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Vaginal Atrophy
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Vaginal Atrophy
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Vaginal histology
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Vaginal lining with 
estrogen

Vaginal lining in low-
estrogen state
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Vaginal symptoms

• May lag behind vasomotor 
symptoms by several years

• Most common complaints are 
dryness and pain with penetration

• Reduced thickness of vaginal 
epithelium increases susceptibility to 
infection

• Dyspareunia frequently leads to 
diminished libido 
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Genitourinary Syndrome of 
Menopause: Symptoms  

Menopause, Oct 2014
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Scope of the problem

• 40-60% of postmenopausal women 
have GSM but only 6-7% treated

• Many unaware that symptoms 
worsen over time

• When sex is good it adds ~15-20% 
value to relationship but when it is 
bad, it diminishes the relationship by 
50-75%

9
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Nonpharmacologic treatment strategies:
Initial and mainstay treatments

• Lubricants
• Used as needed for sexual activity to increase 

comfort/pleasure
• Can be used with other therapies
• Water/Silicone/Oil-based
• Avoid potential irritants

• Moisturizers
• Used daily or every few days to maintain moisture
• Can be used with other therapies
• Mimics normal vaginal secretions
• Does not reverse cellular/pH changes or GSM

10
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Non-Rx therapies for vaginal 
sx

• Vaginal moisturizers effective; also 
produce low pH to guard against infection

• Vaginal lubricants ease penetration
• Avoid use of petroleum-based products
• Douches may worsen condition; 

antihistamines may have drying effect
• Continued sexual activity and/or 

stimulation may benefit vaginal health
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Vaginal Symptoms

ET is most effective treatment of 
moderate to severe symptoms of 
vulvar and vaginal atrophy
Many systemic HT and local vaginal 
ET products are available for treating 
one 
or both of these symptoms

NAMS position statement. Menopause 2012. 
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Vaginal ET: Effectiveness

 Typically provides greater benefit than 
nonhormonal interventions

 Preferred mode of delivery when vaginal 
symptoms are the only complaint

 Shown in clinical trials to be more effective 
than systemic oral ET

 May also reduce risk of urinary urgency and 
recurrent urinary tract infections

North American Menopause Society. Menopause. 2013;20(9):886-904. 

© 2013
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 US FDA-approved vaginal ET products
— Estradiol vaginal cream (Estrace)
— Conjugated estrogen vaginal cream 

(Premarin)
— Estradiol vaginal ring (Estring)
— Estradiol acetate vaginal ring (Femring)a

— Estradiol hemihydrate vaginal tablet 4 mcg 
(Imvexxy), 10 mcg (Vagifem, Yuvafem)

 All are effective at recommended doses
 Choice depends on clinical experience and 

patient preference (including cost)

© 2013

Vaginal Estrogen Therapy

aThis product delivers systemic levels of estradiol.
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WHI Summary

15

•In this large prospective cohort study,
compared to nonusers of vaginal estrogen, 
users had similar risks of:

•invasive breast cancer
•stroke
•colorectal cancer
•endometrial cancer, and 
•venous thromboembolism 

•Did not find evidence for elevated risk 
of CHD or death in 
vaginal estrogen users compared with non-users
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Vaginal estrogen products

• Estradiol tablets 10 mcg vaginally 
daily for two weeks, then twice 
weekly

• Estradiol vaginal ring (Estring) 2mg 
vaginally every 3 months

• Estradiol or conjugated estrogen 
cream (Estrace or Premarin)

• Estradiol inserts (Imvexxy) 10 mcg, 
4 mcg

16
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Estring vs Vagifem

Randomized controlled trial comparing 
Estring and Vagifem for 12mos
No difference in efficacy or 
endometrial thickness
Fewer patients with bleeding in Estring
group (0 vs 6%)

Weisberg, Ayton, et.al. Climacteric 2005
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WHI vaginal estrogen study

18
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WHI observational study

19
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Vaginal ET: Safety

 Presumed lower risk than commonly 
used doses of systemic ET

 Serum estrogen levels reported with 
use are within postmenopausal 
range

North American Menopause Society. Menopause. 2013;20(9):886-904. 

© 2013
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North American Menopause Society. Menopause. 2013;20(9):886-904. 

