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Objectives 

Discuss the elements of a medical and 
sexual history. 
 

Describe the hormonal methods available 
to young women.  
 

Provide counseling addressing the 
advantages and disadvantages of each 
method. 
 
 

Presenter
Presentation Notes
By the end of this presentation, participants will be able to:
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Kost K and Henshaw S, U.S. Teenage Pregnancies, Births and 
Abortions, 2008: National Trends by Age, Race and Ethnicity, 2012. 

Pregnancy, birth and abortion rates for teens,  
15-19 years old 

 

Presenter
Presentation Notes
This graph compiled by the Guttmacher Institute shows pregnancy, birth and abortion rates for teens ages 15-19 years old in the United States from 1972 through 2008Overall pregnancy, birth and abortion rates for 15-19 year olds are decliningStill in 2008 there were nearly 750,000 pregnancies to women <20 years old, a rate of 67.8 per 1000 women 15-19yoOf these pregnancies, 59% ended in birth and 26% ended in abortion<http://www.guttmacher.org/pubs/USTPtrends08.pdf>www.TheNationalCampaign.org
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YRBS Question US 

%  students ever had sex 47% 

% students who used a condom at last 
sex 

59% 

%  students who used birth control pills 
at last sex 

19% 

%  students who used Depo-Provera, 
Nuva Ring, Implanon or any IUD before 
last sex 

5% 

Youth Risk Behavior Survey, 2013 
 

Presenter
Presentation Notes
The YRBS, or Youth Risk Behavior Survey, is an anonymous survey administered by the CDC every two years in selected high schools throughout the United States.  Thus it is a survey of adolescents in grades 9-12 who are in school.   The survey focuses on many different health concerns and behaviors including:   mental health, exercise, nutrition, use of seatbelts, substance use behavior and sexual behavior.   We will be briefly review some of the data pertaining to sexual health.  The data is available nationally, by state, and also at local levels. It is helpful to become familiar with the results in your area  especially when trying to sensitize stakeholders about the need to develop services to support adolescents to reduce risk.  Discuss each cell
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When do Adolescents Seek  
Sexual and Reproductive Health (SRH) Services? 

 The average teen waits ? months after 
becoming sexually active to make her first 
family planning visit. 

Guttmacher Institute (2000). 

“The pregnancy test is an admission of unprotected 
sexual activity and an indication of the need for 

appropriate reproductive counseling.”* 

Presenter
Presentation Notes
ANSWER: 14 MONTHSMost common reason why adolescents seek family planning care- pregnancy test.We want to get to teens before they have sex to help them make these decisions- but to do so, we have to bring it up
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Causes of Recent Decline in Teen Pregnancy 

2006 analysis concluded that for 15–19 year 
olds: 

Teen 
Pregnancy 
Decline 

14% due to 
Decrease in 

Sexual Activity 

86% due to 
Increase in 

Contraceptive 
Use 

Santelli J, et al. Am J Public Health. 2007 Jan;97(1):150–6.  

Presenter
Presentation Notes
A 2006 analysis published in the American Journal of Public Health included a study conducted to determine the causes of the recent decline in teen pregnancy rates. It was estimated that 14% of the decrease was attributed to a decreased percentage of teens who were sexually active and 36% to change in contraceptive method use. Among 15–17 year olds, these attributions were 23% and 77%. All the change (100%) in pregnancy risk among 18–19 year olds was the result of improved contraceptive use. Source: Santelli JS, Lindberg LD, Finer L, Singh S. Explaining recent declines in adolescent pregnancy in the United States: the contribution of abstinence and improved contraceptive use. Am J Public Health. 2007 Jan;97(1):150–6.



 

 Adolescent Contraceptive Use 
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What Birth Control  
Are Teens Using?  

3.6% 

96.40% 

LARC Short Acting 

U.S. teens 15-19 yrs-CDC NSFG 2006-2008 

Extremely effective 

Very effective 

Presenter
Presentation Notes
This is what teens are using- What if you removed all the barriers- myths, access, cost, information- what would teens choose?
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Potter, L. et all. Family Planning Perspectives, 28:154-158, 1996 
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Women Frequently Miss Pills 

Presenter
Presentation Notes
Study of 180 college students which compared missed pills by self report and MEMS electronic pill dispenser (women vastly underreport missing pills)Over half of college students missing 3 pills (WHEN WE TELL THEM TO START AGAIN!) by 3rd month of pill use
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What Birth Control  
Would Teens Choose?  

62% 

38.00% 

LARC Short Acting 

Contraceptive Choice Project: Mestad, R et al. Contraception 84:2011. 

Extremely effective 

Very effective 

Presenter
Presentation Notes
Contraceptive Choice Project- over 9,000 women (14-45) from St.Louis area 1054 (21% of total sample) 14-20 y/o (214 14-17yr/ 840 18-20yrs)



 

 

2014 

Continuation Rates at 1 Year 

86%

55%

88% 84% 83%

57% 55% 54% 49%

0%
10%
20%
30%
40%
50%
60%
70%
80%
90%

100%

LARC
ShortActing

Mirena IUD

Paragard IUD

Implanon

DMPA
OCPs

Ring
Patch

   Extremely effective (>99%)               Very effective (91% typical use) 

Piepert JF et al. Obstet Gynecol May 2011 

Presenter
Presentation Notes
DATA FOR ALL WOMEN…. They really like the LARC methods and continue them!This slide is continuation- over 80% at 1 yr, compared to around 50% for the short acting methods.
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Satisfaction with BC Method 

82%

52%

86%
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Piepert JF et al. Obstet Gynecol May 2011 

   Extremely effective (>99%)               Very effective (91% typical use) 

Presenter
Presentation Notes
SATISFACTION- the same



 

 

Talking to Adolescents About 
Contraception 



 

Case 1: Angela 

 Angela is a 16-year-old 
young woman who 
makes an appointment to 
go on birth control.   
 

 Her intake form indicates 
that she uses condoms 
“most of the time.” 
 

 What additional 
information do you need 
from this patient? 
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Rule out absolute 
contraindications  

Negative pregnancy test 
Brief medical history, 

including date of last 
unprotected sex 

Blood pressure and weight 
Provide condoms & 

advance EC 
Arrange for follow-up 

Complete medical and 
family history 
Rule out absolute 
contraindications 
Complete exam including 
speculum, bimanual & Pap 
Blood pressure & weight 
Provide condoms 
Arrange for follow-up 

Traditional Streamlined 

Initiating Combined Hormonal Contraception 

Presenter
Presentation Notes
In traditional practice a birth control visit could be a long visit with a full pelvic exam, but in fact a streamlined visit is now possible in which you focus on: -Ruling out absolute contraindications to a method, confirming a negative pregnancy test, and obtaining a brief medical history including the date of last unprotected sex.A physical exam should include Blood pressure and weight but a pelvic exam is not necessary unless there are pelvic concerns as discussed earlier.  Blood pressure is important because estrogen can effect blood pressure levels.  Weight is important because we know that both the patch and EC can be less effective in overweight women. Plans on discharge should include provision of condoms and advance EC plus arrangements for follow-up.
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Medical History 

Menstrual history  
Age at menarche  
Date of LMP 
Duration of  menses 
Regularity/spotting 
Cycle length  
Cramps and impact on 

activities 

 History of PE, DVT, MI, 
migraine with aura or focal 
neurologic deficit 

 Personal or family history 
of blood clots 

If affirmative, work-up 
for clotting disorder 

 Prior experiences with 
contraception 
 

Presenter
Presentation Notes
Before initiating a patient on contraception, you must take a medical and psychosocial history. The medical history will determine if there are any contraindications to hormonal contraception use or other physiologic conditions that would affect ability to choose a certain method or to maintain compliance. 



 

Case: Angela  

Angela is a little 
unsure of her medical 
history. 
 

She does not think 
anyone in her family 
has a history of blood 
clots. 
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HEEADDSSSS 

 H: Home 
 E: Education/Employment 
 E: Eating 
 A: Activities 
 D: Depression/Suicidality 
 D: Drugs 
 S: Sexuality  
 S: Safety 
 S: Spirituality 
 S: Strengths 

Presenter
Presentation Notes
The HEEADDSS model is a useful tool for taking a comprehensive psychosocial history for adolescent patients.The HEEADDSS Model was developed in 1972 by physicians. Melanie Gold, DO, Clinical Associate Professor of Pediatrics, Division of Adolescent Medicine, University of Pittsburgh School of Medicine, is on the Adolescent Reproductive Health Education Committee and kindly developed the corresponding questions for this model.The components of the model reflect the common causes of morbidity and mortality among adolescents, including unintended pregnancy and sexually transmitted diseases.The health care provider who sees adolescents must be willing to take a developmentally appropriate psychosocial history, and may get more results by using non-traditional modes of physician-patient questioning.The HEEADDSSS questions should be asked without a parent in the room unless the adolescent specifically gives permission or asks for a parent’s presence. If the questions are asked and answered with other people in the room, document this on chart and note that this was by patient request.Some practitioners add yet another “S” to assess strengths, points of resiliency, or confidence in the patient.
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Sexual Health History 

 Sexual orientation and 
gender identity 

 History of vaginal, oral, 
anal sex 

 Age at coitarche 

 Number and genders of 
partners 

 

 Condom and  
contraception use 

 Pregnancy history  

 Childbearing plans 

 History of STIs 

 Sexual satisfaction 

 History of survival, 
unwanted or coerced sex 
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Characteristics of a Healthy Relationship 

 
 Non-violent conflict resolution 
Open and honest communication 
 Right to autonomy for both people 
 Shared decision-making 
 Trust 
Mutual respect 
 Individuality 
 Empathy 

 

Presenter
Presentation Notes
Healthy relationships have open and honest communication. No relationship is conflict free, but the key to a healthy relationship is knowing how to resolve those conflicts. Belief in non-violent conflict resolution/anger control – how we express anger is what makes the difference between healthy and unhealthy relationshipsAbility to negotiate and adjust to stressOpen and honest communication – each partner needs to say exactly what they mean without interruptionPartners work together to make decisions – about the relationship or their own interestsBelief in partner’s right to autonomy – individuals in a relationship need to be free to pursue their own interests, make their own decisions and take their own actionsIndividuality – not choosing who you are or what you do to please your partnerShared decision makingTrust – partners are able to rely on one anotherMutual Respect – each person values the other and understands personal boundariesHonesty – when someone says something, it’s actually what they meanCompromiseFighting fair – when disagreeing, partners stick to the subject of the argument without getting emotional or insultingEmpathy – taking time to figure out a partner’s feelingsSources:Catallozzi et al. (2011). Understanding control in adolescent and young adult relationships. Arch Pediatr Adolesc Med, 165 (4), 313-319.Glass et al. (2011) Adolescent dating violence: prevalence, risk factors, health outcomes, and implications for clinical practice. Curr Opin Pediatr, 23(4): 379-83.Adapted from, “Hanging out or Hooking Up: Clinical Guidelines on responding to Adolescent Relationship Abuse” by Elizabeth Miller, MD, PhD and Rebecca Levenson, MA. 



 

Case: Angela  

 Angela has had sex three 
times with her current 
boyfriend and used 
condoms during two of 
those three encounters.  
 

 What  questions do you ask 
before beginning 
contraception counseling? 
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What did she do right? 

 
 Used condoms at least 2 of 3 times! 
 Came in to discuss birth control methods 
 Give positive reinforcement whenever possible 

 
IDEAL=DUAL USE  
CONDOMS + HORMONAL CONTRACEPTION / IUD 

Presenter
Presentation Notes
STRESS THE POSITIVEDUAL USE
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Unprotected Sex in the Past Five 
Days?  

    Offer emergency contraception in the office 

Consider doing a urine pregnancy test if 
unprotected sex occurred more than 14 

days prior 

 

Yes No 

Presenter
Presentation Notes
Since Angela is 16, she would still need a prescription to access the emergency contraception products on the market today (Plan B and the Next Choice generic levonorgesterel).Today most formulations of emergency contraception come in a single dose product. Advise patients that if they take a 2-dose product, such as the original Plan B, it is preferable to take both doses at once.
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Emergency Contraception: Levonorgestrel, Ulipristal Acetate, 
or Paragard IUD  

Presenter
Presentation Notes
Emergency contraception is recommended for all women at risk for unintended pregnancy. There are several options for EC in the U.S. which include Levonorgestrel or “levo” pills, Ulipristal Acetate or Ella, and the Copper I.U.D.  Levo EC is the most well known and available form of EC here in the U.S. Current Levo products include Plan B, Plan B One-Step and Next Choice. Levo EC has been available over the counter to young men and women that are age 17 or older over the last few years, in 2013 Plan B One Step became available OTC regardless of age or point of sale.  Other generic versions of EC were not approved OTC however this may happen very soon.The generic pill still requires that individuals present age identification, which effectively discriminates against populations less like to have identification).   While significant gains have been made, much remains to be done to achieve universal access to EC.  As medical providers, it is important to be aware of which pharmacies carry Plan B One-Step and whether or not it is easily accessible to teens.   It is important to note that the WHO states that “there are no situations in which the risks of using EC outweigh the benefits and there are documented studies that show that Levo EC will not disrupt or harm an existing pregnancy, it has also been tested and proven to be safe in adolescents specifically.OTC cost is $35 (next choice) to 50 (plan B one step)- at CVSThe most effective method of EC is the Copper IUD.  Wherever possible this would be the first line method.It’s used to prevent pregnancy after sexRegimen:Plan B One-Step: high-dose progestin-only pill (approved specifically for EC) approved by FDA in July 2009The original Plan B manufacturer, Teva, discontinued 2 pill product. Now- Take 1 tablet within 72 hours (3 days) after unprotected sex or contraceptive failureGeneric two pill formulation (approved by FDA 2009): Take 2 tablets within 120 hours (5 days) after unprotected sex or contraceptive failureOral contraceptives used for EC: Regimen varies by product (Yuzpe regimen… becoming a historical detail, hopefully- not easily tolerated)Copper-T IUD: Insertion within 5 days after unprotected intercourse (mirena should NOT be used as EC)ELLA: ulipristal acetate, Progesterone agonist/antagonist, FDA approved 2010, efficacy does not wain up to 5 days (120 hours), only prescription, not indicated of known/suspected pregnancy. May also work by preventing implantation. 2.2% pregnancy rate compared to 5.5 percent (48-120 hours)Today most formulations of emergency contraception come in a single dose product. Advise patients that if they take a 2-dose product, such as the original Plan B, it is preferable to take both doses at once.
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Starting Contraception  After Taking EC 

COCs/Progestin-only 
Pills Can start new pack day after EC 

Can start same day as EC DMPA/Implants/ 
IUC’s 

Can start method day after EC Vaginal Ring/Patch 

*With ALL methods: Abstain/Use Back-Up protection for first 7 days  

**Starting Contraception after taking Ella:  Abstain/Use Back-Up 
protection for first 2 weeks 

Presenter
Presentation Notes
[Updated September 2012]Condoms, Diaphragm, Spermicide and the Sponge can be used immediately after ECP (Emergency Contraceptive Pills)For COCs/Progestin-only pills:  Can start new pack day after EC regimen is completed or according to manufacturer’s instructions after starting next menstrual cycle.For ring/patch:  Can start day after EC or within 5 days of starting next period.For DMPA/Implants/IUC’s: Can start same day as EC/day after EC or within 7 days of starting next mensesNote: COCs, patch, and ring are not effective until seven days after initiation (abstain from intercourse or use back-up protection for the first 7 days for ALL methods). **Note:  Ella is an antiprogestin.  When starting hormonal contraception immediately after using ella, it is not known whether the instructions above for abstaining or using back-up contraception are conservative enough.  It is recommended to abstain or use condoms for 2 weeks.**If starting hormonal methods immediately after EC treatment, a pregnancy test should be administered 3 weeks later to rule out pregnancy that may have resulted from failed EC.Source:  Hatcher RA, Trussell J, Nelson AL, Cates Jr. W, Kowal D, Policar MS.  Contraceptive Technology:  Twentieth Revised Edition.  “Emergency Contaception.”  Trussell J, Schwarz, EB.  Chapter 6, p.134.
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Case: Angela 

Angela informs you that she last had 
unprotected sex two weeks ago. 

You do a urine pregnancy test. The 
result is negative. 

Do you need to perform                                      
a pelvic exam? 
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When to Begin Pelvic and Pap smears 

Pelvic exam: Not necessary if she 
has no STI symptoms 
 

 

Pap smear: Not indicated until she 
is 21, regardless of age of sexual 
initiation. 

