in one or both doses or give an
extra dose

A No significant interactions found with
concurrent use of antibiotics

It is not known if potential drug interactions reduce
EC treatment effectiveness.

Contraceptive Technology. 19th ed. New York: Ardent Media Inc, 2007

#5: Resources

A NOT-2-LATE.com

(i 1-888-NOT-2-LATE
A Planned Parenthood

U1 1-800-230-PLAN

A Association of Reproductive
Health Professionals

U www.arhp.org
A Pharmacy Access Partnership
U www.pharmacyaccess.org

YOU'YE GOT 3 DAYS TO GET THEM

Resources can be very helpful for More |
information and patient access to EC.

Conclusions

A Unintended pregnancy can have significant health
consequences for the mother, child, and families

A Several emergency contraceptive regimens
available, although levonorgestrel EC most
commonly seen by pharmacists

A Levonorgestrel EC is most effective when provided
within 72-120 hours and is well-tolerated

A Pharmacists have an important role in identifying
and counseling patients when they are seeking
emergency contraception

Questions?

E-mail: laura.borgelt@ucdenver.edu
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