 Vulvovaginal candidiasis, uterine 
bleeding, mastalgia, and nausea 
have been reported; may be dose-
related

 Data for women at high risk for 
venous thromboembolism are lacking

 Endometrial carcinoma can be a 
concern with use of ET in women 
who have a uterus 

© 2013

Vaginal ET: Adverse 
effects
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Vaginal ET: Length of 
therapy

 Improvement in symptoms 
typically occurs within a few 
weeks of starting treatment

 Vaginal ET may be continued as 
long as distressing symptoms 
remain

North American Menopause Society. Menopause. 2013;20(9):886-904. 
© 2013
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North American Menopause Society. Menopause. 2013;20(9):886-904. 

 Insufficient data to recommend 
annual endometrial surveillance in 
asymptomatic women

 Closer surveillance may be required
if a woman is
— Using a higher dose of vaginal ET
— At high risk for endometrial cancer
— Having symptoms such as spotting, 

breakthrough bleeding

© 2013

Vaginal ET
and endometrial cancer



© 2014 Virginia Mason Medical Center

Longest Systematic EMB Data

• Tablet vs. crm – 6 months
• Estradiol tablet 25 mcg once/wk or CEE cream 1.25 mg/d X 

21 days f/b 1 wk off for 6-month intervention
• Tablet: 1/49 proliferative endometrium;
• Cream: 7/49 proliferative endometrium, 2/49 endometrial 

hyperplasia (Rioux et al Menopause 2000)

• Tablet without comparison group – 12 months
• Estradiol vaginal tablet 10mcg, 2 studies

• No hyperplasia or endometrial ca (Ulrich Climactieric 2010)
• 2 events of hyperplasia and carcinoma in 386 evaluable 

biopsy samples (incidence rate 0.52% per year) (vs. 
background incidence of 0% - 1%) (Simon Obstet Gynecol
2010)

24
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Vaginal estrogen therapy
Bothersome GSM symptoms—consideration of low- dose vaginal ET 

– Low-dose vaginal ET used for the GSM has minimal systemic 
absorption (blood levels in the post- menopause range) and, 
on the basis of limited observational data, appears to hold 
minimal to no demonstrated risk for recurrence of endometrial 
or breast cancer. (Level II) 

– For women with early endometrial cancer who have completed 
successful treatment, including hysterectomy, consideration 
may be given for low-dose vaginal ET for relief of GSM if non-
hormone options are not successful, based on limited short-
term safety trials. (Level II) 

– For women who are survivors of breast cancer, decisions about 
low-dose vaginal ET should involve the woman’s oncologist, 
particularly for women using AIs who have lowered overall 
estradiol levels. (Level III) 

North American Menopause Society position statement,  Menopause, 2017
25
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Cochrane Review 2016

• 30 RCTs comparing vaginal estrogen 
formulations to each other or 
placebo

• Poor quality studies
• All approved vaginal therapy 

products more effective than 
placebo

• No formulation superior to others

26

Cochrane Database of Systematic Reviews 2016 
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Class Labeling
•Low-dose vaginal estrogen preparations approved by the U.S. Food 
and Drug Administration carry the same boxed warning about health 
risks as the systemic formulations of estrogen alone and combination 
estrogen plus progestogen carry. 

•This labeling is based on extrapolations of data from clinical trials of 
systemic hormone therapy, which:
•involved substantially higher levels of systemic exposure, and
•were not based on evidence from clinical trials of vaginal estrogen.

(https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-
gen/documents/document/ucm075090.pdfFDA guidance)

27

https://www.fda.gov/ucm/groups/fdagov-public/@fdagov-drugs-gen/documents/document/ucm075090.pdfFDA%20guidance
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FDA response
• On May 29, 2018, the FDA rejected a proposal to modify 

package labelling of low-dose vaginal estrogen products to 
accurately reflect evidence-based information for low-dose 
vaginal estrogen products approved for treating symptoms 
of vulvovaginal atrophy.