 
 ACOG, 2009 

U.S. Preventative Services Task Force. Screening for Cervical 
Cancer, 2003  

Presenter
Presentation Notes
A pelvic exam may be a deterrent for many young women considering initiating hormonal contraception; therefore, it may be deferred if the patient is healthy, not pregnant, and has no contraindications to taking the pills. Because hormonal contraceptives do not accelerate cervical neoplasia or interfere with cervical cytology, young women who have not had a recent Papanicolaou smear can begin using hormonal contraceptives before the test is performed.In December 2009, the American Congress of Obstetricians and Gynecologists (ACOG) issued a practice bulletin and clinical management guidelines recommending routine Pap smears begin at age 21, regardless of the timing of sexual initiation. They cited low cervical cancer rates in young women and the possible adverse effects associated with the follow up of abnormal cervical cytology resuts—especially considering the likelihood that cervical changes in young patients will self-correct.The National Cancer Institute (NCI) and the American Cancer Society (ACS) still recommend routine pap smears should begin approximately three years after a woman begins having sexual intercourse, but no later than at 21 years old.Sources: Cervical Cytology Screening. ACOG Practice Bulletin No. 109. American College of Obstericians and Gynecologists. Obstet Gynecol 2009;114;1,409–1,420.American Academy of Pediatrics, Committee on Adolescence: Contraception and Adolescents. Pediatrics. 1999;104:1161–1166 U.S. Preventative Services Task Force. Screening for Cervical Cancer. Accessed online August 15, 2008, at:http://www.ahrq.gov/clinic/uspstf/uspscerv.htmThe American Cancer Society. Detailed guide: cervical cancer. Can cervical cancer be prevented? Accessed online September 28, 2008, at: http://www.cancer.org/docroot/CRI/content/CRI_2_4_2X_Can_cervical_cancer_be_prevented_8.aspThe American College of Obstetricians and Gynecologists. Cervical cancer screening: testing can start later and occur less often under new ACOG recommendations [press release]. July 31, 2003. Accessed online September 28, 2005, at: http://www.acog.org/from_home/publications/press_releases/nr07-31-03-1.cfm. 
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When to Begin Pelvic and Pap smears 

 

Summary Cervical Cytology Guidelines 

Organization Initial Screening 
Screening 
Interval for 
Under 30 

Date 
Issued 
 

American Congress 
of Obstetricians and 
Gynecologists 
(ACOG) 

Age 21, regardless of 
sexual initiation Every two years  2009 

United States 
Preventive Services 
Task Force (USPTF) 

Age 21 or within three 
years of sexual initiation, 
whichever comes first 
 

At least every  
three years  2003 

American Cancer 
Society (ACS) 

Approximately three years 
after initiation of vaginal 
intercourse, but no later 
than age 21 

Annually;  
Every two years 
with liquid-
based cytology 

2002 

Presenter
Presentation Notes
Sources: American Academy of Pediatrics, Committee on Adolescence: Contraception and Adolescents. Pediatrics. 1999;104:1161–1166 U.S. Preventative Services Task Force. Screening for Cervical Cancer. Accessed online August 15, 2008, at:http://www.ahrq.gov/clinic/uspstf/uspscerv.htmThe American Cancer Society. Detailed guide: cervical cancer. Can cervical cancer be prevented? Accessed online September 28, 2008, at: http://www.cancer.org/docroot/CRI/content/CRI_2_4_2X_Can_cervical_cancer_be_prevented_8.aspThe American College of Obstetricians and Gynecologists. Cervical cancer screening: testing can start later and occur less often under new ACOG recommendations [press release]. July 31, 2003. Accessed online September 28, 2005, at: http://www.acog.org/from_home/publications/press_releases/nr11-20-09.cfm. 



 

Case: Angela  

 You tell Angela that there 
are many contraceptive 
options available to her 
and you are confident that 
you can help her find one if 
she likes.  
 

What additional questions 
do you ask before 
beginning contraception 
counseling? 
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Will it  
hurt me? 

How will it 
help me?  

Do I want to prevent 
pregnancy? 

Will my parents or 
partner find out? 

Will I be able 
to afford it? 

 
What have I heard 

about it?  
 

Do any of my  
friends use it? 

Factors affecting contraceptive use 

Presenter
Presentation Notes
Many factors affect the likelihood that an adolescent will use contraception at all: Knowledge of different contraceptive methods, including awareness of mechanism of action and proper use, may positively affect correct use. Knowledge of benefits relative to risks also helps encourage use.Non-contraceptive benefits may motivate initiation and continuation of use, and side effects such as perceived weight gain and breakthrough bleeding can be leading factors in the discontinuation of the method.Ambiguity or positive attitudes toward pregnancy of either or both partners can decrease contraceptive use.Partner and parental support (or lack of) are also key factors affecting an adolescent’s willingness to use and stay on contraception. Satisfaction with the healthcare provider and costs of the method and healthcare visit can positively or negatively affect an adolescent’s decision.Finally, an adolescent’s perceptions of whether his/or her care is confidential could impede him/her from seeking family planning services. Additionally, there are many factors that will affect an adolescent’s choice of contraceptive method. For instance, if a teen is having regular intercourse it would be very beneficial for her to begin hormonal contraception. Birth control pills require daily adherence: does the teen think she will be able to remember to take the pill daily? If not, is there another method that may be more appropriate? If she is having sex with more than one partner at a time, it is essential that she and her partners use condoms during every sexual encounter. Healthcare providers and adolescents should discuss all of the contraceptive options and decide based on the patient’s individual situation and preferences which would be the best option. All factors can potentially affect the adolescent’s compliance with the method.Source: Moos M, et al. Counseling 



 

Case: Angela  

Angela tells you that 
she wants to know 
which method works 
best and lasts the 
longest; as she 
definitely doesn’t want 
to have children for 5-
10 years. 
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Current Contraceptive Options 

Extremely 
effective 

 
Prevents 

pregnancy 
>99% of the 

time 
 

Sterilization 
LARC 
IUDs 

Implants 
 

Very 
effective 

 
Prevents 

pregnancy 
~91-99% of 

the time 
 

Pills 
Patch 
Ring 

Injectables 

Moderately 
effective 

 
Prevents 

pregnancy 
~81-90% of 

the time 
 

Condom 
Sponge 

Diaphragm 
Withdrawal  

Effective 
 

Prevents 
pregnancy 

up to 80% of 
the time 

 
Fertility 

awareness 
Cervical 

cap 
Spermicide  

Presenter
Presentation Notes
NOT ALL BC CREATED EQUAL- so we shouldn’t present options as suchEffectiveness rates are given with both perfect use (correct and consistent use of the method with every act of intercourse) and typical use (actual use, including occasional inconsistent or incorrect use). Except where otherwise noted, these rates are based on those reported in the 18th edition of Contraceptive Technology.---Original content for this slide submitted by Association of Reproductive Health Professionals in June 2008. Original funding received from the Association of Reproductive Health Professionals general operating funds.  This slide is available at www.arhp.org/core  
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Long Acting Reversible Contraception  
    (LARC = IUDs/Implants) 

Most effective methods: >99% 
Safest  

No estrogen 
Contraindications rare 

Long-term protection: lasts 3-12 years 
Rapid return of fertility 
Most cost effective 
 

 
 

Secura GM. The Contraceptive Choice Project. Am J Obstet Gyn. 2011. 

Extremely 
Effective 

Presenter
Presentation Notes
Supported by AAP and ACOG as first line for teens
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Levonorgestrel Intrauterine Device (IUD): Mirena 

• 20 mcg levonorgestrel/day 
• Progestin only method 

• 5-7 years use 
• Cost : ~$300-700 
• Amenorrhea in ~40% of users 

by 1 year 
• Primary mechanism is 

fertilization inhibition 
• Cervical mucus thickening 
• Sperm inhibition (function/motility) 

 
 

Trussel J. Contraceptive Technology. 2007; Hidalgo M. Contraception. 2002. 

Presenter
Presentation Notes
The LNG IUS (Mirena) became available in U.S. in 2001. Is a long-acting, progestin-only intrauterine contraceptive method.Provides highly effective contraceptive protection for five years.The T-shaped reservoir placed within the uterine cavity releases 20 g of levonorgestrel per day initially; rate decreases progressively to 10 g/day after 5 years.LNG IUS requires an office visit for insertion and an office visit for removal.Mechanism of Action:LNG IUS thickens the cervical mucus and inhibits sperm motility and function. The endometrial atrophy that is a consequence of the high endometrial levels of LNG leads to a substantial decrease in menstrual flow and absence of bleeding in some women who use this form of intrauterine contraception.It is important to some patients that the LNG IUD mechanisms of action are all before conception. It prevents fertilization rather than disrupts implantation (a common misconception).The low ectopic pregnancy rate relative to pregnancy rate suggests that an anti-implantation effect is not the primary contraceptive mechanism of action of the device. Candidates:All women of reproductive age who are seeking a long-term, highly effective contraceptive.IUD is especially appropriate for:Women who are looking for a convenient methodWomen with menstrual symptoms that may improve with LNG IUS, Similar to long-acting, progestin-only DMPA, use of the LNG IUS generally improves menorrhagia, dysmenorrhea, and anemiaLactating womenAdvantages:Use of the LNG IUS may reduce menstrual symptoms in women with uterine fibroids or adenomyosis, thereby reducing the need for hysterectomy.Data from the United Kingdom also suggest that use of the LNG IUS may reduce the occurrence of benign endometrial polyps in patients who have breast cancer and are taking tamoxifen. Can be used by lactating women.Contraindications (WHO MEC):Puerperal sepsisImmediate post-septic abortionUnexplained vaginal bleeding before evaluationMalignant gestational trophoblastic diseaseCervical cancer awaiting treatment Current breast cancerEndometrial cancerUterine fibroids with distortion of the uterine cavityDistorted uterine cavityCurrent PID (initiation of IUD)Current purulent cervicitis or chlaymdial infection or gonorrhea at initiationAcute PID or recent history of PIDRisk factors for STIs and PIDPostpregnancy infection (if within the past 3 months)Distorted uterine cavityUterine or cervical cancer or unresolved abnormal Pap smearGenital bleeding of unknown sourceAcute cervicitis, vaginitis, or genital actinomycosisIncreased susceptibility to infectionDisadvantages:Uterine perforation is a possible, but rare complication of LNG IUS use (1/1000), occurring only at the time of insertion. Rates of expulsion from 2% to 12% have been reported. Most expulsions occur in the first months following insertion, with decreasing frequency thereafter.Enlarged ovarian follicles have been diagnosed in about of 12% of subjects using the LNG IUS. Most of these follicles are asymptomatic, although some may be accompanied by pelvic pain or dyspareunia. Usually, the enlarged follicles disappear spontaneously during 2–3 months of observation, and surgical intervention is usually not required.Obese women have an elevated risk of dysfunctional uterine bleeding and endometrial neoplasia, so the LNG IUS may be an appropriate choice in these women.Counseling:Users of the LNG IUS may experience progestin-related side effects such as mood changes, acne, headache, breast tenderness, and follicular ovarian cysts. These side effects are more common during the initial months of use and occur less often over time.During the first 3–6 months of use, women may experience an increased number of bleeding and spotting days and irregular bleeding patterns. Thereafter, the number of bleeding and spotting days usually decreases, but bleeding may remain irregular. Amenorrhea develops in approximately 20% of LNG IUD users by 1 year.Breast tenderness and nausea are quite uncommon.Inform women that LNG IUS do not cause an increased risk of STIs, tubal infertility, and ectopic pregnancies.Explain non contraceptive benefits and possible menstrual changes.Describe how to check for the string, follow-up visits, and warning signs.ReferencesACOG Committee on Practice Bulletins. No. 73. Use of Hormonal Contraception in Women with Coexisting Medical conditions. Obstet Gynecol. 2006;107:1453-72.Gardner FJ, Konje JC, Abrams KR, et al. Endometrial protection from tamoxifen-stimulated changes by a levonorgestrel-releasing intrauterine system: a randomised controlled trial. Lancet. 2000;356:1711-7.Hatcher RA, et al. A Pocket Guide to Managing Contraception. 4th ed. Tiger, GA: The Bridging the Gap Foundation, 2001.Hidalgo M, Bahamondes L, Perrotti M, Diaz J, Dantas-Monteiro C, Petta C. Bleeding patterns and clinical performance of the levonorgestrel-releasing intrauterine system (Mirena) up to two years. Contraception. 2002;65(2):129-32. Hubacher D, Grimes DA. Noncontraceptive health benefits of intrauterine devices: a systematic review. Obstet Gynecol Surv. 2002;57:120-8.Inki P, Hurskainen R, Palo P, Ekholm E, Grenman S, Kivel A, Kujansuu E, Teperi J, Yliskoski M, Paavonen J. Comparison of ovarian cyst formation in women using the levonorgestrel-releasing intrauterine system vs. hysterectomy. Ultrasound Obstet Gynecol. 2002 Oct;20(4):381-5.Jonsson B, Landgren B-M, Eneroth P. Effects of various IUDs on the composition of cervical mucus. Contraception. 1991;43:447.Luukkainen T. The levonorgestrel intrauterine system: therapeutic aspects. Steroids. 2000;65:699-7.Mirena [package labeling]. Montville, NJ: Berlex Laboratories, Inc.; 2000.Mirena Prescribing Information. Berlex Laboratories, Inc., Montville, NJ; 2000.Mohllajee AP, Curtis KM, Peterson HB. Does insertion and use of an intrauterine device increase the risk of pelvic inflammatory disease among women with sexually transmitted infection? A systematic review. Contraception. 2006 Feb;73(2):145-53.Nelson AL. The intrauterine contraceptive device. Obstet Gynecol Clin North Am. 2000;27(4):723-40.Silverberg SG, Haukkamaa M, Arko H, et al. Endometrial morphology during long-term use of levonorgestrel-releasing intrauterine devices. Int J Gynecol Pathol. 1986;5(3):235-41. Trussel J. Contraceptive efficacy. In Hatcher RA, Trussel J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007.Original content for this slide submitted by Association of Reproductive Health Professionals in June 2008. Original funding received from the Association of Reproductive Health Professionals general operating funds.  This slide is available at www.arhp.org/core  
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Copper-T IUD: Paragard 

 
 • Copper ions 

• No hormones 
• 10-12 years of use 
• Cost: ~$150-475 
• Can be used as EC 
• Primary mechanism is 

prevention of fertilization 
• Reduce motility and viability  

of sperm 
 

 
 

Thonneau, PF. Am J Obstet Gynecol. 2008.: Forrtney JA. J Reprod Med. 
1999.: Trussel J. Contraceptive Technology. 2007. 

Presenter
Presentation Notes
The Cooper T 380A IUD is a small T-shaped device made of polyethylene. The device has two flexible arms that fold down for insertion and expand to form a T shape when released inside the uterus. The vertical stem of the device is wound with fine copper wire, and the two horizontal arms also have a sleeve of cooper. At the bottom of the vertical stem, a 3-mm bulb houses a monofilament poyethylene string that enables the device’s easy removal.The arms of the Copper-T IUD are wrapped with copper wire, which acts as a functional spermicide. There is clear evidence that IUDs are not abortifacients. They prevent pregnancy by preventing fertilization. The Copper-T IUD is approved for 10 years of use; however, efficacy lasts 12 years or more. Mechanism of Action:Cooper-containing IUDs reduce the motility and viability of the sperm and the development of ova.Research shows that sperm counts found in the cervical mucus and uterine tube are much lower in women using IUDs than those in nonusers. A clinical study found that women using copper-containing IUDs had uncoordinated contractions, which suggests that the device may act by hindering sperm transport. Candidates:Women who desire long-term contraception.Women who do not want the systematic effects of hormones.Women who desire a quickly reversible methodAdvantagesFertility returns rapidly after removal of the copper IUD. There is no ongoing cost after insertion.The Cooper-T IUD may be associated with a decreased risk for endometrial cancer, but the exact mechanism for this association is unclear.Contraindications (WHO Criteria): same as mirenaDisadvantagesMenstrual changesThe Copper T IUD can increase the duration and amount of menstrual flow and menstrual cramping.Expulsion is rare, occurring in only 5% of users, but the most likely cause of IUC failure. Expulsion is most common within the first three months after insertionUterine perforation is a rare complication of IUC, occurring approximately once every 770 to 1600 insertions. Perforation generally occurs at insertion, when a portion of the device becomes embedded in the uterine wall.There’s a possible increased risk of PID during early postinsertion period in women with cervical infections.Studies suggest that women with chlamydial infection or gonorrhea at the time of IUD insertion were at an increased risk of PID relative to women without infection. The absolute risk of PID was low for both groups (0-5% for those with STIs and 0-2% for those without).Counseling:Inform women that IUDs do not cause an increased risk of STIs, tubal infertility, and ectopic pregnancies.Describe how to check for the string, follow-up visits, and warning signs.
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FDA approves a new IUD:  Skyla 

 FDA approved on January 9, 2013 
 

  Small, flexible plastic T-shaped device containing 13.5 
mg of LNg (vs. 52mg of LNg with Mirena) 

 
  Narrower and smaller than other IUDs 

 
  Designed to prevent pregnancy for up to 3 years 

 
  

http://www.skyla-us.com/pdf/PressRelease.pdf 

Presenter
Presentation Notes
NOTE:  **Skyla (levonorgestrel-releasing intrauterine system) 13.5 mg will be available by prescription the week of February 11http://www.multivu.com/mnr/58310-u-s-fda-approves-skyla-for-prevention-of-pregnancy-for-up-to-three-yearshttp://www.skyla-us.com/index.phphttp://www.skyla-us.com/pdf/PressRelease.pdf** Bayer HealthCare Pharmaceuticals Skyla is a small, flexible plastic T-shaped device containing 13.5 mg of a progestin hormone called levonorgestrel. The size of the Skyla T-body is 28mm x 30mm and the outer diameter of the placement tube is 3.8mm. Because Skyla slowly releases levonorgestrel into the uterus, only small amounts of the hormone enter the blood. During the first three to six months of using Skyla, women may experience irregular periods and an increase in the number of bleeding days. Women may also have frequent spotting or light bleeding. Some women may have heavy bleeding during this time. After using Skyla for a while, the number of bleeding and spotting days is likely to lessen, and there is a small chance that periods may stop altogether.1,3http://www.rxlist.com/mirena-drug.htm (Mirena is 32mm X 32mm)http://labeling.bayerhealthcare.com/html/products/pi/Mirena_PI.pdf (Mirena contains 52mg of LNg)
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Intrauterine Device & Intrauterine System 

Duration 

TCu 380: 
Approved 10 yrs  

LNG-IUS: 
Approved 5 yrs  

Efficacy 

TCu 380: Cumulative 12-year failure rate 
between 0.7–2.2 pregnancies per 100 

women 

LNG-IUS: Cumulative 7-year failure rate 
between 0.5–1.1 pregnancies per 100 

women 

Data: effective 
up to 12 years 

Data: effective 
up to 7 years 

Presenter
Presentation Notes
Source: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 20th revised edition. New York: Ardent Media, 2011
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IUDs and Adolescents 

WHO criteria do not contraindicate IUD during 
adolescence (TCu 380 indicated for ≥16 yrs up) 

Nulliparous women have increased risk of expulsion 

IUD is not recommended if patient has: 
Current diagnosis 
of an STI or PID 

in past three 
months 

Purulent 
cervicitis 

Uterine 
anomaly 

Wilson’s disease 
(for TCu 380 

IUD) 

Presenter
Presentation Notes
Source: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Dispelling Common Myths About IUDs 

The truth about IUDs: 
Can be used by nulliparous women  
Can be used by women who have had an ectopic pregnancy 
Can be used by women with multiple partners 
Can be used by women with h/o STI/PID 
Can be used by teens 
Do not need to be removed for PID treatment 

MacIsaac  L. Obstet Gynecol Clin N Am. 2007;  
Toma A. J Pediatr Adolesc Gynecol. 2006. 