(Docket No. FDA-2016-P-1246)

28
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Good news from CMS
The North American Menopause Society (NAMS) joins The 
International Society for the Study of Women’s Sexual Health, the 
American College of Obstetricians and Gynecologists, and other 
major organizations in recognizing the Centers for Medicare and 
Medicaid Services (CMS) for acting on a major health concern for 
postmenopausal women by no longer excluding from Medicare 
Part D coverage drugs for the treatment of moderate to 
severe dyspareunia due to menopause when used consistent 
with this labeling under their “Prescription Drug Benefits” section 
1860D-2(e)(2)(A) of the Social Security Act. Postmenopausal women 
can now receive access to newer, tested, and effective FDA-approved 
therapies to relieve symptoms and signs of vulvovaginal atrophy 
(VVA), a component of the genitourinary syndrome of menopause 
(GSM). Dyspareunia in postmenopausal women should not be 
considered sexual dysfunction but rather the most common 
presenting symptom of GSM, a chronic, progressive medical 
condition that is the result of lowered estrogen levels in vaginal and 
urogenital tissue after menopause, resulting in thinning of the 
vaginal tissues.

29
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Alternative prescription 
therapies

Ospemifene  (Osphena) which is 
indicated for dyspareunia

Prasterone (Intrarosa)

North American Menopause Society. Menopause. 2013;20(9):886-904. 

© 2013
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Ospemifene

North American Menopause Society. Menopause. 2013;20(9):886-904.

© 2013

 Nonhormonal selective estrogen-
receptor modulator (SERM)

 Only SERM approved in the United 
States to treat moderate to severe 
dyspareunia
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Ospemifene: Effectiveness

© 2013

 Two 12-week studies showed 
improvements with daily use (60 mg) 
in
— Vaginal maturation index 
— Vaginal pH
— Most bothersome symptom (vaginal 

dryness)
 52-week extension study showed 

sustained improvements with no 
cases of VTE, endometrial hyperplasia 
or carcinoma 
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Ospemifene: Adverse effects

North American Menopause Society. Menopause. 2013;20(9):886-904.

© 2013

 Vasomotor symptoms most common
 Prescribing information contains 

precautions similar to those for 
estrogens and other SERMs

 Data in women with breast cancer or 
at high risk of developing breast 
cancer are lacking so use is not 
recommended
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Prasterone (Intrarosa) 

• 6.5 mg insert, vaginal, once daily
• DHEA is converted by aromatase 

activity into testosterone and 
estradiol

• Approved for treatment of 
dyspareunia due to GSM  

34
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Clinical trial data

• Clinical trials (12 weeks):
• More effective than placebo in 

improving vaginal dryness and 
dyspareunia

• No significant impact on serum levels 
of DHEA, DHEA-S, E2 or T

• Negligible endometrial effect
• Labeling lists breast cancer as warning, 

not contraindication

35



The techno 
vagina: The 
laser and 
radiofrequency 
device boom
in gynecology 

36

OBG Management, September 2018
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Is applying energy to the vagina 
the answer?
• Women seek non-hormonal 

treatment, especially breast cancer 
survivors

• Cost of ongoing therapy may be a 
factor

• Short-term treatment may be 
appealing

37
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Clinical Study (30 patients)

38

Menopause. July 2017

https://www.ncbi.nlm.nih.gov/pubmed/28169913
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Observational Study

39
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Before and after vaginal laser

40
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Vaginal laser therapy

• FDA cleared for general gynecologic 
indications

• Not approved specifically for treatment of 
GSM or dyspareunia

• FDA July 2018: “warns against use of 
energy based devices to perform vaginal 
‘rejuvenation’ or vaginal cosmetic 
procedures”

• FDA encouraged randomized trials before 
wide acceptance

41
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Radiofrequency-based devices

• Variable mechanisms of action but 
generally deliver energy to deeper 
connective tissue of vaginal wall

• May be monopolar, bipolar, 
multipolar

• FDA cleared for nonspecific 
electrocoagulation and hemostasis, 
not cleared for treatment of any 
vaginal conditions or symptoms

42
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Radiofrequency-based devices

• Based on small, short term studies, 
most without placebo arm

• Preliminary data reassuring 
regarding benefits and risks

• Not compared to standard therapy 
(local estrogen treatment)

• Experts advise long-term 
randomized sham-controlled trials

43



Breast Cancer Survivors
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GSM and Breast Cancer

• 3.1 million survivors of breast cancer
• >250,000 women diagnosed with breast 

cancer each year
• 11% under 44 years of age

• Add women at high risk for breast cancer
• Most will suffer from GSM and will go 

undiagnosed and untreated!