Presenter
Presentation Notes
Talking Points:A realistic and accurate perception of risks enables a woman to make an informed choice from among the widest possible array of options that are right for her.One of our most important aims as women’s health care providers and counselors is to help our patients achieve that realistic and accurate perception.A 4-year study found that IUD failure and expulsion rates were lower for nulliparous than parous women. Another study that evaluated three types of IUDs in nulliparous women found low failure and expulsion rates. According to the World Health Organization’s Medical Eligibility Criteria for Contraceptive Use, nulliparity is considered a condition for which the advantages of using an IUD generally outweigh the theoretical or proven risks. IUD use in women with a previous ectopic pregnancy is appropriate but reflects off-label use. IUD users who develop an STI or PID should be tested for relevant organisms and treated with appropriate antibiotic therapy. Clinical guidelines state that removal of the IUD is not necessary unless symptoms fail to improve within 72 hours of the start of treatment. 
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IUD: Additional Concerns 

Perforation risk: 

• Very low—1 
per 1000 
insertions or 
less 

Expulsion: 

• <5% of IUD 
users 
spontaneously 
expel in the 
first year 

Presenter
Presentation Notes
The rate of IUC expulsion in parous women, outside the setting of an abortion or delivery, has been reported at 4.2% [i]. A retrospective cohort study of 461 women using IUC, which included 129 nulliparous women, found no difference in rates of expulsion in nulliparous compared to parous women [ii]. However, in a review of studies examining the performance of a variety of copper-based IUDs in nulliparous women, Hubacher found that 13 of 20 studies demonstrated an increased expulsion rate in this group. Only one of these studies examined the currently available CuT380A (Paragard™) device. Therefore, while the available data are limited, the expulsion rate for the Mirena™ LNG-IUS appears to be comparable between nulliparous and parous women but may be slightly increased for copper-based devices in nulliparous users compared to parous users.[iii]Sources:[i] Veldhuis H, Vos A, Lagro-Janssen A. Complications of the intrauterine device in nulliparous and parous women. Eur J Gen Pract 2004;10(3):82–7 [Evidence grade: III].[ii] Dueñas JL, Albert A, Carrasco F. Intrauterine contraception in nulligravid vs parous women. Contraception 1996;53(1):23–4 [Evidence grade: II-3].[iii] Hubacher D. Copper intrauterine device use by nulliparous women: review of side effects. Contraception 2007;75(Suppl):S8–11 [Evidence grade: I].
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Which IUD is the BEST Choice? 

 OK w/irregular 
bleeding 
 OK w/amenorrhea 
 H/O dysmenorrhea 
 H/O menorrhagia 

 

LNG IUD (Mirena/Skyla) Copper T IUD (Paragard)   
• Want regular periods 
• Want no hormones 
• No h/o dysmenorrhea 
• No h/o menorrhagia  
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Counseling Issues and Facilitating Use 

Counsel regarding myths and misconceptions 

To reduce 
risk  

Remove and replace only  
when necessary 

Counsel regarding symptoms 
of PID and expulsion 

Give each woman an ID card with IUD name, 
a picture of the IUD, as well as insertion and 

recommended removal dates  

Presenter
Presentation Notes
Source: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Implant: Implanon/Nexplanon 

Contains etonogestrel 
Progestin only method  
Effective for 3 years 
Cost: ~$300-600 
Mechanism: Inhibits ovulation 
Side effects: amenorrhea or irregular bleeding 

 
 
Implanon insert: Diaz S., Contraception, 2002: Trussel J, Contraceptive Technology, 
2007 Croxatto HB, Contraception, 1998; Diaz S, Contraception, 2002; Funk S, 
Contraception, 2005. Implanon Prescribing Information. et al. 
 

Extremely 
Effective 

Presenter
Presentation Notes
Implanon, an etonogestrel implant, is used by more than 2 million women in European and Asian countries and is now available in the United States.One rod is 40 mm x 2 mm and its core is 40% ethylene vinyl acetate (EVA) and 60% etonogestrel. It has a rate-controlling membrane of !00% EVA Because contraceptive implants do not contain estrogen, they can be used during lactation as soon as six weeks postpartum. This feature may be especially attractive to women with young infants who want highly effective contraception that does not require daily action. The effectiveness of Implanon in overweight women has not been determine; women who weighed more than 130% of their ideal body weight were not studied.Mechanism of Action:The multiple-rod implant relies on ovulation inhibition for contraceptive action for the first 3 months of use, then on thicker cervical mucus after three months of use. In contrast, the single-rod implant continues to rely on ovulation inhibition over the entire duration of use. Candidates:In addition to its high efficacy rate and long-term effectiveness (3 years), it has rapid reversibility. After the etonogestrel implant is removed, most women (94%) ovulate by 3 months, the majority within 3 weeks.Advantages:This method is a particularly good choice for women who do not want a daily or weekly action, desire a discreet method (it is nearly invisible), or want to use contraception during lactation. According to studies with lactating women, there are no negative effects on nursing or infant growth or development with etonogestrel implant.This method also can confer noncontraceptive benefits, such as improved dysmenorrhea and acne.Contraindications:Known or suspected pregnancyCurrent or past history of thrombosisHepatic tumor or active liver diseaseUndiagnosed abnormal genital bleedingKnown or suspected carcinoma of the breast or history of breast cancerHypersensitivity to the components of the implantDisadvantages:The most common side effect of implant is bleeding irregularities, including infrequent bleeding (26.9%), amenorrhea (18.6%), prolonged bleeding (15.1%), and frequent bleeding (7.4%).But as with other progestin-only methods, it is the variability and unpredictably of the bleeding that is most characteristic of this method; for example, a bleeding pattern may change from one 2 to 3 month period to the next. MORE UNPREDICTABLE BLEEDING THAN DEPO, LESS AMENORRHEAUnfortunately, studies on progestin-only methods have not identified a simple approach for managing bleeding. However, one study found that ethinyl estradiol may help control bleeding during the first few months of implant use.Other side effects include weight gain (2.3%), emotional lability (2.3%), headache (1.6%), acne (1.3%), and depression (1.0%). There is no evidence of long-term effects such as decreased bone mineral density (BMD) and deep vein thrombosis, or anemia with the etonogestrel implant. On the contrary, lumbar spine BMD improved in studies.Both procedures are rapid: insertion takes 1 minute and removal takes 3 minutes.Counseling:During patient counseling, address misperceptions about implants, such as visibility of the implant, low libido, excessive hair growth, and they break off in the arm. To decrease chances of unintended pregnancy, a quick start method can be used. With this method, the implant can be inserted any time after a negative urine pregnancy test. Another test will need to be done in 3 weeks to make sure the woman was not pregnant when the implant was inserted. Counseling women about bleeding patterns and other side effects helps prevents early discontinuation.
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Implantable Contraception 
 

 A single 4 cm long implant with time-released 
etonogestrel 

 FDA approved in 2006 

 Implanted in the upper arm 

 Inserted and removed by a clinician 

 Provides up to three years of protection against 
pregnancy 

 
 

Presenter
Presentation Notes
Source: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Benefits of Implanon® 

Highly effective  
Perfect and typical failure rate 0.1%  

Cost effective over time 

$350–$600 

Insurance coverage may affect ability 
to choose this method 

Discreet  (concerns exist about visibility) 
May improve acne in current sufferers 

Presenter
Presentation Notes
Implanon is extremely efficacious. Typical and perfect use rates are the same, as the method is completely provider controlled (0.1%).In addition to the other benefits, Implanon may decrease acne in current sufferers. A two-year study investigated the contraceptive efficacy and tolerability of Implanon in 330 women. Three-hundred fifteen subjects provided baseline and follow-up information on acne and dysmenorrhea. About the same percentage of subjects had acne at baseline and at follow-up. Among all study subjects, there was no change in acne status. Among acne sufferers, however, 61% reported that their condition had improved or disappeared during treatment and 8% reported a worsening of acne during the study. Approximately 14% of subjects who did not have acne at baseline reported having acne at the end of the study.�Sources: Hatcher RA et al. Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007.Funk S, Miller MM, Mishell DR Jr, et al. Safety and efficacy of Implanon, a single-rod implantable contraceptive containing etonogestrel. Contraception 2004;9:39–46.
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Concerns for Teens 

Small weight gain 
2.8 lbs in year one, and 3.7 lbs. 

year two 
Irregular bleeding patterns 
Insertion and removal requires 

office visits 
Initial expense 
 

Presenter
Presentation Notes
Weight gain:Contraceptive Implant: Weight Change Small but steady weight increases can occur in contraceptive implant users. Participants in clinical trials of Implanon have reported a mean weight gain of 2.8 lbs at the end of the first year and 3.7 lbs at the end of the second year.��In a recent study, Funk et al. investigated whether there was a relationship between the adverse events experienced by their subjects and the contraceptive implant. Weight gain was reported by 12.7% of subjects during the study, and 95% of these cases were considered to be related to the study medication.��Reference:Implanon [physician insert]. Roseland, NJ: Organon USA Inc; 2006.��Funk S, Miller MM, Mishell D Jr, et al. for the IMPLANON US Study Group. Safety and efficacy of IMPLANON, a single-rod implantable contraceptive containing etonogestrel. Contraception. 2005;71:319–326.In clinical trials of Implanon users, bleeding patterns were studied for reference periods of 90 days. The average number of bleeding or spotting days was 17.7 every 90 days.��Bleeding patterns that occur with Implanon are unpredictable and may include changes in frequency or duration. Amenorrhea also occurs among some women. Change in the frequency or duration of bleeding is the most common reason women discontinue Implanon treatment. References:Implanon [physician insert]. Roseland, NJ: Organon USA Inc; 2006. A two-year study investigated the contraceptive efficacy and tolerability of Implanon in 330 women. Three-hundred fifteen subjects provided baseline and follow-up information on acne and dysmenorrhea.��About the same percentage of subjects had acne at baseline and at follow-up. Among all study subjects, there was no change in acne status. Among acne sufferers, however, 61% reported that their condition had improved or disappeared during treatment and 8% reported a worsening of acne during the study. Approximately 14% of subjects who did not have acne at baseline reported having acne at the end of the study.��Improve AcneThe percentage of subjects with dysmenorrhea at baseline was almost three times more than at the study conclusion—59% had it at baseline and 21% had it at follow-up. References:Funk S, Miller MM, Mishell D Jr, et al. for the IMPLANON US Study Group. Safety and efficacy of IMPLANON, a single-rod implantable contraceptive containing etonogestrel. Contraception. 2005;71:319–326
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Combined Hormonal  
Contraception (CHC) 

 
Estrogen 
Inhibits FSH and LH 
Inhibits ovulation 

Progesterone 
Thickens cervical mucus to prevent sperm 

penetration 
Inhibits capacitation of sperm 

 
 

Very 
Effective 

Presenter
Presentation Notes
COCs are effective because they can prevent pregnancy through three means. Primarily, combined oral contraceptives prevent pregnancy by suppressing ovulation. They do this by inhibiting the production of both follicle stimulating hormone (FSH) and luteinizing hormone (LH). The progestins in COCs provide secondary mechanisms that include altering the cervical mucus to prevent sperm penetration. Source: Goldzieher JW. The hypothalamo-pituitary-ovarian system. Pharmacology of the Contraceptive Steroids. (New York: Raven Press, 1994)185–98.
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CHCs:  Safe for majority of adolescents 

Conditions that contraindicate the use of CHC are not 
common, especially among adolescents 

 
It is always important to advise women on the relative 
safety and effectiveness of CHC 

50. CDC Medical Eligibility Criteria for  Contraceptive Use (2012). 

Presenter
Presentation Notes
Most healthy women are potential candidates for COCs. But how do we determine whether it is safe for a young woman to use a particular method of contraception?   Similar to STI guidelines we look to the CDC and use their US Medical Eligilbity Criteria (MEC for contraceptive useThere are four categories that the MED addresses:No restriction (method can be used)Advantages generally outweigh theoretical or proven risksTheoretical or proven risks usually outweigh the advantagesUnacceptable health risk (method not to be used) There is a new user friendly MEC app for the iphone which was created by the CDC.  You can find it by searching the app store for CDC Contraception.Source: 50. Centers for Disease Control and Prevention. U.S. Medical Eligibility Criteria for Contraceptive Use, 2012. Morbidity and Mortality Weekly Report (MMWR). 2012, June; 61(24);449–452. http://www.cdc.gov/reproductivehealth/unintendedpregnancy/Docs/USMEC-Color-62012.docx. 
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Determining safety of contraception methods 

The CDC developed the U.S. Medical Eligibility Criteria (MEC) 
for Contraceptive Use based on the World Health Organization 
Guidelines for Contraceptive Use 
 
There are 4 Categories: 
1. No restriction (method can be used) 
2. Advantages generally outweigh theoretical or proven risks 
3. Theoretical or proven risks usually outweigh the advantages 
4. Unacceptable health risk (method not to be used)  
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U.S. Medical Eligibility Criteria (MEC) for CHC Use 

Category 4=Absolute Contraindications 

 Current breast cancer 

 Severe cirrhosis, Hepatocellular adenoma, 
Malignant liver tumor, Acute/flare viral 
hepatitis 

 Acute DVT/PE, History of DVT/PE with high 
risk for recurrence, Major surgery with 
prolonged immobilization 

 Documented thrombogenic mutations 

 Migraine headaches with auras 

 Diabetes > 20 years or with end organ 
damage 

 Hypertension: Sys > 160, Dias > 100 or 
with vascular disease 

 Current or history of ischemic heart disease, 
Complicated valvular heart disease, 
Peripartum Cardiomyopathy 

 Postpartum <21days 

 Age> 35 and >15 cigarettes/day 

 Complicated solid organ transplant 

 History of Stroke 

 Lupus with positive or unknown 
antiphospholipid antibody 

 

Presenter
Presentation Notes
Now if we take a look at the Category  4 Absolute Contraindications we get what looks like a fairly long list, but if I ask you to pick out which of these is most likely to occur in an otherwise healthy young woman you will find that few of these issues are common.  Young women do frequently come in with headaches that they often call migraines but it is important to clarify whether those headaches are actually Migraines and more importantly Migraines with aura as it is only a Migraine with aura that is an absolute contraindication.Unfortunately with our epidemic of obesity we are seeing more hypertension in our younger patients but please note that the upper numbers for elevated systolic and diastolic pressures are fairly high in this category. Of course we do have teen pregnancies and a combined method is contraindicated in the first 21 days postpartum Please note that cigarette smoking is only a category 4 contraindication if a patient is older than 35 and smokes more than 15 cigarettes per day. People worry a lot about young people having a thrombogenic mutation that might predispose them to thromboses, but it is not recommended to routinely screen all young people for these mutations as they are very rare and screening is very expensive. If your patient has a personal or family history suspicious for a thrombogenic mutation in particular then a workup is probably indicated before starting them on a combined hormonal method; but you can probably start them on a progestin only method or a copper IUD until your investigation is complete.Thrombogenic mutations: factor V leiden, prothrombin mutation; protein s, protein c and antithrombin deficiencies (CU iud -1, Prog – 2)



 

 

2014 

U.S. Medical Eligibility Criteria (MEC) for CHC Use 

Category 3=Relative  Contraindications 

 Past Breast Cancer (>5 years) 

 Breastfeeding <1m postpartum 

 History of DVT/PE with low risk for 
recurrence 

 Symptomatic gallbladder disease  

 Migraine without aura >35 

 Postpartum 21-42d with VTE risk 

 Malabsorptive bariatric surgery 
(COC’s) 

 Past OCP related cholestasis 

 IBD with increased risk for VTE  

 HTN: systolic<140-159, diastolic <90-
99,  Controlled  

 Age >35 and <15 cigarettes/day 

 Drugs: Rifampin, Rifabutin, Certain 
Anticonvulsants, Lamotrigine, Protease 
inhibitors  

 

Presenter
Presentation Notes
In terms of Category 3 relative contraindications once again we see fewer issues that are more common in adolescentsBreastfeeding teens should wait one month before considering combined methodsPatients with less severe HTN or controlled HTN are better off on a non-combined methodAnd patients who are on Rifampin, Rifabutin and certain anticonvulsants are better off on the injection, iud or implant, as other methods including combined pills, the patch, the ring and the progestin only pill are less effective when taken with these medications.  Please note that all other broad spectrum antibiotics, antifungals and antiparasitics are Category 1 and combined hormonal methods can be used without restriction when these medications are being taken.Please refer to the basic MEC chart and its more detailed CLARIFICATIONS when you are uncertain about any contraindications to combined methods.
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         Annual risk of death (per 100,000) 

Bennett P. In: Risk Communication and Public Health. 1999; Chang J, et al. MMWR. 2003.  
Harvard Center for Risk Analysis. 2006’ Schwingl PJ, et al. Am J Obstet Gynecol. 1999.  

Trussell J, Jordan B. Contraception. 2006. 