Goss PE, Ingle JN, Ales-Martinez JE, et al; NCIC CTG MAP.3 Study Investigators. Exemestane for
breast-cancer prevention in postmenopausal women. N Engl J Med 2011;364:2381-2391Erratum in: N

  

45
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Key Points

•High risk women
• Observational data suggest that local 

or systemic hormone therapy do not 
further increase risk for breast cancer 
in women already at high risk

•Estrogen receptor-positive disease
• Nonhormonal therapy first line
• Consider local hormone therapy after 

discussion with oncologist (women 
receiving AIs might first consider 
switching to tamoxifen)

46
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Key Points

•Triple-negative breast cancers
• Theoretically no increased risk 

associated with local or systemic 
hormone therapy, but data are lacking

•Metastatic disease
• Quality of life, comfort, and sexual 

intimacy most important
• Optimal choices will vary with 

probability of long-term survival

47
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Factors affecting decision-making 
regarding local hormone therapy

48

More desirable candidates Less desirable candidates

Stage of disease Stage 0, 1, and 2 or metastatic with 
limited life expectancy

Stage 3 or metastatic with extended 
life expectancy

Grade of disease Low or intermediate grade High grade

Lymph node 
involvement

No Yes

Hormone-receptor
status

Negative Positive

Endocrine Therapy Tamoxifen Als

Risk of recurrence Low High

Time since diagnosis Remote Recent

Symptom severity Severe Mild

Nonhormone
therapies

Failed Effective

Effect on QOL Severe Mild

Als: aromatase inhibitor; QOL: quality of life
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DHEA (prasterone) and risk

• FDA-approved DHEA not studied in breast cancer survivors; 
label warns against its use

• No studies directly comparing estrogen to DHEA in levels or 
efficacy

• One cannot be recommended over the other in this 
population

Faubion S. et al, Management of genitourinary syndrome of menopause in women with or at high risk for breast 
cancer:

consensus recommendations from The North American Menopause Society and The International Society for the Study
of Women’s Sexual Health. Menopause 2018. 25(6): 1-13.

49
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SERMS and risk

• Ospemifene
• Systemically administered SERM FDA-approved for 

treatment of moderate to severe dyspareunia
• Anti-estrogenic breast effects in pre-clinical trials
• Not studied in breast cancer survivors
• Not approved by FDA for US women with or at high risk for 

breast cancer
• Not contraindicated in Europe in breast cancer survivors 

who have completed treatment

Senshio [summary of product characteristics]. London: Shionogi; 2015.

50
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Pharmacologic treatment strategies

51

Treatment Product Name Initial Diagnosis Maintenance Dose
Vaginal creams

17β-estradiol Estrace; generic 0.5 – 1 gm/d x 2 wks 0.5 – 1 gm 1–3 x wk

Conjugated estrogens Premarin 0.5 – 1 gm/d x 2 wks 0.5 – 1 gm 1–3 x wk

Vaginal inserts

Estradiol hemihydrate Vagifem; Yuvafem; 
generic

10 µg insert 1/d x 2 wk 1 twice wk

DHEA (prasterone) Intrarosa 6.5 mg 1/d 6.5 mg 1/d

Vaginal ring

17β-estradiol Estring 2 mg releases about 7.5 µg/d x 
90 d

Changed q 90 d

SERM

Ospemifene Osphena 60 mg orally/d 60 mg orally/d

Other

Lidocaine 4% aqueous lidocaine Applied to vestibule before 
sexual activity



Oral Contraceptives in 
Special Populations 
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0-4$

2-1$

2-4$

4-1$

4-4$

16%

27%

28%

Other non-hormonal
method

DMPA

Other hormonal method

Withdrawal

IUD

Male condom

Female sterilization

OC

U.S. Contraceptive Use

% of women ages 
15-44 by method 

type

Presenter
Presentation Notes
Oral contraceptives and condoms, the predominant reversible contraceptive methods used in the U.S., are user-dependent, have relatively low continuation rates, and have relatively high failure rates with typical use patternsThe use of IUDs by women using contraception has increased from 2.4% in 2002 to 5.5% in 2006A more recent study (Finer, 2012) has found that LARC use has increased to 8.5% of all U.S. women using contraception The single-rod contraceptive implant was approved by the U.S. Food and Drug Administration (FDA) in 2006, and use has not yet been tracked; however, millions of women worldwide have used the methodReferences:Mosher WD, Jones J. Use of contraception in the United States: 1982-2008. Vital Health Stat 23 2010;(29):1–44. Finer LB, Jerman J, Kavanaugh ML. (in press) Changes in use of long-acting contraceptive methods in the United States: 2007-2009. Fertil Steril 2012. 
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Rates of Unintended Pregnancy, 1981–2011.