Skydiving 100 
Driving 20 
Pregnancy 12 
Riding a bicycle 0.8 
Airplane crash 0.4 
Using OCs* 0.06 

*Nonsmoker, age 15–34 

Use Tools: Risk Comparisons 

Presenter
Presentation Notes
OCP are 10 times safer than riding a bicycle and 200 times safer than having a babyReferencesTable adapted from Trussell J, Jordan B. Reproductive health risks in perspective. Contraception. 2006 May;73(5):437-9. Harvard Center for Risk Analysis. Risk Quiz. Available at: http://www.hcra.harvard.edu. Accessed February 1, 2006.Chang J, Elam-Evans LD, Berg CJ, et al. Pregnancy-related mortality surveillance—United States, 1991-1999. In: Surveillance Summaries, February 21, 2003. MMWR. 2003;52(SS-2):1-8.Bennett P. Understanding responses to risk. In: Bennett P, Calman K. Risk Communication and Public Health. Oxford, England: Oxford University Press. 1999.Schwingl PJ, Ory HW, Visness CM. Estimates of the risk of cardiovascular death attributable to low-dose oral contraceptives in the United States. Am J Obstet Gynecol. 1999;180(1):241–249.- - -Original content for this slide submitted by the Clinical Advisory Committee for You Decide: Making Informed Health Decisions about Hormonal Contraception in May 2006, a joint program of ARHP and Planned Parenthood® Federation of America (PPFA). Original funding received from Ortho Women’s Health and Urology through an unrestricted educational grant. Last reviewed/updated by the ARHP/PPFA Clinical Advisory Committee for You Decide: Making Informed Health Decisions about Hormonal Contraception in May 2006. This slide is available at www.arhp.org/core.



 

Estrogen-Related Side Effects 

 Rare but serious health risks, 
including blood clots, heart 
attack, and stroke 

 Patients should contact their 
medical provider immediately if 
they experience ACHES:  
Abdominal pain 
Chest pain 
Headaches 
Eye or visual changes 
Severe leg pain or swelling  

 

Presenter
Presentation Notes
Source: Hatcher R, Nelson A. Combined Hormonal Contraceptive Methods. In: Hatcher R, Trussell J, Stewart F, Nelson A, Cates W, Guest F, Kowal D. Contraceptive Technology. 18th Edition. New York, NY: Ardent Media Inc; 2005: 226; 462.
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Progestin-Related Side Effects 

 Edema 
 Abdominal bloating 
 Anxiety 
 Irritability 
 Depression 
Myalgia 
Menstrual irregularities 

Presenter
Presentation Notes
Source: Hatcher R, Nelson A. Combined Hormonal Contraceptive Methods. In: Hatcher R, Trussell J, Stewart F, Nelson A, Cates W, Guest F, Kowal D. Contraceptive Technology. 18th Edition. New York, NY: Ardent Media Inc; 2005: 226; 462.
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Oral Contraceptive Pills 
 

Safe 

Effective 

Limited 
Side Effects 

Moderate 
Cost 

Many Choices 

Health 
Benefits 
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Menstrual-Related Benefits 

Menstrual-related health benefits: 

Decreased dysmenorrhea 
Decreased menstrual blood loss 
May reduce menstrual-related PMS 

symptoms 
 Decreased anemia  
 

Presenter
Presentation Notes
Combined oral contraceptive pills have many non-contraceptive benefits. Primarily, they alleviate menstrual disturbances. Studies have shown COCs to substantially decrease dysmenorrhea, menstrual blood loss, premenstrual syndrome,, and anovulatory bleeding. Sources:Larsson G, Milsom I, Lindstedt G, Rybo G. The influence of a low-dose combined oral contraceptive on menstrual blood loss and iron status. Contraception 1992;46(4):327–34Parsey KS, Pong A. An open-label, multi-center study to evaluate Yasmin, a low-dose combination oral contraceptive containing drospirenone, a new progestogen. Contraception 2000;61:105–11Freeman EW, Borisute H, Deal L, Smith L, et al. A continuous-use regimen of levonorgestrel/ethinyl estradiol significantly alleviates cycle-related symptoms: Results of a Phase 3 stud. Fertil Steril 2005;84:S25.Davis A, Godwin A, Lippman J, et al. Triphasic norgestimate ethinyl estradiol for treating dysfunctional dysphoric disorder. Obstet Gynecol 2005;106:492–501
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Menstrual-Related Benefits 

 Reduces 
 Ectopic pregnancies 
 Endometrial and ovarian cancer risk  
 Benign breast conditions 
 PID 

 Improves acne and hirsutism  
 

Presenter
Presentation Notes
Additionally, COCs are associated with a reduction in risk for ovarian and endometrial cancer and benign breast conditions. Particularly important for adolescents, COCs can reduce the incidence of acne. Though only three formulations (Yaz®, Ortho Tri-Cylcen® and Estrostep®) are specifically FDA approved for this purpose, many other formulations have also been shown to improve acne. Source:Palastati R, Hirvensal E, et al. Serum total and unbound testosterone and sex hormone binding globulin in female acne patients treated with two different types of oral contraceptives. Acta Derm Venereol  1984;64:517–23
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Perfect use: 0.3% 

 
Typical adult use: 8% 

 
Typical adolescent use: 5%–25%—

mainly due to poor adherence 

Effectiveness 

Presenter
Presentation Notes
When used correctly and consistently, the failure rate for combined oral contraceptive pills is <1%, but, because the pill requires daily maintenance, efficacy rates for typical use are approximately 3% in adults.[i] Failure rates in adolescents range from 5%–25%, mainly due to noncompliance.[ii] Research indicates that 33% of adolescents are adherent after one year of use (i.e. 2/3 are not).[ii]Sources:[i] Nelson A. Combined Oral Contraceptives. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007.[ii]Berenson AB, Wiemann CM. Use of levonorgestrel implants versus oral contraceptives in adolescents: a case-control study. Am J Obstet Gynecol  1995;172:1128–1137Additional studies on poor adherance/continuity rates for adolescents on COCs:Blumenthal PD, Wilson LE,Remsburg R, et al.: Contraceptive outcomes among postpartum and postabortal adolescents. Contraception 50:451, 1994Polaneczky M, Slap G, Forke C, et al: The use of levonorgestrel implants (Norplant) for contraception in adolescent mothers. N Engl J Med 331:1201, 1994
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     COCs contain:  

»20–50 mcg ethinyl estradiol—
newer formulations rarely contain 
>35 mcg 

»0.1–1.5 mg progestin 
 

   Eight types of progestins classified by 
pharmacology and generation 

Trussel J. Contraceptive Technology. 2007:Rosenberg MJ. Reprod Med. 1995: Potter L. Fam 
Plann Perspect. 1996; Mosher WD. AdvanceData. 2004. Hardman JG. McGraw-Hill. 1996.: 
Goldzieher JW. Fertil Steril. 1971.: Moghissi KS. Fertil Steril. 1971. 

Presenter
Presentation Notes
In combined pills, ethinlyl estradiol (EE) is most commonly the estrogenic compound with doses ranging from 20 to 50 mcg per pill, though few of the newer pills contain more than 35 mcg of estrogen. There are eight types of progestins used in COCs that are classified by pharmacology and generation.Source: Nelson A. Combined Oral Contraceptives. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007Missed Pills: A high number of unintended pregnancies are due to misuse or discontinuation of OCs. By the third month of use, the typical user misses three or more pills each cycle. These data are not presented to focus blame on OCs but to suggest that many women using daily methods are at risk for unintended pregnancy.Counseling:Breakthrough and /or irregular bleeding is the primary cause of discontinuation among new users. Other side effects include breast tenderness, nausea, and bloating.Many of these side effects usually disappear after the first few cycles of pill use. After breakthrough bleeding, breast tenderness and nausea are the leading causes of discontinuation. There is less likely to be side effects, such as nausea and breast tenderness, with low-dose pills. In fact, the incidence of these side effects is approximately 50 percent lower in users of 20 ug pills compared with a 35 ug pill. But the lower the dose the more likely breakthrough bleeding will occur.Even though weight gain is a primary concern of women using OCs, research shows that use of OCs does not substantially affect body weight for most women.Fear of side effects, such as weight gain and nausea, is often the reason women discontinue COC. Emphasize that side effects abate with time. Weight gain: Pooled data from two, 6-cycle, multi-center, double-blind, placebo-controlled trials showed that 2.2% of 228 OC users and 2.1% of 234 placebo users reported weight gain. Likewise, a Cochrane Review of all English-language randomized controlled trials of at least 3 treatment cycles’ duration noted that 3 placebo-controlled trials found no evidence to support a causal association between combination OCs or a combination skin patch and weight gain. [Note: Redmond data were not included.] Their overall conclusion was that there was insufficient evidence to determine the effect of combination OCs on weight, but that no large effect was evident. In actual practice, however, clinicians appreciate that the effects of hormonal contraception on weight will vary from patient to patient, depending on a variety of physiological and lifestyle issues.Combined oral contraceptives (COCs) are a combination of estrogen and progestin. The reduction in estrogen and progestin dosages over the past 30 years has led to a significant reduction in COC-related health risk.Most COC formulations now contain 20 to 35 mcg of ethinyl estradiol plus one of eight available progestins.Three new OC formulations were introduced in the United States between 2000 and 2002: two containing reduced doses of estrogen (25 g) and the widely used progestins desogestrel and norgestimate (Cyclessa, Ortho Tri-Cyclen Lo), and one containing 30 g of estrogen and the novel progestin drospirenone (Yasmin). The novel progestin drospirenone is not derived from testosterone; rather, it is a spironolactone derivative. Like spironolactone, drospirenone has some antiandrogenic effects. In addition, it has anti-mineralocorticoid activity, which may reduce estrogen-induced sodium and water retention.These new formulations were developed with the goal of minimizing estrogen-related nonmenstrual side effects, such as breast tenderness, bloating, and nausea, and enhancing rather than diminishing cycle control (i.e., minimal breakthrough bleeding/spotting and amenorrhea). With ultra-low-dose OCs containing 20 g of estrogen, improved tolerability often was obtained at the expense of good cycle control. The new formulations have tried to achieve the optimum balance between the ultra-low dose OCs containing 20 g of estrogen and those containing higher estrogen doses of 30–35 g.Consider the “quick start” method when initiating oral contraceptives. Mechanism of Action:The progestin in COCS is the main actor in preventing pregnancy. It suppresses the secretion of gonadotropin (mainly leutinizing hormone) by the pituitary gland. The estrogen primarily inhibits follicle-stimulating hormone secretion.The estrogen also works synergistically with the progestin to affect the uterine lining and cervical mucus production.Candidates:Women with dysmenorrhea and menorrhagiaWomen who want to regulate mensesWomen who will use a daily method consistentlyAdvantages:Most users of COCs have reduced menstrual flow and dysmenorrhea.COCs reduce the risk of ovarian cancer by 40-80% after ~ one year of use and decrease the risk from 10-12% annually thereafter. (Burkman) Even after discontinuing COC use, protection continues for 15-20 years. COCs also reduce the risk of endometrial cancer by 40-50%, and like ovarian cancer, protection increases with duration of use. Studies demonstrate 90 percent protection from ectopic pregnancy with current OC use.A reduced incidence of benign breast disease--including fibrocystic changes and fibro ademomas has been consistently shown.Three multicenter, randomized, placebo-controlled trial have demonstrated COC’s effectiveness in reducing acne.OCs can relieve vasomotor symptoms in most women.Possible Advantages: 1) May preserve bone density, and 2) May protect against iron deficiency anemia, ovarian cysts with higher doses, and pelvic inflammatory disease.Contraindications:Multiple risk factors for arterial cardiovascular disease, such as smoking, diabetes, hypertensionKnown thrombogenic mutationsCurrent or history of current ischemic heart diseaseHistory of strokeHistory of or current deep venous thrombois or pulmonary embolismVascular diseaseComplicated valvular heart diseaseHypertension (systolic ≥160 or diastolic ≥ 100)Smoking (>10 cigarettes/day and age 35 or older)Migraine headache with aura Major surgery with prolonged immobilizationCurrent breast cancerActive viral hepatitisSevere cirrhosisBenign or malignant liver tumors Breastfeeding <6 weeks postpartumDisadvantages: Obesity may impair the effectiveness of COCs.Women also fear risks, such as breast cancer and venous thromboembolism. Review their risks. Breast cancer: There is confusion regarding the risk of breast cancer and OC use. Many women think that the findings of the Women’s Health Initiative regarding combination (estrogen/progestin) hormone replacement therapy apply to all hormones. Recent high-quality observational data from the Women’s Contraceptive and Reproductive Experiences (CARE) Study provide reassuring evidence that OC use does not increase breast cancer risk. The relative risk was 1.0 (95% CI = 0.8–1.0) for current OC users and 0.9 (95% CI = 0.8–1.0) for former users. These findings were not changed by duration and dosage of OC use, timing of use, age at use, or risk status based on family history. Likewise, a pooled analysis of data from WHO and New Zealand trials of DMPA found no overall increase in breast cancer risk.Venous thromboembolism: Use of combination OCs increases the risk of thromboembolism. However, the annual risk is low (1.0–3.0 per 10,000 women) and approximately half that associated with pregnancy (5.9 per 10,000).Obesity and use of COCs are independent risk factors for venous thromboembolism.Another common concern is that OCs cause heart attack and stroke. This risk is related to the presence of other risk factors, especially smoking. In fact, OC use does not increase the risk of myocardial infarction or hemorrhagic stroke among healthy nonsmokers under age 35 who do not have other risk factors for these events, and is associated with only a slight increase in the risk of ischemic stroke.ReferencesACOG Committee on Practice Bulletins. No. 73. Use of Hormonal Contraception in Women with Coexisting Medical conditions. Obstet Gynecol. 2006;107:1453-72.Burkman R, Schlesselman JJ, Zieman M. Safety concerns and health benefits associated with oral contraception. Am J Obstet Gynecol. 2004;190(Suppl):S5-S22.Burkman RT, Fisher AC, LaGuardia KD. Effects of low-dose oral contraceptives on body weight: results of a randomized study of up to 13 cycles of use. J Reprod Med. 2007 Nov;52(11):1030-4. Burkman RT. Management of the Fibroid Uterus. Adv Obstet Gynecol. 1996;3:103-128.Davis A. Wysocki S. Clinician/patient interaction: communicating the benefits and risks of oral contraceptives. Contraception. 1999;59(1 Suppl):39S-42S. Farmer RDT, Preston TD. The risk of venous thromboembolism associated with low oestrogen oral contraceptives. J Obstet Gynecol. 1995;15:195-200.Gallo MF, Grimes DA, Schulz KF, Helmerhorst FM. Combination contraceptives: effects on weight (Cochrane Review). In: The Cochrane Library, Issue 4, 2003. Chichester, UK: John Wiley & Sons, Ltd.Goldzieher JW. The hypothalamo-pituitary-ovarian system. Pharmacology of the Contraceptive Steroids. (New York: Raven Press, 1994)185-98.4 Moghissi KS. Effects of microdose progestogens on endogenous gonadotrophic and steroid hormones, cervical mucus properties, vaginal cytology and endometrium. Fertil Steril. 1971;22(7):424-34.Hardman JG, Limbird LE (eds.) Goodman & Gillman’s The Pharmaceutical Basics of Therapeutics. Ninth edition. Section XIII: Hormones and hormone synthesis. New York: The McGraw-Hill Companies, Inc., 1996.Kaunitz AM. Use of combination hormone replacement therapy in light of recent data from the Women’s Health Initiative. Medscape Women’s Health eJournal. 2002;7. Available at: http://www.medscape.com/viewarticle/438357. Retrieved July 12, 2002.Marchbanks PA, McDonald JA, Wilson HG, et al. Oral contraceptives and the risk of breast cancer. N Engl J Med. 2002;346:2025-32.Martin SL, Curtis KM, Glasier AF. Combined hormonal contraception and bone health: a systematic review. Contraception. 2006;73(5):445-469.Moghissi KS. Effects of microdose progestogens on endogenous gonadotrophic and steroid hormones, cervical mucus properties, vaginal cytology and endometrium. Fertil Steril. 1971;22(7):424-34.Mosher WD, Martinez GM, Chandra A, et al. Use of contraception and use of family planning services in the United States: 1982-2002. Advance Data 2004 Dec 10;(350):17-52.National Association of Nurse Practitioners in Women’s Health (NPWH). National survey on weight gain and oral contraceptives. Washington, DC:NPWH, 1999.Peterson HB, Lee NC. The health effects of oral contraceptives: misperceptions, controversies, and continuing good news. Clin Obstet Gynecol. 1989;32:339-55.Potter L, Oakley D, deLeon-Wong E, Canamar R. Measuring compliance among oral contraceptive users. Fam Plann Perspect. 1996:28:154-158.Redmond G, Godwin AJ, Olson W, Lippman JS. Use of placebo controls in an oral contraceptive trial: methodological issues and adverse event incidence. Contraception. 1999;60:81-85.Redmond GP, Olson WH, Lippman JS, Kafrissen ME, Jones TM, Jorizzo JL. Norgestimate and ethinyl estradiol in the treatment of acne vulgaris: a randomized, placebo-controlled trial. Obstet Gynecol. 1997;89:615-622.Rosenberg MJ, Meyers A, Roy V. Efficacy, cycle control, and side effects of low- and lower-dose oral contraceptives: a randomized trial of 20 ug and 35 ug estrogen preparations. Contraception. 2000;60:320-329.Rosenberg MJ, Waugh MS, Long S. Unintended pregnancies and use, misuse and discontinuation of oral contraceptives. J Reprod Med. 1995;40:355-360. Rosenberg MJ, Waugh MS. Oral contraceptive discontinuation: a prospective evaluation of frequency and reasons. Am J Obstet Gynecol. 1998;179:577-582.Rosenberg MJ, Waugh MS. Oral contraceptive discontinuation: a prospective evaluation of frequency and reasons. Am J Obstet Gynecol. 1998;179:577-582.Skegg DC, Noonan EA, Paul C, et al. Depot medroxyprogesterone acetate and breast cancer. A pooled analysis of the World Health Organization and New Zealand studies. JAMA. 1995;273:799-804.Spector TD, Hochberg MC. The protective effect of the oral contraceptive pill on rheumatoid arthritis: an overview of the analytic epidemiological studies using meta-analysis. J Clin Epidemiol. 1990;43(11):1221-1230.Trussel J. Contraceptive efficacy. In: Hatcher RA, Trussel J, Nelson AL, et al. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007. WHO Medical Eligibility Criteria for Contraceptive Use, 3rd edition 2004.
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Estrogen Dosage 

Ethinyl estradiol in most OCP’s 
Mestranol is pro-drug converted to ethinyl 

estradiol, rarely used 
50 mcg. Unacceptably high 
30-35 mcg is “low dose” 
20 mcg – ultralow  
25 mcg – Ortho Tri-Cyclen ® Lo 
10 mcg – Lo Loestrin®Fe 
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20 vs. 30-35 mcg 