Finer LB, Zolna MR. N Engl J Med 2016;374:843-852

Presenter
Presentation Notes
Figure 1 Rates of Unintended Pregnancy, 1981–2011. Rates are reported as the number of unintended pregnancies per 1000 women and girls 15 to 44 years of age.
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Contraceptive Methods in US MEC

• Combined hormonal contraceptives
• Progestin-only contraceptives
• Emergency contraceptive pills
• Intrauterine devices
• Barrier contraceptive methods
• Fertility Awareness-Based Methods
• Lactational Amenorrhea Method
• Coitus Interruptus
• Female and Male Sterilization

Presenter
Presentation Notes
The US MEC contains recommendations regarding a full range of contraceptive methods shown here.Combined hormonal contraceptives (contain estrogen and a progestin) include combined pills, patch and ring.Progestin-only contraceptives include progestin-only pills, depo medroxyprogesterone acetate injections and etonorgestrel implants.Emergency contraceptive pills include levonorgestrel and combined oral contraceptive pills.Barrier contraceptive methods include male and female condoms, spermicides, diaphragm with spermicide and cervical cap.Fertility Awareness-Based Methods include symptom-based and calendar-based methods.
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CDC Medical Eligibility Criteria

Category Restriction

1 No restriction

2
Advantages generally outweigh 

theoretical or proven risks

3
Theoretical or proven risks usually 

outweigh advantages

4 Unacceptable health risk

Presenter
Presentation Notes
In 2010, the U.S. Centers for Disease Control and Prevention published evidence-based medical eligibility criteria for contraception, the “MEC”The College has endorsed the MECConditions are assigned one of 4 categories, based on level of risk: 1 = A condition for which there is no restriction for the use of the contraceptive method2 = A condition for which the advantages of using the contraceptive method generally outweigh the theoretical or proven risks3 = A condition for which the theoretical or proven risks usually outweigh the advantages of using the contraceptive method4 = A condition that represents an unacceptable health risk if the contraceptive method is used Reference:U S. medical eligibility criteria for contraceptive use, 2010. Centers for Disease Control and Prevention (CDC). MMWR Recomm Rep 2010;59(RR-4):1–86. 
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US Medical Eligibility Criteria

58
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US MEC Recommendations

• Recommendations for use of 
contraceptive methods, based on 
specific conditions  

• Conditions defined as:
– Individual’s characteristics
– Known preexisting medical/pathologic 

condition

• Refer to methods being used for 
contraception, not treatment of a 
medical condition

Presenter
Presentation Notes
The tables in this document include recommendations for the use of contraceptive methods by women and men with particular characteristics or medical conditions. Each condition was defined as representing either an individual’s characteristics (such as age or history of pregnancy) or a known preexisting medical/pathologic condition (such as diabetes and hypertension). The recommendations refer to contraceptive methods being used for contraceptive purposes; the recommendations do not consider the use of contraceptive methods for treatment of medical conditions (e.g. combined oral contraceptive for treatment of endometriosis) because the balance of risks and benefits in these cases may differ. 
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Conditions Associated with Increased Risk for Adverse 
Heath Events as a Result of Unintended Pregnancy

Breast cancer Malignant liver tumors (hepatoma) and 
hepatocellular carcinoma of the liver

Complicated valvular heart disease Peripartum cardiomyopathy
Diabetes: insulin dependent; with 
nephropathy/retinopathy/neuropathy or 
other vascular disease; or of >20 years’ 
duration

Schistosomiasis with fibrosis of the liver

Endometrial or ovarian cancer Severe (decompensated) cirrhosis

Epilepsy Sickle cell disease

Hypertension (systolic > 160 mm Hg or 
diastolic > 100 mm Hg) Solid organ transplantation within the past 2 years

History of bariatric surgery within past 2 
years Stroke

HIV/AIDS Systemic lupus erythematosus
Ischemic heart disease Thrombogenic mutations
Malignant gestational trophoblastic
disease Tuberculosis

Presenter
Presentation Notes
Shown here is a list of medical conditions identified in the US MEC that may be worsened should an unintended pregnancy occur. 
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Example: Smoking and 
Contraceptive Use

Condition COC/P/R POP DMPA Implants Cu-IUD LNG-
IUD

Smoking
a. Age <35 2 1 1 1 1 1
b. Age≥35

i. <15 cigarettes/day 3 1 1 1 1 1

II.≥15 cigarettes/day 4 1 1 1 1 1

http://www.cdc.gov/mmwr/pdf/rr/rr5904.pdf

Presenter
Presentation Notes
This is an example of the recommendations for Smoking and Contraceptive Use.Down the left side, you can see that smoking is broken into categories by age and level of smoking.Across the top are the various contraceptive methods.For CHCs (combined hormonal contraceptives) which include combined oral contraceptives, the patch and the ring, you can see that the recommendations reflect increasing safety risks with CHC use and smoking, as age and the level of smoking increases.A smoker aged <35 years generally can use CHCs (Category 2).For a smoker 35 years or older who smokes <15 cigarettes per day, however, the use of CHCs is usually not recommended unless other methods are not available or acceptable to her (Category 3).For smokers >35 years who smoke 15 or more cigarettes, the use of CHCs poses unacceptable health risks, primarily, the risk for myocardial infarction and stroke (Category 4).Safety risks vary depending on methods and conditions.

http://www.cdc.gov/mmwr/pdf/rr/rr5904.pdf


© 2014 Virginia Mason Medical Center

Initiation and Continuation

Separate columns if recommendations 
differ for:

– Initiation criteria (preexisting conditions)
– Continuation criteria (condition develops or 

worsens)
Combined Hormonal Contraceptives

Headache Initiation Continuation
Non-migrainous (mild or severe) 1 2
Migraine

Without aura
Age < 35 years 2 3
Age >= 35 years 3 4

With aura, at any age 4 4

Presenter
Presentation Notes
If the recommendations for initiating a method and continuing a method are different, separate recommendations are given in different columns.Initiation refers to whether the woman had the condition at the time she starts the method (a preexisting condition).Continuation criteria are clinically relevant whenever a woman develops a health condition while she is using a method.This is an example for the condition of headache and use of combined hormonal contraceptives.For women 35 years or older who experience migraines without aura, the use of combined hormonal contraceptives usually is not recommended unless other methods are not available or acceptable to her (Category 3).However for women 35 years or older who develop migraines either with or without aura while using combined hormonal contraceptives, continuing the method is not recommended (Category 4) as it poses an unacceptable health risk of stroke.
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How to use the US MEC
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Provider Tools and Learning Aids

• Summary tables in English, Spanish
• US MEC Wheel
• iPhone and iPad app
• Continuing Education Activities
• Speaker-ready slides
• Contraceptive Effectiveness Chart

Presenter
Presentation Notes
Tools and learning aids that are available include:Summary tables of US MEC recommendations in both English and SpanishA US MEC wheel which works like a pregnancy wheel to highlight a subset of commonly used recommendationsAn iPhone and iPad appContinuing education activitiesSpeaker-ready slides including this set to view or use for presentations at any timeAnd the Contraceptive Effectiveness Chart to aide in teaching or counseling 
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Take Home Messages

US MEC provides evidence-based recommendations for 
safe use of contraceptive methods by women and men 
with various conditions
Most women can safely use most contraceptive 
methods
Certain conditions are associated with increased risk for adverse 
health events as a result of unintended pregnancy
Women at risk of unintended pregnancy need access 
to highly effective contraceptive methods
Women, men and couples should be informed of full 
range of methods to decide what will be best for them





© 2014 Virginia Mason Medical Center

Presenter
Presentation Notes
The US Medical Eligibility Criteria for Contraceptive Use (or US MEC) was developed in 2010 by CDC and was published in the Morbidity and Mortality Weekly Report in June of 2010.
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US  Selected Practice Recommendations 
for Contraceptive Use, 2013
Follow-up to US Medical Eligibility Criteria                         
for Contraceptive Use, 2010 (US MEC):