20 mcg:  
 less estrogenic side effects 
more breakthrough bleeding  
more pill discontinuation 

 
30-35 mcg:   
better for bone density 
higher estrogen dose 
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Monophasic vs. Multiphasic 

Monophasic – same progestin dose for all active pills 
Multiphasic – usually triphasic, increasing progestin dose 

weeks 1-3 
   Mimics luteal phase 
   No clinical advantage 
   Less total hormone per cycle 
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COCs Formulations 

Monophasic 
•Hormone 
levels remain 
constant 
•Ortho-Novum 
1/35,  
Demulen 1/35, 
Lo-Ovral, 
Ortho-Cyclen, 
Loestrin, 
Alesse,  
Ortho-cept 
 
 

•Change 
hormone levels 
once during 
cycle 
•Ortho-Novum 
10/11, 
Mircette, and 
Necon 10/11 
 
 
 
 
 

Biphasic Triphasic 
3 different 
doses of 
hormones 
changing every 
7 days in 1st 3 
weeks 
•Ortho-Novum 
7/7/7, Ortho Tri-
Cyclen, Ortho-
Tri Cyclen Lo, 
Triphasil, Tri-
Level, Tri-
Norinyl 

•4 different 
doses of 
hormones 
changing 
throughout 28 
day cycle 
•Natazia 
(approved Sep 
2010) 
 
 
 
 

Four-Phasic 

Presenter
Presentation Notes
Monophasic pills contain the same amount of estrogen and progestin in all of the active pills in a pack. Examples of monophasic pills include Ortho-Novum 1/35, Demulen 1/35, Lo-Ovral, Ortho-Cyclen, Loestrin, Alesse, Apri and Ortho-Cept (could add Nordette, Yasmin). Because of the uniform hormone level in all the pills, monophasics are least likely to cause side effects, such as mood changes, that can result from fluctuating hormone levels in the body.Biphasic and triphasic pills contain different dosages of progestin or estrogen throughout the pill pack. Compared with monophasics, these pills reduce the total hormone dosage a woman receives and are thought to better match the body’s natural menstrual cycle. Biphasic pills change the level of hormones once during the menstrual cycle. Examples of biphasic pills include Ortho-Novum 10/11, Mircette and Necon 10/11. Triphasic pills contain three different doses of hormones in the active pills (changing every seven days during the first three weeks of pills). Triphasic pills include Ortho-Novum 7/7/7, Ortho Tri-Cyclen, Triphasil, Tri-Levlen, and Tri-Norinyl.Four-phasic pills contain four different doses of hormones in the active pills. The first four-phasic pill was approved in September 2010, Natazia. 
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Formulations 

Extended Use 
Bicycling, Tricycling, Continuous 

Shortened Pill-Free Interval 
Pill free interval from seven to four days—shorter 

bleed 

Monthly cycling 21/7 

Three weeks active seven days placebo  
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Generations of Progestins 

Levonorgestrel & norgestrel 

Desogestrel & norgestimate 

Norethindrone/those that metabolize norethindrone 
First 

Estrogen properties vary 
Second 

Least androgenic effects 
Third 

Dropirenone Derived from 17α -spirolactione   
Fourth 

Presenter
Presentation Notes
In combined pills, ethinyl estradiol (EE) is most commonly the estrogenic compound with doses ranging from 20 to 50 mcg per pill, though few of the newer pills contain more than 35 mcg of estrogen. There are eight types of progestins used in COCs that are classified by pharmacology and generation. The estrane family, also called first generation progestins, includes norethindrone, norethindrone acetate, and ethynodiol diacetate. The gonane family consists of second and third generation progestins. The second generation progestins include levonorgestrel and norgestrel and possess varying degrees of androgenic and estrogenic properties. The third generation progestins have the least androgenic effects and include desogestrel and norgestimate. Drospirenone is a fourth generation progestin. Unlike the others, this progestin is derived from 17α-spirolactione, not from 19-nortetosterone. Source:Mosher WD et al., Use of contraception and use of family planning services in the United States: 1982–2002, Advance Data from Vital and Health Statistics, No. 350. 2004.
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Fourth Generation Progestins 

May 2001 FDA 
approved Yasmin 

28® 

 

Monophasic 

Contains 30 mcg EE and 3 mg 
Fourth generation progestin 
drospirenone 

May 2006 FDA 
approved Yaz® 

 

Contains 20 mcg EE and 3 mg 
drospirenone 

24 active pills and 4 placebo 

FDA approved to treat PMDD 
and acne 

Presenter
Presentation Notes
In May 2001, the FDA approved the first COC to utilize the fourth generation progestin drospirenone (Yasmin 28®, Berlex Laboratories). This is a monphasic formulation containing 30 mcg of ethinyl estradiol 3 mg of drospirenone. A little over five years later, the FDA approved a contraceptive pill (Yaz®, Bayer Healthcare Pharmaceuticals) containing 20 mcg ethinyl estradiol and 3 mg drospierenone. Yaz® includes 24 active pills and only 4 placebo pills to offer patients fewer hormonal fluctuations. This drug regimen has also been FDA approved for treatment of premenstrual dysphoric disorder (PMDD) and acne. The advantage of having 24 days of active pills and 3 days of placebo is to decrease the number of days for menses and alleviate symptoms associated with premenstrual syndrome. This method may also decrease symptoms related to estrogen withdrawal (such as headaches) during the place phase of the 28-day regimen.  U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Yasmin 28 NDA 021098 approval letter, May 11, 2001U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Yaz NDA 021873 approval letter, March 16, 2006U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Yaz NDA 021676 approval letter, October 4, 2006U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Yaz NDA 022045 approval letter, January 6, 2007U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Loestrin FE NDA 021871 approval letter, February 17, 2006
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Newer Progestins 

 Less androgenic side effects 
 Anti-androgenic effects 

 Treat acne 
 Prevent hirsutism 
 Useful for polycystic ovary syndrome 

Difference in thrombo-embolic phenomena controversial 
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Extended Cycling 

Decrease hormonal shifts and no. menses 
 Convenience, treat dysmenorrhea, other cyclic symptoms 
 Seasonale® – levonorgestrel, 30 mcg EE for 84 days, 7 

placebos 
 Seasonique® – added 10 mcg EE to placebos 
 LoSeasonique® - 20 mcg EE for 84 days 
 Lybrel® - 28 days  20 mcg EE, no placebos 

 



 

 

2014 

 
 
 
 
 
 
 
 
 
 
 
 

Extended Cycle COCs 
Name FDA 

approved 
EE  Progestin Regimen # of 

periods 

Seasonale 

Seasonique 

Lybrel 

Presenter
Presentation Notes
In 2003, the FDA approved the first 91-day (84 days of active pills followed by 7 days of placebo) oral contraceptive regimen that reduces or eliminates a monthly withdrawal bleed (Seasonale®, Barr Laboratories). This regimen contains 30 mcg ethinyl estradiol and 0.15 mg levonorgestrel. Under the dosing regimen, the number of expected menstrual periods that a woman usually experiences is reduced from once a month to about once every three months. As with the conventional 28-day regimen, women will have their period while taking the placebo tablets. Although users of this method report fewer scheduled menstrual cycles, the data from clinical trials show that many women, especially in the first few cycles of use, had more unplanned bleeding and spotting between the expected menstrual periods than women taking a conventional 28-day cycle oral contraceptive. To lessen the frequency of breakthrough bleeding, another extended cycle pill was developed that replaced the week of placebo with seven days of 10 mcg of ethinyl estradiol. Approved by the FDA in May 2006 (Seasonique®, Barr Pharmaceuticals), this regimen consists of 84, 0.15 mg of levonorgestrel and 30 mcg of ethinyl estradiol pills and seven, 10 mcg of ethinyl estradiol pills. The latest extended cycle pill was FDA approved in May 2007 (Lybrel, Wyeth Pharmaceuticals). Containing 0.90 mg of levonorgestrel and 20 mcg of ethinyl estradiol, this regimen is designed to be with no placebo interval in effort to stop menses completely. U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Seasonale NDA 021544 approval letter, September 5, 2003Anderson FD, Hait H. A multicenter randomized study of an extended cycle oral contraceptive. Contraception 2003;68:89–96.U.S. Food and Drug Administration, Center for Drug Evaluation and Research.Lybrel NDA 021864 approval letter, May 22, 2007
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Issues with Extended Cycling 

Insurance plans cover 30 day supply 
Any monophasic pill can be used. 
Can take active pills until breakthrough bleeding 

occurs, then stop pills for 7 days. 
Can extend duration of active pills from 6 weeks 

up to 12 weeks and beyond. 
Be specific in prescribing: 
   Disp: 2 packs 
   Sig: Take 6 weeks active pills,   

 one week placebos 
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Counseling Issues and Facilitating Use

•Establish a time each day to take 
the pill (when brushing teeth, 
etc.) 

Adherence 

•Usually transient 
•If persist, many other brands 
available 

•If > two pills missed, use other 
method 
•Recommend/Prescribe EC 

Missed Pills 

Side Effects 

Presenter
Presentation Notes
More than half of adolescents will stop taking the pill during the first year of use.  Taking the pill at the same time every day encourages compliance.If you forget one pill, take it as soon as you remember.If you forget more than one pill in a cycle, use a back-up contraceptive method.Keep emergency contraception on hand as a possible back-up method.
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Are COCs the right choice? 

Advantages 

Effective 

Safe 

Quick return to 
fertility 

Health benefits 

Disadvantages 
Requires daily 

adherence 

Semi-private 

Estrogen-related risks 
and side effects 
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Prescribe or Dispense Multiple Cycles of Contraception 

 Recent studies indicate that providing more 
than one cycle of birth control at initial visit 
increases contraceptive continuation 25 

 

Greatest effect:  teens less than 18 years 
old 

25. Foster, Parvataneni, de Bocanegra, et al (2006). 
26. White, Roca, & Westhoff  (2010).  

Presenter
Presentation Notes
How can providers improve continuation rates for oral contraception? Well we actually know from some recent studies, that providing more than one cycle of birth control at an initial visit increases contraception continuationBut What other factors can affect a providers’ ability to prescribe multiple cycles of contraceptives? The ability to dispense or prescribe multiple packs will differ, depending on what insurance a patient has and/or whether or not onsite supplies are available and in what quantity. Providers should become familiar with the number of cycles that can be prescribed at once via Medicaid and the common private insurance plans that their patients have.-Pharmacies also have different prescribing practices that limit amounts given out, mail order pharmacy programs are often better about dispensing larger supplies
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Progestin-Only Oral Contraceptives 

Called the “mini-pill”  
Two formulations: norethindrone & norgestrel 
No placebo week 
Mechanism of action: Thickens cervical mucous 
Timing crucial 
 

 
 

Apgar BS. AFP. 2000; WHO MEC. 2004. Contraception Report. 
1999. Apgar BS. AFP. 2000. et al.  

Very 
Effective 

Presenter
Presentation Notes
Often called “mini-pills,” progestin-only pills are a good contraceptive choice for women who can’t use estrogen.There are currently two formulations--norethindrone (Micronor, each pill contains .35 mg of norethindrone) and norgestrel (Ovrette), each pill contains .075 mg of norgestrel).Efficacy of progestin-only pills requires consistent use. So women should take the pill at the same time every day.Mechanism of Action:Progestin-only pills prevent contraception through multiple mechanisms including suppressing ovulation and midcycle gonadotropin peaks and altering the cervical mucus, the endometrium, and fallopian tubes.Candidates:Progestin-only pills are useful for women who want immediately reversible hormonal contraception but for whom estrogen is contraindicated because of breastfeeding, cardiovascular disease, and migraine, for example. Advantages:Progestin-only pills (COCs also are used) can be used to correct dysfunctional uterine bleeding. This bleeding usually results from anovulation and occurs at the extremes of life. Progestin-only pills do not have the estrogen-related side effects that COCs have, such as nausea, headache, and bloating, but they do cause irregular vaginal bleeding.These pills protect against cancer of the uterus and ovaries, benign breast disease, and pelvic inflammatory disease.Contraindication:The only contraindication to taking progestin-only pills is current breast cancer. 	Disadvantages:Efficacy of progestin-only pills requires consistent use. So women should take the pill at the same time every day.Progestin-only users should be prepared to use a back-up method in case they don’t take the pill as required.The primary side effect is irregular menstrual bleeding, including spotting or breakthrough bleeding, amenorrhea, or shorted cycles. Irregular bleeding decreases in many users by cycle 12. But menstrual side effects are the most frequently cited reasons for discontinuing progestin-only pills. Less common side effects are headache, breast tenderness, and dizziness.Counseling:The pill must be taken at the same time each day.If a pill is more than 3 hours late, a backup method of contraception should be used for at least the next 48 hours. Inform women about emergency contraception.Explain that the range of bleeding disturbances that may occur, including frequent bleeding, prolonged bleeding, irregular bleeding, or, in some cases, amenorrhea. In many women, this irregular bleeding improves within a few months. If bleeding is heavy or particularly bothersome, women should contact their health care provider. ReferencesProgestin-only oral contraceptives: An update. Contraception Report. 1999. Vol. 10, Issue 4. Apgar BS, Greenberg G. Using Progestins in Clinical Practice. AFP. 2000;62:1849-1850.American College of Obstetricians and Gynecologists. Birth Control Pills. 2006. http://www.acog.org/publications/patient_education/bp021.cfmWHO Medical Eligibility Criteria for Contraceptive Use, 3rd edition 2004.Trussel J. Contraceptive efficacy. In Hatcher RA, Trussel J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007.---Original content for this slide submitted by Association of Reproductive Health Professionals in June 2008. Original funding received from the Association of Reproductive Health Professionals general operating funds.  This slide is available at www.arhp.org/core  



 

 

2014 

Case: Angela  

Angela says she is concerned she will 
not remember to take the pill every day.  

 
What other contraceptive options do 

you discuss with her?                                                   



 

 

2014 

Vaginal Ring:  
Nuva Ring 

Estrogen + Progestin 
Flexible, unfitted ring placed in vagina 
In 3 weeks/out 1 week 
4 weeks of medication in ring 
Continuous use: change first of each month 
Mechanism: Inhibits ovulation 

NuvaRing Prescribing Information. Organon. 2001: Timmer CJ. Clin 
Pharmacokinet. 2000. Herndon EJ. Am Fam Physician. 2004: Dieben TO. 
Obstet Gynecol. 2002: Linn ES. Int J Fertil. 2003. et al. 

Very 
Effective 

Presenter
Presentation Notes
The vaginal contraceptive ring (NuvaRing) was approved by the FDA in 2001; became available in US in 2002.Ring is flexible, transparent, and colorless to nearly colorless. Ring comes in one size that fits most women; no fitting is required. One ring is inserted into the vagina per cycle and is to remain in place continuously for 3 weeks, followed by a ring-free week.When inserted, the ring delivers ~ 120 g of etonorgestrel and 15 g of ethinyl estradiol/day to the systemic circulation over a 3-week period. After insertion, maximum serum concentrations of etonorgestrel and ethinyl estradiol are achieved in approximately 1 week and show a gradual linear decline thereafter. Women not previously using hormonal contraception should insert the ring on or before day 5 of the cycle, counting the first day of menstruation as day 1. Back-up contraception is recommended for the first 7 days of ring use.Women switching from a combination OC may insert the ring any time within 7 days after the last combined estrogen/progestin OC and no later than the day that a new cycle of pills would have been started. No back-up method is needed.Consider “Quick Start” method with the ring.Mechanism of Action:Similar to COC’s mechanism of action. The ring inhibits ovulation and sperm motility, fertilization, and implantation.Candidates:The vaginal ring is an appropriate method for women who desire the convenience of a 3-week regimen, as well as those who have difficulty using a method that requires daily attention.Women who want to regulate their periods.The hormonal benefits of the vaginal ring are similar to those of the contraceptive skin patch and pill.Clinical trials with the vaginal ring were not designed to assess specifically the impact of heavier body weight on contraceptive efficacy. Therefore, no data are available regarding the efficacy of the vaginal contraceptive ring in women of heavier body weight.Ring improves vaginal flora, leading to reduced frequency of bacterial vaginosis. A multicenter trial showed a low incidence of gastrointestinal problems, such as nausea and vomiting.Advantages: Convenient, once a month usePrivacyCycle control, few women experience  untimely spotting or bleedingContraindications: Same as those for combination Ocs (except those related to intestinal absorption problems)Significant pelvic relaxationVaginal obstructionUnable to touch genitalia Disadvantages:Possibility of leukorrhea and vaginitisHormone-related side effects associated with use of the vaginal ring, such as headache and nausea, are similar to those seen with OCs, although more study is needed. Local adverse effects associated with use of the vaginal ring include leukorrhea, vaginitis, and a slight risk (1%) of device expulsion. The ring is rarely felt during intercourse. Because the vaginal ring contains estrogen and progestin, contraindications for its use are similar to those for OCs.Counseling:The ring is easy to insert; there is no wrong way to insert it.The ring can be placed anywhere in the vagina, but the deeper it’s placed, the less likely it will be felt.After 3 weeks, remove the ring for one week and then insert a new ring.Patients need to be cautioned that the ring can be inadvertently expelled from the vagina while removing a tampon or during bowel and bladder emptying, especially with straining or constipation. Often women are not aware that the device has been expelled.If the ring falls out, it should be rinsed with warm water and reinserted within 3 hours.ReferencesHerndon EJ, Zieman M. New contraceptive options. Am Fam Physician. 2004;69:853-860. Dieben TO, Roumen FJ, Apter D. Efficacy, cycle control, and user acceptability of a novel combined contraceptive vaginal ring. Obstet Gynecol. 2002;100:585-93.Linn ES. Progress in contraception: new technology. Int J Fertil. 2003;48:182-91.Brunei V, Pontello V, Luisi S, Petraglia F. An open-label, multicentre trial to evaluate the vaginal bleeding pattern of the combine contraceptive vaginal ring NuvaRing. Eur J Obstet Gynecol Reprod Biol. 2008.Roumen FJME, Apter D, Mulders TMT, Dieben TOM. Efficacy, tolerability and acceptability of a novel contraceptive vaginal ring releasing etonogestrel and ethinyl oestradiol. Hum Reprod. 2001;16:469-75.Lete I, Doval JL, Perez-Campos E, et al. Factors affecting women’s selection of a combined hormonal contraceptive method: the TEAM-06 Spanish cross-sectional study. Contraception. 2007;76:77-83.NuvaRing Prescribing Information. Organon Inc., West Orange, NJ; 2001.Vaginal ring. Mayo Clinic. January 2008. http://www.mayoclinic.com/health/birth-control/BI99999/PAGE=BI00017NuvaRing Prescribing Information. Organon Inc., West Orange, NJ; 2001.Timmer CJ, Mulders TMT. Pharmacokinetics of etonogestrel and ethinylestradiol released from a combined contraceptive vaginal ring. Clin Pharmacokinet. 2000;39:233-42.Trussel J. Contraceptive efficacy. In Hatcher RA, Trussel J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007.
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Low 
Dose 