 Recommendations for who can safely use contraception
Adapted from World Health Organization (WHO) 
SPR
Intent:  Evidence-based guidance for common, 
yet controversial, contraceptive management 
questions

 When to start
 Missed pills
 Bleeding problems
 Exams and tests
 Follow-up
 How to be reasonably certain that a woman is not pregnant

Presenter
Presentation Notes
The US SPR is a companion document to the US Medical Eligibility Criteria for Contraceptive Use, or US MEC, which was published in 2010.The US MEC contains recommendations for health-care providers for the safe use of contraceptive methods by women and men with various characteristics and medical conditions. These two family planning guidance documents were adapted from the World Health Organization MEC and SPR.The intention of the US SPR is to provide evidence-based recommendations for common, yet controversial contraceptive management questions, such as issues listed here.
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US Selected Practice Recommendations 
for Contraceptive Use, 2013

Target audience: health-care providers
Purpose:  to assist health care providers 
when they counsel patients about 
contraceptive use
Selected Recommendations
 NOT comprehensive textbook 
 NOT the US MEC
 NOT rigid guidelines
 NOT well-woman care

Presenter
Presentation Notes
The US SPR is intended for use by health-care providers in counseling patients about method use as well as management of certain concerns or problems with use.The US SPR, like the title states, consists of selected recommendations.  It is not a comprehensive textbook, it does not answer who can safely use methods like the US Medical Eligibility Criteria, it does not provide rigid guidelines or step-by-step protocols for contraceptive visits nor does it provide recommendations for well-woman care. 



© 2014 Virginia Mason Medical Center

Take Home Messages

• Most women can start most methods anytime

• Few, if any, exams or tests are needed 

• Recommendations for anticipatory counseling for 
potential bleeding problems and proper 
management provided

• Routine follow-up generally not required

• Many circumstances  call for consideration of 
emergency contraception use

• Regular contraception should be started after EC

Presenter
Presentation Notes
Most women can start most methods of contraception anytime (including on the day of the visit), as long as the provider is reasonably certain that the woman is not pregnant.Few, if any, examinations or tests are needed before starting a contraceptive method.Bleeding problems are a major reason for contraceptive discontinuation; recommendations on anticipatory counseling before starting a method and management of bleeding problems are provided. Women should be advised to return at any time to discuss side effects or other problems, if they want to change the method being used, and when it is time to remove or replace the contraceptive method. Otherwise, routine follow-up is generally not required.Many options for emergency contraception are available, including the copper-IUD and different formulations of pills, and there are many circumstances tor which EC use should be considered.  Regular contraception should be started after emergency contraceptive use.
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Scenario 2

38 year old G2P2 female with diabetes 
has been using condoms for 
contraception and is looking for a more 
effective method.  What methods are 
safe for her to use?

A.  IUD (copper or levonorgestrel)
B.  Progestin-only methods (pill, 
injectable, implant)
C. Combined hormonal methods (pill, 
patch, ring)
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Evidence

Use of COCs among women with 
history of gestational diabetes does 
not increase risk of developing 
noninsulin-dependent diabetes 
Use of COCs among women with 
insulin- or noninsulin-dependent 
diabetes:

– Limited effect on daily insulin 
requirements 

– No effect on long-term diabetes control 
– No effect on progression to retinopathy

• CDC, MMWR 2010; 59, No RR-4

Presenter
Presentation Notes
The evidence summaries for the recommendations for history of gestational disease and nonvascular disease are based on several studies  and are summarized here.No evidence regarding safety was found for the use of contraceptives for women with diabetes with nephropathy/retinopathy/neuropathy or other vascular disease or diabetes of >20 years duration.Most of the decisions about medical eligibility criteria in these situations were often based on:Extrapolations from studies that primarily included healthy womenTheoretical considerations about risks and benefitsExpert opinion
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Diabetes