Low 
Maintenance 

Private 

Safe And 
Effective 

15 mcg EE 
1.2 mg 

etonogestrel 

Ring in three 
weeks and out 
for one week 
(or for four 

weeks with no 
ring-free 
week) 

Only evident to 
patients and 
sometimes 

sexual partners 

Same 
safety/ 
efficacy 

profile as 
COCs 

The Vaginal Ring 

Presenter
Presentation Notes
The vaginal contraceptive ring (NuvaRing®, Organon USA) is a soft, flexible ring made of ethylene vinyl acetate copolymer with an outer diameter measuring 54 mm and the cross-sectional diameter measuring 4 mm. Approved by the FDA in 2001, the ring releases 15 mcg of ethinyl estradiol and 1.2 mg of etonogestrel directly into the vaginal wall. It is designed to emulate the cycle of the 28-day pill packs. Each ring is inserted into the vagina for 21 days and removed for 7 days to allow for a withdrawal bleed.[i],[ii]However, the ring is pharmacokinetically active for up to 35 days so the ring can be used continuously for four weeks without a ring free week.With perfect use in adult women, the ring has similar efficacy rates as COCs. [i] U.S. Food and Drug Administration, Center for Drug Evaluation and Research. NuvaRing NDA 02187 approval letter,  October 3, 2001 [ii] Organon USA I. NuvaRing prescribing information. Roseland, NJ:2005.[iii] Oddsson K, Leifels-Fischer B, de Melo Nr, et al. Efficacy and safety of a contraceptive vaginal ring compared with combined oral contraceptive: a 1-year randomized trial. Contraception 2005;71:176–182.
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Counseling Issues and Facilitating Use 

Insertion 
 

•Provider can place 
the ring in patient’s 
vagina in the 
office/clinic and 
have patient remove 
it and practice 
inserting it again 
herself 

•Advise patients to 
reinsert ring on the 
same day every 
month to increase 
compliance 
 

 
 

Reinsertion 
 

If Ring Falls Out 
 

•During week one & 
two, reinsert ring 
•During week three, 
insert NEW ring OR 
have withdrawal 
bleed and insert 
NEW ring after 
seven days  
•In all cases, use 
back up method for 
seven days 

Ring can be removed safely for up to three hrs/day  

Presenter
Presentation Notes
The ring can safely be removed for up to three hours at a time. If it is out of the body for more than three hours, guidelines differ depending on timing within the cycle. During the first “ring in” weeks, she can reinsert an expelled ring. During week three, she can either insert a new ring right away or start the withdrawal bleed and insert a new ring seven days after the last one was removed/expelled. With any of these options, she should use another backup method of birth control for seven days.Extended cycling is also a safe and effective option with the ring.Sources:Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007Edelman A, Gallo MF, Jensen JT, Nichols MD, Grimes DA. Continuous or extended cycle vs. cyclic use of combinedhormonal contraceptives for contraception. Cochrane Database of Systematic Reviews 2005, Issue 3. Art. No.: CD004695. DOI:10.1002/14651858.CD004695.pub2.
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Is the Ring the Right Choice? 

Advantages 

Safe & effective 

Low dose 

Monthly adherence 

Same health benefits 
as COCs? 

May decrease BV risk 

Disadvantages 
Estrogen-related risks & 

side effects 
 Discomfort with self 

insertion and removal? 
Increased vaginal 

wetness and discharge 
(advantage?) 

Patients and partners 
may feel it during sex 

Presenter
Presentation Notes
Source:Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007



 

Case: Angela  

Angela likes the idea 
of the ring but she is a 
little put off by the 
idea of touching her 
own vagina. 

 
What other 

contraceptive   
options do you 
discuss with her?                                                   
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The Transdermal Patch 

Safe 

Effective 

Limited 
Side Effects 

Moderate 
Cost 

Health 
Benefits 

Very 
Effective 

Presenter
Presentation Notes
The transdermal patch (Ortho Evra®) is a thin, beige, 20 cm2 plastic patch that includes an outer protective layer, a middle medicated adhesive layer, and a clear liner. 
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Transdermal Patch: Ortho Evra 

Estrogen + Progestin 
Beige-colored patch changed once per week 
3 weeks on/1 week off 
9 days of medication in each patch 
Mechanism: Inhibits ovulation 

 
 

Abrams LS. Fertil Steril. 2002: Ortho Evra Prescribing Information. Archer DF, et al. Fertil 
Steril. 2002.; Zacur HA, et al. Fertil Steril. 2002.; Zieman M, et al. Fertil Steril. 2002.; 
Archer DF, et al. Contraception. 2004.; Audet MC, et al. JAMA. 2001. 
 

Presenter
Presentation Notes
First available in US in 2002.The weekly transdermal contraceptive patch (Ortho Evra) , which is beige-colored, is applied once a week to the abdomen, buttock, upper outer arm, or upper torso.The patch delivers 150 g of norelgestromin/20 g of ethinyl estradiol daily to systemic circulation. Serum concentrations of norelgestromin and ethinyl estradiol within the range generally seen with oral norgestimate 250 g/ethinyl estradiol 35 g are maintained for up to 10 days, suggesting that clinical efficacy would be maintained even if a scheduled change is missed for as long as 2 full days.Three consecutive 7-day patches (21 days) are applied, followed by 1 patch-free week per cycle.Use of the patch should be initiated during the first 24 hours of menses; no back-up is recommended. However, if use is initiated after day 1 of the menstrual cycle, a nonhormonal back-up method is recommended.The contraceptive efficacy of the transdermal patch is comparable to that of combination OCs. In clinical trials, fewer than 3% of patches were replaced due to partial (2.9%) or complete (1.8%) detachment. Adhesion is not affected by heat, humidity, or exercise.Mechanism of Action:Comparative studies suggest that young women in particular may be able to use the patch more consistently than OCs.The patch is an appropriate method for women who desire the convenience of a once-weekly regimen, as well as those who have difficulty using a method that requires daily attention.Noncontraceptive benefits are similar to those of OCs.Candidates:Women who want an easy, nondaily method.Women with dysmenorrhea and menorrhagiaWomen who are concerned about interference with nausea or vomiting.Advantages: Weekly form of birth controlRapid reversibility Contraindications :Same as those for combination OCs.Disadvantages:Side effects are similar to COC’s side effects. Because the patch contains estrogen and progestin, side effects associated with its use are probably similar to OCs, although more study is needed. A 2008 publication of a Cochrane Database sytematic review determined that compared to COC users, patch users were more likely to report breast discomfort, dysmenorrhea, nausea, and vomiting, but that patch users had better compliance than OC users. These side effects usually dissipate within the first 2 months of use.Increased exposure to estrogen, which may increase the risk of side effectsApplication site reactions.Breast tenderness. Breast tenderness is greater in the first few cycles of use and dissipates over time.Contraceptive failures may be increased among women weighing 90 kg (198 lbs) or more.Counseling: Educate patient on application and removal of patchAvoid placing patch in areas that receive a lot of friction, such as bra strapsPlace on buttocks, abdomen, upper torso (excluding breasts),  or upper armApply to clean, dry skinOnce removed, fold patch closed to reduce release of hormonesDo not flush in the waste system.  Dispose of it in the garbageReferencesArcher DF, Bigrigg A, Smallwood GH, et al. Assessment of compliance with a weekly contraceptive patch (Ortho Evra/Evra) among North American women. Fertil Steril. 2002;77(Suppl 2):S27-31.Archer DF, Cullins V, Creasy GW, Fisher AC. The impact of improved compliance with a weekly contraceptive transdermal system (Ortho Evra®) on contraceptive efficacy. Contraception. 2004;69:189-195.Audet M-C, Moreau M, Koltun WD, et al. Evaluation of contraceptive efficacy and cycle control of a transdermal contraceptive patch vs an oral contraceptive. A randomized controlled trial. JAMA 2001;285:2347-54.Ortho Evra™ Prescribing Information, Ortho-McNeil Pharmaceutical, Raritan, NJ; November 2001.Sibai BM, Odlind V, Meador ML, Shangold GA, Fisher AC, Creasy GW. A comparative and pooled analysis of the safety and tolerability of the contraceptive patch (Ortho Evra™/ Evra™). Fertil Steril. 2002;77(2 Suppl 2):S19-26.ACOG Committee on Practice Bulletins. No. 73. Use of Hormonal Contraception in Women with Coexisting Medical conditions. Obstet Gynecol 2006;107:1453-72..Lopez LM, Grimes DA, Gallo MF, Schulz KF. Skin patch and vaginal ring versus combined oral contraceptives for contraception. Cochrane Database Syst Rev 2008;(1).WHO Medical Eligibility Criteria for Contraceptive Use, 3rd edition 2004.Abrams LS, Skee D, Natarajan J, Wong FA. Pharmacokinetic overview of Ortho Evra™/Evra™. Fertil Steril. 2002;77( Suppl 2):S3-12.Ortho Evra Prescribing Information. Ortho-McNeil Pharmaceutical, Raritan, NJ; November 2001.Trussel J. Contraceptive efficacy. In Hatcher RA, Trussel J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007.---Original content for this slide submitted by Association of Reproductive Health Professionals in June 2008. Original funding received from the Association of Reproductive Health Professionals general operating funds.  This slide is available at www.arhp.org/core  
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Failure rates similar to COCs 

Forgiving of delayed reapplication 

Improved adolescent compliance  

Higher detachment rate with teens (up to 
35%) 

Higher failure rate among women who 
weigh 198 lbs 

 

Presenter
Presentation Notes
In clinical trials, the failure rates for the patch were similar to COCs: 0.3% with perfect use and 8% with typical use. Because the patch is administered weekly, not daily, adherence rates with younger women are higher. One study of 50 adolescents found that 87% of participants reported perfect compliance. Additionally, the method is forgiving of delayed patch reapplication. Hormone levels remain active for at least nine days after application of a second patch suggesting that ovulation would be inhibited with a delay of at least two days.  Sources:Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007Rubinstein ML, Halpern-Felsher BL, Irwin CE. An evaluation of the use of the transdermal contraceptive patch in adolescents. J Adolesc Health  2004;24:295-401Abrams LS, Skee D, Natarajan J, Wong FA. Pharmacokinetic overview of Ortho Evra/Evra. Fertil Steril 2002;77:S3-12
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 Similar estrogen-related side effects  
 and risks as COCs 

 
 Increased amount of estrogen may increase clot risk, 

but risk still very low 
 

 

Presenter
Presentation Notes
Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Mean Serum Concentration/Time Profiles EE: OCs and Patch 

OC: Cycle 2, 
days 15–21  

Patch:  
Cycle 2, week 3 

ethinyl estradiol 

Ethinyl Estradiol OCs and Patch 

Presenter
Presentation Notes
Systemic exposures (as measured by area under the curve [AUC] and steady state concentration [Css]) of NGMN and EE during use of ORTHO EVRA® are higher and peak concentrations (Cmax) are lower than those produced by an oral contraceptive containing norgestimate 250 μg / EE 35 μg.This figure presents mean PK profiles for EE and NGMN following administration of an OC (containing NGMN 250 mcg/EE 35 mcg) compared to ORTHO EVRA during Cycle 2 in 32 healthy females.The PK profile for ORTHO EVRA is different from the PK profile for oral contraceptives in that it has higher steady-state concentrations and lower peak concentrations.However, this graph is based on a pharmacokinetic study, not a clinical one. It therefore does not demonstrate the implications of the data. Source: http://www.orthoevra.com/active/janus/en_US/assets/common/company/pi/orthoevra.pdf
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Changes in the FDA’s Label 

September 20, 2006: FDA included more 
information on the risk of nonfatal blood clots 
with the patch 

Clot risk is not new 

Warning about risk was not strengthened 

 

Presenter
Presentation Notes
On September 20, 2006, the FDA announced new labeling for Ortho Evra patch with more information on the risk of nonfatal blood clots associated with the patch.The clotting risk is not new, and the patch warning about clot risk was not strengthened. The label change simply added information from two additional observational studies, publicized by the FDA in February, about clotting risk in women using the patch or COCs containing 35 mcg of estrogen.The FDA's Daniel Shames, MD, spoke to reporters about Ortho Evra.Shames is the acting deputy director of the Office of Drug Evaluation III at the FDA's Center for Drug Evaluation and Research."We still believe that the risk-benefit profile is appropriate for this particular contraceptive and it's safe and effective when taken with the appropriate label indication," Shames says.He says the FDA is publicizing the label change to provide information. "This is consistent with our policy to try to give information as soon as we know it when we think it's reliable information, even at times when we cannot make a specific change in our recommendations," Shames says.Source:Hitti M. Ortho evra patch: Clot risk updated. Accessed July 7,2010.  Available at http://www.webmd.com/sex/birth-control/news/20060920/ortho-evra-patch-clot-risk-updated



 

 

2014 

Nonfatal VTE Risk and Patch Users 

 Two studies by Jick et al. found: 
VTE risk for patch similar to 35 mcg OCs (53.8 per 

100,000 vs. 41.8 per 100,000) 
No increased risk for stroke or heart attack 

 
 Cole et al. found: 

Patch users > than double the risk of VTE (40.8 
per 100,000 vs. 18.3 per 100,000) 

No increased risk for stroke or heart attack 

Jick S, et al. Contraception 2006;73:223-228;  Jick S, et al. Contraception 
2007;76:4-7. Cole. Obstet Gyn 2007;109:339–46 
   
 

.  

Presenter
Presentation Notes
The FDA warning regarding Ortho Evra® was based on two conflicting studies about the nonfatal venous thrombosis risk of a transdermal contraceptive patch, compared with oral contraceptives. The first study, conducted by the Boston Collaborative Drug Surveillance Program, examined a database of 200,000 women and looked at the risk of heart attack, stroke, and venous thromboembolic events in first-time users of the patch. The authors found that the risk of nonfatal venous thromboembolic events for the contraceptive patch is similar to the risk for oral contraceptives containing 35 mcg of ethinyl estradiol and norgestimate. In a 2007 follow-up study, researchers came to the same conclusion.The second study compared the combined risk of heart attack, stroke, and blood clots in the legs or lungs in women using Ortho Evra and women taking oral contraceptive pills containing norgestimate and estrogen. The study did not find an increased combined risk for heart attack and stroke in women using Ortho Evra, but patch users had about double the risk of blood clots as the women taking the pills. It should also be noted that VTE rates among patch users in both studies were comparable. It is the comparative rates between patch and pill users that were different. The results from the two Jick studies reported more than double the rate of VTE in OCP users. This may have been caused by some differences in study methodology. Primarily, the Cole study allowed existing OCP users to join the study whereby the Jick studies required that participants were new users of both methods upon study initiation. Sources: Jick S, Kaye J, Russman S, Hershel J. Risk of nonfatal venous thromboembolism in women using a contraceptive transdermal patch and oral contraceptives containing norgestimate and 35 μg of ethinyl estradiol Contraception 2006;73:223–228. Cole JA, Norman H, Doherty M, Walker AM. Venous thromboembolis, myocardial infarction, and stroke among transdermal contraceptive system users. Obstet Gyn 2007;109:339–46. 
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VTE Risk in Context 

Risk in General 
Population 

 
0.8 per 10,000 

women per year 
 
 

Risk in COC 
Users 

 
Three to four 
per 10,000 

women per year 
 

Pregnancy and 
Postpartum Period 

Six to twelve per 
10,000 women 

per year 
 

Presenter
Presentation Notes
VTE is very rare in the general population—0.8 women per 10,000 will experience an event each year. Women using hormonal contraception face higher risk but an occurrence of VTE in this population is also very rare. VTE risk in the pregnancy and postpartum period carries the most risk, yet the majority of women have normal healthy pregnancies. Even if one was concerned about the findings of patch users having double the risk of VTE compared to COC users, this would still be an extremely low number of VTE cases, less than 10 in 10,000 per year, which is the rate of VTE in pregnant and postpartum women.Sources:Kujovich JL. Hormones and pregnancy: thromboembolic risks for women. Br J Haematol. 2004 Aug; 126(4):443–54. Vandenbroucke JP, Rosing J, Bloemenkamp KW, Middeldorp S, Helmerhorst FM, Bouma BN, Rosendaal FR. Oral contraceptives and the risk of venous thrombosis. N Engl J Med. 2001 May 17;344(20):1527–35.Greer IA. Thrombosis in pregnancy: maternal and fetal issues. Lancet 1999;353:1258–1265. 
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Counseling Issues and Facilitating Use 

Application 
 

•Place on clean, dry 
skin  on arm, torso, 
buttocks, or stomach, 
NOT the breast 
 
•Must stick directly to 
skin 

Reapplication 
 

Missed or Late 
Patch 

Use back-up 
method when:  
 
•On for >9 days  
 

•Off for >7 days  
 

•Falls off >24 hrs 
 

•No patch during 
the 4th week 
Apply a new patch 
after day 7 even if 
still bleeding 
 
 

Presenter
Presentation Notes
Extended cycling is also a safe and effective option with the patch.Edelman A, Gallo MF, Jensen JT, Nichols MD, Grimes DA. Continuous or extended cycle vs. cyclic use of combinedhormonal contraceptives for contraception. Cochrane Database of Systematic Reviews 2005, Issue 3. Art. No.: CD004695. DOI:10.1002/14651858.CD004695.pub2.Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Is the Patch the Right Choice? 

Advantages 

Effective 

Safe 

Weekly (not daily) 
adherence  

Possible same health 
benefits as COCs 

Disadvantages 
60% more estrogen than 

COCs 

Semi-private 

Estrogen-related risks and 
side effects  

Hyperpigmentation, 
irritation, and adhesive 

residue 
Cost 

Presenter
Presentation Notes
Nanda K. Contraceptive Patch and Vaginal Contraceptive Ring. In: Hatcher RA, Trussell J, Nelson A, Cates W, Stewart F, Kowal D. (editors) Contraceptive Technology, 19th revised edition. New York: Ardent Media, 2007
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Extended Hormonal Contraception 

Delays or eliminates  
menstruation 
 

Menstrual and nonmenstrual  
benefits 
 

Extended methods: 
• Continuous use of COCs, transdermal patch & vaginal ring 
• Seasonale®, Seasonique ® & Lybrel ® - dedicated extended OC regimen 

Anderson FD. Contraception. 2003. Kaunitz AM. Contraception. 2000. ARHP. 
2003. NuvaRing Product Information. 2001. Stewart FH. Obstet Gynecol. 
2005. Kwiecien M. Contraception. 2003. Sulak PJ. Am J Obstet Gynecol 
2002. 

Presenter
Presentation Notes
When OCs were first introduced in the 1960s, social, cultural, and religious pressures favored a method associated with a “natural” cycle in which withdrawal of hormones for 7 days was followed by bleeding. Women continue to be prescribed the standard 21/7 OC regimen, although there is no known medical benefit to routine monthly bleeding.AdvantagesExtended-regimen contraception has been used for years by clinicians to relieve menstrual-related complaints and to treat women with menorrhagia, dysmenorrhea, endometriosis, chronic pelvic pain, and anemia. DisadvantageThe major disadvantage is an increase in breakthrough bleeding during the first few cycles of use of a hormonal method as the body adjusts to the new hormone balance.Extended ProductsSeasonale , Seasonique and Lybrel are products approved for extended contraception. Traditional cyclic OCs, vaginal ring, and transdermal patch can be dosed continuously, but the FDA has not approved this indication. When conventional OCs are used, three pill packs (63 active pills followed by a 7-day pill-free interval) are usually prescribed.The NuvaRing is approved for 3-weeks-in, 1-week-out use, but studies have been conducted on its extended use. CounselingWomen considering extended use of the pill should be reassured that:It is not necessary to bleed every month when using hormonal contraceptives.Neither menstrual blood nor iron builds up with hormonal methods.Extended use of combination OCs is safe for the lining of the uterus.Monthly menses is not needed to prove a woman is pregnant; accurate pregnancy tests are available for those who need reassurance.It is important to counsel women that unpredictable breakthrough bleeding is initially more likely than with conventional OCs, and that this will lessen over time.ReferencesAnderson FD, Hait H, Seasonale-301 Study Group. A multicenter, randomized study of an extended cycle oral contraceptive. Contraception 2003;68:89-96.Association of Reproductive Health Professionals. Choosing when to menstruate: the role of extended contraception. Clinical Proceedings, April 2003. Available at: http://www.arhp.org/healthcareproviders/cme/onlinecme/extendedregimencp/index.cfm?ID=328. Kaunitz AM. Menstruation: choosing whether…and when. Contraception. 2000;62:277-84.Kwiecien M, Edelman A, Nichols MD, Jensen JT. Bleeding patterns and patient acceptability of standard or continuous dosing regimens of a low-dose oral contraceptive: a randomized trial. Contraception 2003;67:9-13.Stewart FH, Kaunitz AM, Laguardia KD, Karvois DL, Fisher AC, Friedman AJ. Obstet Gynecol. Extended use of transdermal norelgestromin/ethinyl estradiol: a randomized trial. 2005 Jun;105(6):1389-96.Sulak PJ, Kuehl TJ, Ortiz M, Shull BL. Acceptance of altering the standard 21-day/7-day oral contraceptive regimen to delay menses and reduce hormone withdrawal symptoms. Am J Obstet Gynecol 2002;186:1142-1149.---Original content for this slide submitted by ARHP’s Clinical Advisory Committee for Choosing a Birth Control Method  in May 2009. Original funding received from a collaboration of pharmaceutical companies including Bayer, Duramed and Schering Plough. This slide is available at www.arhp.org/core.



 

Case: Angela  

Angela tells you that 
she has heard about 
the patch but is 
worried that someone 
at school might see it. 
 

What other 
contraceptive options 
do you discuss with 
her?                                                   
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• Progestin only 
• IM or SQ injection every  

3 months (14 weeks)  
 
Mechanism: Inhibits ovulation 

 
 

 

Trussel J. Contraceptive Technology. 2007. Cromer BA. Am J Obstet 
Gynecol. 2005. Trussel J. Contraception. 2004.; Westhoff C. 
Contraception. 2003. et al.  
 

Very 
Effective 

Injectable:   
Depo Provera (DMPA) 

Presenter
Presentation Notes
3-month injectable (Depo-Provera): A 1-mL crystalline suspension of 150 mg of DMPA is injected intramuscularly into the deltoid or gluteus maximus muscle every 11–13 weeks. Mechanism of Action:As with other progestins it not only prevents ovulation; it also reduces ovarian production of estradiol. Candidates:DMPA is a good choice for women who want reversible, nondaily contraceptionDMPA does not require daily use. The convenience and high efficacy rate of DMPA has made this contraceptive method an increasingly popular with teens--the percentage of teens who had used DMPA increased from 10% in 1995 to 21% in 2002.Clinical situations in which estrogen is contraindicated include complicated migraine headaches, diabetes, smokers aged >age 35, and postpartum women. DMPA can be initiated immediately postpartum because it does not contain estrogen--it does not affect breastfeeding.The amenorrhea the majority of DMPA users experience may improve conditions such as menorrhagia, dysmenorrhia, and iron deficiency anemia. At least one-half of users develop amenorrhea within 12 months. Amenorrhea may be a desired lifestyle change. DMPA also can decrease the risk of dysfunctional menstrual bleeding in women who are overweight.But it is only appropriate for women who do not wish to conceive immediately after discontinuing it. The median time to conception for those who do conceive is 10 months following the last injection. Advantages:Reduces the risk of endometrial cancer by up to 80%, with continuing protection after discontinuation.Reduces risk of PID and uterine leiomyomataCan decrease the number and severity of crises in patients with sickle cell anemia.Contraindication:Known or suspected malignancy of the breast (WHO Medical Eligibility Criteria for Contraceptive Use, 3rd edition 2004).Disadvantages:Weight gain: The data suggests that weight gain with DMPA is varies from person to person. Some gain weight while others lose or maintain body weight. Menstrual irregularities: Most women have an altered menstrual cycle with DMPA, including irregular bleeding and spotting, and rarely heavy bleeding, for at least the first 3 months of use. Then, these menstrual changes decrease over time. By one year, up to 70% of women have amenorrhea. Bone mineral density: In 2004, the FDA issued a black box warning that DMPA use may lead to significant BMD loss, increasing the risk of future osteoporotic fractures. But evidence is mounting that BMD generally rebounds 2 to 3 years after DMPA discontinuation. This evidence of complete BMD recovery was observed regardless of ethnicity (black vs. mixed race), duration of injectable use, age during use, or injectable formulation used (DMPA vs. NET-EN). Health care providers and women should weigh concerns about temporary bone loss with DMPA’s convenience and well-established efficacy. Return to fertility: The median time to conception for those who do conceive is 10 months following the last injection. ReferencesCromer BA, Lazebnik R, Rome E, et al. Double-blinded randomized controlled trial of estrogen supplementation in adolescent girls who receive depot medroxyprogesterone acetate for contraception. Am J Obstet Gynecol. 2005;192(1):42-47.Trussel J. Contraceptive failure in the United States. Contraception. 2004;70(2):89-96.Westhoff C. Depot-medroxyprogesterone acetate injection (Depo-Provera®): a highly effective contraceptive option with proven long-term safety. Contraception. 2003;68(2):75-87.Thomas DB, Ray RM. Depot-medroxyprogesterone acetate (DMPA) and risk of invasive adenocarcinomas and adenosquamous carcinomas of the uterine cervix. WHO Collaborative Study of Neoplasia and Steroid Contraceptives. Contraception. 1995;52(5):307-312. Kaunitz AM. Current concepts regarding use of DMPA. J Reprod Med. 2002;47(9 Suppl):785-789.Cullins VE. Noncontraceptive benefits and therapeutic uses of depot medroxyprogesterone acetate. J Reprod Med. 1996;41(5 Suppl):428-433. Review.Rosenberg L et al. Bone status after cessation of use of injectable progestin contraceptives. Contraception 2007 Dec; 76:425.Kaunitz A, Shields W. Depo-Provera’s black box: time to reconsider? Contraception. 2005;72(3): 165-167.FDA Talk Paper. Black box warning added concerning long-term use of Depo-Provera contraceptive injection. US Food and Drug Administration web site. Available at: http://www.fda.gov/bbs/topics/ANSWERS/2004/ANS01325.html. WHO Medical Eligibility Criteria for Contraceptive Use, 3rd edition 2004.Leeman L. Medical barriers to effective contraception. Obstet Gynecol Clin N Amer. 34 (2007) 19-29.Kaunitz AM, Arias R, McClung M. Bone density recovery after depot medroxyprogesterone acetate injectable contraception use. Contraception 77 (2008) 67-76.World Health Organization. WHO statement on hormonal contraception and bone health. Available at: http://www.who.int/reproductive-health/family_planning/bone_health. html. ACOG practice bulletin. No. 73: Use of hormonal contraception in women with coexisting medical conditions. Obstet Gynecol 2006;107:1453–72.Trussel J. Contraceptive efficacy. In Hatcher RA, Trussel J, Nelson AL, Cates W, Stewart FH, Kowal D. Contraceptive Technology: Nineteen Revised Edition. New York, NY: Ardent Media, 2007.US Approved Prescribing Information for DMPA Contraceptive Injection, Pharmacia & Upjohn Co. www.pharmacia.com 1999. ---Original content for this slide submitted by Association of Reproductive Health Professionals in June 2008. Original funding received from the Association of Reproductive Health Professionals general operating funds.  This slide is available at www.arhp.org/core  
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Injectable Contraception 

Highly 
Effective 

Low 
Maintenance & 
Long- Acting 

No Estrogen Private 

Health 
Benefits 

Perfect Use: 0.3% 
Typical Use: 3% 

Injected in deltoid or 
gluteus muscle every 

three months 

150 mg of 
DMPA 

Presenter
Presentation Notes
Depo-Provera is a progestin-only injectable contraceptive containing depot medroxyprogesterone and administered in a deep intramuscular injection of 150 mg every 11 to 12 weeks. This method prevents pregnancy by acting at the level of the pituitary and the hypothalamus. Primarily, DMPA inhibits ovulation by suppressing the level of follicle stimulating hormone (FSH) and luteinizing hormone (LH), ultimately preventing the LH surge. DMPA also decreases the quality of the cervical mucus, thereby preventing sperm penetration. DMPA is a safe, highly efficacious method with rates ranging from 0.3% with correct and consistent use to 3% with actual use. Because DMPA does not require daily maintenance, efficacy rates for typical use are much higher than for oral contraceptives. DMPA is reversible (though return to fertility may take as long as 10 months and affords young users a certain level of privacy as the method is not visible to partners or parents. Additionally, because effective plasma concentration is sustained for at least 14 weeks, and ovulation is suppressed, on average for 18 weeks, the method is forgiving of delayed injections. For these reasons, teen use has increased over the last several years. According to the National Survey of Family Growth, 10% of young women 15–19 reported using DMPA in 1995. By 2002, this percentage had grown to 21%. Ismail AA, el-Faras A, Rocca M, el-Sibai FA, Toppozada M. Pituitary response to LHRH in long-term users of injectable contraceptives. Contraception 1987;35:287–95Petta CA, Faunndes A, Dunson TR, et al. Timing of onset of contraceptive effectiveness in Depo-Provera users: Part II. Effects on ovarian function. Fertil Steril 1998:70:817–20Trussell J. Contraceptive failure in the United States. Contraception 2004;70:89–96Mishell DR. Pharmacokinetics of depot medroxyprogesterone acetate contraception. J Reprod Med 1997;41(5 Suppl):381–90Kaunitz AM. Long-acting injectable contraception with depot medroxyprogesterone acetate for contraception. Am J Obstet Gynecol 2005;192:42–7Centers for Disease Control and Prevention. Teenagers in the United States: Sexual Activity, Contraceptive Use, and Childbearing, 2002—A Fact Sheet for Series 23, Number 24
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Few contraindications for DMPA use 

CDC/WHO Category 4: current breast cancer 
CDC/WHO Category 3: current 

cardiovascular disease, abnormal liver 
function or liver tumors, diabetes-related 
complications, women with a history of breast 
cancer or unexplained bleeding 

Migraines with aura at any age is  Category 2 to 
initiate and Category 3 to continue    

Presenter
Presentation Notes
Almost all adolescents are potential candidates for DMPA as there are few contraindications for use. In fact, according to the WHO the only absolute contraindication category 4 condition to DMPA use is current breast cancer. There are several category 3 conditions, including current cardiovascular disease, abnormal liver function or liver tumors, nephropathy/retinopathy/neuropathy related to diabetes, women with a history of breast cancer or unexplained vaginal bleeding. It is also category 3 to initiate DMPA in women with migranes and aura, although current users can continue DMPA even if they develop migraines. DMPA is also an alternative for patients who have contraindications to estrogen use (including deep vein thrombosis or recent pulmonary embolism) and for women who are breastfeeding.Sources:Centers for Disease Control and Prevention. U.S. Medical Eligibility Criteria for Contraceptive Use, 2010. Adapted from the World Health Organization Medical Eligibility Criteria for Contraceptive Use, 4th edition. MMWR Early Release 2010;59 May 28, 2010. Available at http://www.cdc.gov/mmwr/pdf/rr/rr59e0528.pdf.World Health Organization. Improving Access to Quality Care in Family Planning: Medical Eligibility Criteria for Contraceptive Use, 2nd edition. Geneva, Switzerland: World Health Organization, 2000Halderman LD, Nelson AL. Impact of early postpartum administration of progestin-only hormonal contraceptives compared with nonhormonal contraceptives on short-term breast-feeding patterns. Am J Obstet Gynecol 2002; 186:1250–56
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Non-Contraceptive Benefits 

Decreases ovulation pain, mood changes, 
headaches, breast tenderness, and nausea 

Decreases risk of PID 

Decrease frequency of grand mal seizures 

Reduces frequency of sickle cell crises 

Presenter
Presentation Notes
Importantly, DMPA has several non-contraceptive benefits. Because DMPA do not contain estrogen, this method does not appear to carry the rare but serious risks of complications attributable to exogenous estrogen. DMPA has also been shown to decrease menstrual disturbances including ovulation pain, dysmenorrhea, mood changes, headaches, breast tenderness, and nausea. The thickened cervical mucous caused by DMPA may prevent pathogens from entering the upper genital tract therefore decreasing the risk of pelvic inflammatory disease in DMPA users. DMPA use may also help young women with some chronic illnesses. For instance, possibly due to the sedative properties of progestins, research indicates that DMPA can decrease the frequency of grand mal seizures., DMPA use is associated with greater reduction in the frequency of sickle cell crises when compared with combined oral contraception or no intervention. There are also minimal drug interactions between DMPA and antibiotics or enzyme-inducing drugs such as many anticonvulsants, mood stabilizers and medications for migraine prophylaxis. The only drug that decreases the effectiveness of DMPA is aminoglutethimide, which is indicated for suppression of adrenal function in selected cases of Cushing’s disease.  McCann MF, Poter LS. Progestin-only oral contraception: a comprehensive review. Contraception 1994; (6 Suppl 1):S1–195Kaunitz AM. Injectable depot medroxyprogesterone acetate contraception: an update for U.S. clinicians. Int J Fertil Womens Med 1998;43:73–83 Baeten J, Nyange P, Richardson B, et al. Hormonal contraception and risk of sexually transmitted disease acquisition: results from a prospective study. Am J Obstet Gynecol 2001;185:380–385Mattson RH, Cramer JA, Darney PD, Naftolin F. Use of oral contraceptives by women with epilepsy. JAMA 1986;256:238–240Mattson RH, Rebar RW. Contraceptive methods for women with neurologic disorders. Am J Obstet Gynecol 1993;168:2027–2032de Abood M, de Castilo Z, Guerrero F, Austin KL. Effect of Depo-Provera or Microgynon on the painful crises of sickle cell anemia patients. Contraception 1997;56:313–16Hatcher RA, Schare S. Ask the experts: progestin-only contraceptives. Contraceptive Technol Update 1993;14:114–115
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Side Effects 

First several months: unpredictable or 
prolonged spotting 
 

After one year: 40%–50% have amenorrhea 
 

20%–25% of women discontinue use 
because of menstrual issues 

Presenter
Presentation Notes
Primarily, women taking DMPA will experience menstrual irregularities.In the first several months many women experience unpredictable and prolonged spotting. After one year of DMPA use, 40% to 50% of women experience amenorrhea and, after five years, up to 80% no longer menstruate. Research indicates that menstrual disturbances are the most frequent cause of dissatisfaction with this method, causing 20% to 25% of patients to discontinue use. For teens, especially important to discuss potential issues with parents re: no menses.  Providers must candidly discuss a patient’s comfort with initial spotting or irregular bleeding and the eventual lack of periods to ascertain whether DMPA is an acceptable contraceptive choice to her. If, after the first three months, a young woman has concerns about these menstrual irregularities, providers may offer her a short course of exogenous estrogen or a prostaglandin synthetase inhibitor (NSAID), if not contraindicated. These regimens have been shown to decrease bleeding in the short term but menstrual irregularities will most likely return upon discontinuation. Sources:Belsey EM. Vaginal bleeding patterns among women using one natural and eight hormonal methods of contraception. Contracetpion 1988;38:181–206. Polaneczky M, Liblanc M. Long-term depot medroxyprogesterone acetate (Depo-Provider) use in inner-city adolescents. J Adolesc Health 1998;23:81–88.Potter LS, Dalberth BT, Canamer R, Betz M. Depot medroxyprogesterone acetate. Patterns of use and reasons for discontinuation. Contraception 1997;56:209–214.Said S, Sadek W, Rocca M, et al. Clinical evaluation of the therapeutic effectiveness of ethinyl oestradiol and oestrone sulphate on prolonged bleeding in women using depot medroxprogesterone acetate for contraception. World Health Organization, Special Programme of Research, Development and Research Training in HIman Reproduction, Task Force on Long-acting Systemic Agents for Fertility Regulation. Human Reprod 1996;11 Suppl 2:2–13Tantiwattanakul P, Tneepanichskul S. Effect of mefenamic acid on controlling irregular uterine bleeding in DMPA users. Contraception 2004;70:277–79
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DMPA and Bone Loss 

Women lose 1%–3% of BMD/year of use  

In 2004: FDA added a black box warning to 
address DMPA and BMD 

Loss appears to be 
transient. 

2008 Review:  

BMD consistently returned to 
baseline after discontinuation 

Duration of use did not affect 
reversal of BMD decline 

Kaunitz AM,  et al. Contraception 2008 Feb;77(2):67-76. 

Reversal began as early as 24 weeks 
after discontinuation 

Presenter
Presentation Notes
Research demonstrates that after DMPA initiation, women lose from 1%-3% of their bone mineral density per year of DMPA use. This results from DMPA’s suppression of gonadotropin secretions, which in turn suppresses ovarian estradiol production and creates a hypoestrogenenic state. Bone resorption in women in this state exceeds bone formation, resulting in declines in BMD.  This is of potential concern with adolescent women who are accruing bone mineral density during this period. Four studies that evaluated the specific effect of DMPA on the bone density in adolescent women found that bone mineral density at the lumbar spine decreased a grand average of –3.1% compared to +7.2% in adolescents not taking the method. In response to these data, in November 2004, the FDA added a black box warning to the label for Depo Provera raising concerns about DMPA’s effect on peak BMD and questioning the risk for osteoporotic fracture in later life. Recent research suggests that DMPA’s effect on bone mineral density is temporary and reversible. A 2005 study followed 80 DMPA users and 90 controls ages 14 to 18 years with BMD testing every 6 months for 23 to 36 months. Though the authors found a –5.0% loss at the spine among new DMPA users after 24 months, adjusted bone mineral density values for discontinuers were at least as high as those of nonusers after 12 months discontinuation. Sources:Berenson AB, Radecki CM, Grady JJ, et al. A prospective, controlled study of the effects of hormonal contraception on bone mineral density. Am J Obstet Gynecol 2001;98:576–82Kaunitz AM, Arias R, McClung M. Bone density recovery after depot medroxyprogesterone acetate injectable contraception use.Contraception 2008 Feb;77(2):67–76.Depo-Provera label. Pharmacia & Upjohn. October 2004. Available at www.fda.gove/edwatch/SAFETY/2004/nov_PI/Depo-Provera_PI.pdf
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Bone loss reversal in adolescents 

 2010 study of adolescent DMPA users 
Mean BMD loss 

• 2.7% lumbar spine 
• 4.1% total hip 
• 3.9% femoral neck 

BMD recovered after DMPA discontinuation 
• returned to baseline within 60 weeks 
• 4.7% above baseline at lumbar spine at 240 

weeks 
• Return at slower pace for total hip, femoral 

neck  

Presenter
Presentation Notes
Source:Harel Z, Johnson CC, Gold MA, et al. Recovery of bone mineral density in adolescents following the use of depot medroxyprogesterone acetate contraceptive injections. Contraception 2010 Apr;81(4):281–91. Epub 2009 Dec 14.Additional resources on reversal of BMD in adolescent users of injectable contraception:Scholes D, Lacroix AZ, Ichikawa LE, et al. Change in bone mineral density among adolescent women using and discontinuing depot medroxyprogesterone acetate contraception. Arch Pediatr Adolesc Med 2005; 159:139–144Busen NH, Britt RB, Rianon N. Bone mineral density in a cohort of adolescent women using depot medroxyprogesterone acetate for one to two years.  J Adolesc Health 2003;32:257–9
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DMPA and weight gain 

18% of  
adolescents 

report 
discontinuing  
for this reason  

Two 
retrospective 

analyses: 
DMPA 

associated with 
an increase of  

nine lbs. 

Only 
randomized 
trial: DMPA 

had no effect 
on weight 

over a three 
month period 

Presenter
Presentation Notes
Depo-Provera package insert states that average weight gain is: 5.4 pounds in year one of use8.1 pounds after year two of use13.8 pounds after year four of useSources:Polaneczky M,  et al. J Adolesc Health 1998;23:81–88Bahamondes L, et al. Contraception 2001;64:223–225Mangan SA, et al. J Pediatr Adolesc Gynecol 2002;15:79–82Pelkman CL, et al. Am J Clin Nutr 2001;73:19–26  
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DMPA and weight gain 

Depo-Provera package insert states that 
average weight gain is:  
 
5.4 pounds in year one of use 
8.1 pounds after year two of use 
13.8 pounds after year four of use 
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DMPA: Counseling Issues  

Discuss side effects  
Irregular bleeding and weight gain: most 

common side effects and reasons for 
discontinuing use 

Patients should be encouraged to: 
Get adequate calcium and vitamin D daily 
Participate in regular weight bearing 

activity  
 

Presenter
Presentation Notes
Several studies report an association between Depo-Provera use and decreased bone mineral density. Long-term use of DMPA in adult women is associated with an average loss in bone mineral density that increases over time with use, but is reversible upon discontinuation. However, there is concern with use during adolescence since it is the time of peak bone growth, and long-term data for adolescents has been limited to date.A study of 170 adolescent women aged 14–18 was conducted to evaluate bone mineral density changes in adolescents using and discontinuing use of DMPA contraception. Among DMPA users, bone mineral density declined significantly relative to nonusers at the hip and spine but not the whole body. New users lost bone mineral density more rapidly than ongoing users. Discontinuers experienced significantly increased bone mineral density relative to nonusers at all anatomical sites. Use of DMPA contraception in adolescents was associated with significant continuous losses of bone mineral density at the hip and spine. However, significant gains post-discontinuation provide evidence that the loss of bone mass is apparently reversed.Source: Scholes D, LaCroix AZ, Ichikawa LE, Barlow W, Ott SM. Change in bone mineral density among adolescent women using and discontinuing depot medroxyprogesterone acetate contraception Arch Pediatr Adolesc Med. 2005;159(2):139–44.
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Is DMPA the Right Choice? 

Advantages 

Highly effective 

Safe and private 

Injection every 12 weeks 

Health benefits 

Disadvantages 
Menstrual irregularities 

Possible effects on weight and 
bones 

Irreversible for three months 

Office visit every three months 

Delayed return to fertility 

Alopecia 



 

Case: Angela  

Even after hearing 
about other 
contraceptive options, 
Angela decides she 
wants to start DMPA. 

 
When do you give her 

the first injection? 
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Improving Contraception Initiation with  
QUICK START for Hormonal Methods 

She starts the method THE DAY she fills the 
prescription for OCP, Ring, Patch, DMPA, 
Implant 
 

Ensure that she: 
•  Has a negative pregnancy test that day 
• Uses a condoms for first week 
•  Understands risks and benefits of                              

method and when protected 
• Also gets EC if needed 

Westoff C, Kerns J, Morroni C, et al. Contraception. 2002;66:141-5. 

Presenter
Presentation Notes
Conventional hormonal contraception initiation instructions require waiting until after menses to begin the method. Though no clinical evidence has shown that any hormonal contraception adversely affects a developing fetus, this measure is intended to rule out existing pregnancy. However, stipulating that initiation can only occur within this small window requires a young woman to return for another appointment and to abstain from sexual intercourse or to utilize barrier methods of contraception in the interim. For a substantial number of women, this increases the risk of unintended pregnancy. In recent years, providers have been increasingly starting young women on contraception on the day of their visit. Commonly referred to as “Quick Start,” this method has been shown to improve compliance while maintaining a good safety and side effect profile. In a recent randomized study of young women aged 14–26, receiving the first injection of Depo-Provera (DMPA) at the conclusion of their first visit (known as Depo Now) was associated with improved adherence to DMPA continuation and fewer pregnancies. If a young woman’s menses occurred more than five days before the day of the visit, providers should assess the last time that unprotected sex occurred and administer a pregnancy test. If unprotected sex occurred within five days, patients should be given emergency contraception. In previous studies, about 3% of patients were found to be pregnant after their DMPA injection was started as a Quick Start. These data support the need for a 21-day follow-up after Quick Start initiation with any contraceptive method. Providers must therefore discuss the risk of pregnancy and the necessity of the return visit with all patients. To increase the likelihood that young women will return for this visit, providers can develop internal office protocols to facilitate a 21-day return visit such as follow-up phone calls or text message reminders.Bracken MB. Oral contraception and congenital malformations in offspring: a review and meta-analysis of prospective studies. Obstet Gynecol  1990;76:552–7Ohlemeyer CL. Adolescents’ compliance with return visits for depot medroxyprogesterone initiation. J Pediatr Adolesc Gynecol  2003;16:297–9Lara-Torre E, Schroeder B. Adolescent compliance and side effects with Quick Start initiation of oral contraceptive pills. Contraception 2002;66:81. Westhoff C, Kerns J, Morroni C, et al. Quick Start: a novel oral contraceptive initiation method. Contraception 2002;66:141.Rickert VI, Tiezzi L, Lipshutz J, León J, Vaughan RD, Westhoff C. Depo Now: preventing unintended pregnancies among adolescents and young adults. J Adolesc Health. 2007 Jan;40(1):22–8Polaneczky M, Slap G, Forke C, et al. The use of levonorgestrel implants for contraception in adolescent mothers. N Engl J Med 1994;331:1201–6Westhoff C, Kerns J, Morroni C, et al. Quick start: a novel oral contraceptive initiation method. Contraception 2002;79:322–9Morroni C, Grams M, Tiezzi L, Westhoff C. Immediate monthly combination contraception to facilitate initiation of the depot medroxyprogesterone acetate contraceptive injection. Contraception 2004;70:19–23Sneed R, Westhoff C, Morrni C, Tiezzi L. A prospective study of immediate initiation of depo medroxyprogesterone acetate contraceptive injection. Contraception 2005;71:99–103.
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Improving Contraception Initiation with Quick Start 
for Hormonal Methods 

Patients are more likely to start method 
 

Improves continuation rates 
 

Offers earlier protection from pregnancy 
 

No significant difference in the bleeding patterns 
compared with menses start 

Presenter
Presentation Notes
Conventional hormonal contraception initiation instructions require waiting until after menses to begin the method. Though no clinical evidence has shown that any hormonal contraception adversely affects a developing fetus, this measure is intended to rule out existing pregnancy. However, stipulating that initiation can only occur within this small window requires a young woman to return for another appointment and to abstain from sexual intercourse or to utilize barrier methods of contraception in the interim. For a substantial number of women, this increases the risk of unintended pregnancy. In recent years, providers have been increasingly starting young women on contraception on the day of their visit. Commonly referred to as “Quick Start,” this method has been shown to improve compliance while maintaining a good safety and side effect profile. In a recent randomized study of young women aged 14–26, receiving the first injection of Depo-Provera (DMPA) at the conclusion of their first visit (known as Depo Now) was associated with improved adherence to DMPA continuation and fewer pregnancies. If a young woman’s menses occurred more than five days before the day of the visit, providers should assess the last time that unprotected sex occurred and administer a pregnancy test. If unprotected sex occurred within five days, patients should be given emergency contraception. In previous studies, about 3% of patients were found to be pregnant after their DMPA injection was started as a Quick Start. These data support the need for a 21-day follow-up after Quick Start initiation with any contraceptive method. Providers must therefore discuss the risk of pregnancy and the necessity of the return visit with all patients. To increase the likelihood that young women will return for this visit, providers can develop internal office protocols to facilitate a 21-day return visit such as follow-up phone calls or text message reminders.Bracken MB. Oral contraception and congenital malformations in offspring: a review and meta-analysis of prospective studies. Obstet Gynecol  1990;76:552–7Ohlemeyer CL. Adolescents’ compliance with return visits for depot medroxyprogesterone initiation. J Pediatr Adolesc Gynecol  2003;16:297–9Lara-Torre E, Schroeder B. Adolescent compliance and side effects with Quick Start initiation of oral contraceptive pills. Contraception 2002;66:81. Westhoff C, Kerns J, Morroni C, et al. Quick Start: a novel oral contraceptive initiation method. Contraception 2002;66:141.Rickert VI, Tiezzi L, Lipshutz J, León J, Vaughan RD, Westhoff C. Depo Now: preventing unintended pregnancies among adolescents and young adults. J Adolesc Health. 2007 Jan;40(1):22–8Polaneczky M, Slap G, Forke C, et al. The use of levonorgestrel implants for contraception in adolescent mothers. N Engl J Med 1994;331:1201–6Westhoff C, Kerns J, Morroni C, et al. Quick start: a novel oral contraceptive initiation method. Contraception 2002;79:322–9Morroni C, Grams M, Tiezzi L, Westhoff C. Immediate monthly combination contraception to facilitate initiation of the depot medroxyprogesterone acetate contraceptive injection. Contraception 2004;70:19–23Sneed R, Westhoff C, Morrni C, Tiezzi L. A prospective study of immediate initiation of depo medroxyprogesterone acetate contraceptive injection. Contraception 2005;71:99–103.
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What is the timing of insertion??? 

 
 

Alvarez PJ. Ginecol Obstet Mex. 1994.  O’Hanley K, et al. 
Contraception. 1992. 

That pregnancy can be excluded 

Presenter
Presentation Notes
Intrauterine contraception and the implant can be inserted at any time during the menstrual cycle, as long as the provider is reasonably certain the woman is not pregnant. The practice of inserting intrauterine contraception only during menses is unnecessary and inconvenient for the patient. When the copper-T IUD is used as emergency contraception (off-label use), rule out existing pregnancy by history and HCG, if indicated. References:Alvarez PJ. Ginecol Obstet Mex. 1994;62:330-5.O’Hanley K, Huber DH. Postpartum IUDs: keys for success. Contraception. 1992;45:351-61.---Original content for this slide submitted by ARHP’s Clinical Advisory Committee for Choosing a Birth Control Method  in May 2009. Original funding received from a collaboration of pharmaceutical companies including Bayer, Duramed and Schering Plough. This slide is available at www.arhp.org/core.
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When is she protected  
from pregnancy? 

Immediately: 
Copper-T IUD 

After 7 Days: 
LNG IUS 
Implant 
Pills 
Patch 
Ring 
Injectable 

Presenter
Presentation Notes
Immediately after insertion of a Copper-T IUD, a woman is protected from pregnancyAfter 7 Days, a woman is protected from the pregnancy using the following contraceptive methods:LNG IUSImplantPillsPatchRingInjectable---Original content for this slide submitted by ARHP’s Clinical Advisory Committee for Choosing a Birth Control Method  in May 2009. Original funding received from a collaboration of pharmaceutical companies including Bayer, Duramed and Schering Plough. This slide is available at www.arhp.org/core.



 

Case: Angela  

Angela’s pregnancy 
test is negative. She 
tells you she will     
return in a month for a 
follow-up test. 

   
You give her the 

DMPA injection and 
also write her an 
advanced prescription 
for EC with refills. 
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Wrap Up 

 
 

 Take a full medical and sexual history 
 Explore personal circumstances affecting method 

choice and compliance 
 Discuss side effects candidly and validate concerns 
 Encourage dual condom/contraception use 
Write an advanced prescription of EC or instruct on 

OTC access 
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Please Complete Your Evaluations Now 
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Provider Resources 

 
 www.prh.org—Physicians for Reproductive Health 
 www.aap.org—The American Academy of Pediatrics 
 www.acog.org—The American College of Obstetricians and 

Gynecologists 
 www.adolescenthealth.org—The Society for Adolescent Health and 

Medicine  
 www.aclu.org/reproductiverights—The Reproductive Freedom Project 

of the American Civil Liberties Union  
 www.advocatesforyouth.org—Advocates for Youth 
 www.guttmacher.org—Guttmacher Institute 
 www.cahl.org—Center for Adolescent Health and the Law  
 http://www.gynob.emory.edu/centers/jfc.html  —The Jane Fonda Center 

of Emory University 
 www.siecus.org—The Sexuality Information and Education Council of 

the United States 
 www.arhp.org—The Association of Reproductive Health Professionals 

http://www.prh.org/
http://www.aap.org/
http://www.acog.org--/
http://www.adolescenthealth.org/
http://www.aclu.org/reproductiverights/
http://www.advocatesforyouth.org/
http://www.guttmacher.org/
http://www.cahl.org/
http://www.gynob.emory.edu/centers/jfc.html
http://www.siecus.org/
http://www.arhp.org/
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Provider Resources:  
Contraception 

 Physician’s Emergency Contraception: A 
Practitioner’s Guide 

 ARHP Reproductive Health Model Curriculum 
 For information on EC and a director of providers 

women can visit www.not-2-late.com 
Managing Contraception: 

www.managingcontraception.com 
 Back Up Your Birth Control: Building Emergency 

Contraception Awareness Among Adolescents, A Tool 
Kit, Academy for Educational Development, 
www.aed.org/Publications/upload/ECtoolkit3283.pdf 

 

http://www.not-2-late.com/
http://www.managingcontraception.com/
http://www.aed.org/Publications/upload/ECtoolkit3283.pdf
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