Condition COC/P/R POP DMPA Implants LNG-
IUD

Cu-IUD

History of gestational 
disease

1 1 1 1 1 1

Nonvascular disease

Noninsulin-
dependent

2 2 2 2 2 1

Insulin-dependent§ 2 2 2 2 2 1

Nephropathy/retinopathy/ 
neuropathy§

3/4† 2 3 2 2 1

Other vascular disease or 
diabetes of >20 yrs' 
duration§

3/4† 2 3 2 2 1

§ Condition that exposes a woman to increased risk as a result of unintended pregnancy
† This category should be assessed according to the severity of the condition

Presenter
Presentation Notes
For this example, assume the woman was diagnosed 2 years ago and is insulin dependent, with no vascular disease or other end-organ disease. Recommendations for diabetes depend on the subgroup of diabetes, which have different risks.Insulin-dependent diabetes and diabetes complicated by nephropathy, retinopathy, neuropathy, vascular disease or lasting more than 20 years are conditions that expose a woman to increased risk as a result of unintended pregnancy.While insulin-dependent diabetes has all category 1 and 2 recommendations, complicated diabetes subgroups have category 3 recommendations for DMPA and a mixed recommendation of 3/4 for combined hormonal methods according to the severity of the complicated diabetes.



© 2014 Virginia Mason Medical Center

Scenario 2

38 year old G2P2 female with diabetes 
has been using condoms for 
contraception and is looking for a more 
effective method.  You now know that 
she is non-insulin dependent and has 
no vascular disease.  What methods 
are safe for her to use?

A.  IUD (copper or levonorgestrel)
B.  Progestin-only methods (pill, injectable, implant)
C. Combined hormonal methods (pill, patch, ring)
ALL OF THE ABOVE

Presenter
Presentation Notes
While all methods are safe, an unintended pregnancy in a woman with diabetes may have increased risk of adverse events and thus effectiveness should be emphasized when discussing method options.
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Scenario 3

24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q: When can she start?
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When to start a contraceptive method

Barriers to starting
– Filling a prescription
– Starting during menses
– Coming back for a second (or more) visit

Starting when woman requests contraception 
(“Quick start”)

– May reduce time woman is at risk for 
pregnancy

– May reduce barriers to starting

Presenter
Presentation Notes
There are several barriers to initiating contraception which increases the time a woman is at risk for unintended pregnancy.Some examples of these barriers are the need to fill a prescription, to wait for next menses to start the method or to come back for another visit.Quick start is the start of a contraceptive method when a woman requests it rather than waiting.Quick start may reduce the time a woman is at risk for pregnancy and may reduce barriers to starting a method.
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Evidence for Risk of Pregnancy

Two types of risk:

Risk of already being pregnant
– Risk that woman already pregnant with “Quick 

start” of CHCs low 

Risk of becoming pregnant
– Risk of pregnancy with “Quick start” of CHCs 

low

• Brahmi, Contraception, 2013.

Presenter
Presentation Notes
Providers may have concerns that a woman may already be pregnant and therefore may not want to start her on contraception right away.A recent systematic review shows that the risk of pregnancy with Quick Start of combined hormonal contraceptives is low and that the risk that a woman is already pregnant using the Quick Start method is also low.
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Other findings 

Starting CHCs on different days of the 
cycle does not affect bleeding changes 
or other side effects

“Quick start” may increase 
continuation of combined oral 
contraceptives (COCs) and patch in 
the short term; this difference 
disappears over time

• Brahmi, Contraception, 2013.

Presenter
Presentation Notes
Another concern may be that starting CHCs on days of the cycle not consistent with menses may cause irregular bleeding; however studies from the same systematic review have shown that starting on different days of the cycle does not affect bleeding changes or other side effects.Quick start may increase short term continuation of both COCs and the patch, however this difference disappeared over time in studies comparing quick start to other initiation.
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Exposure in early pregnancy

No increased risk for adverse 
outcomes (congenital anomalies, 
neonatal death, infant death) among 
infants exposed in utero to COCs

• Bracken, Obstet Gynecol. 1990;76:552-7.

Presenter
Presentation Notes
Another concern is risk of fetal exposure to hormonal contraception in early pregnancy.In several studies examining fetal exposure to COCs, there has been no increased risk for adverse outcomes among infants.
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Need for back-up contraception

Later start days are associated with 
greater follicular activity, but not 
ovulation, through day 5 (implications 
for back up)

• Brahmi, Contraception, 2013.

Presenter
Presentation Notes
Providers may also be concerned for how long a woman will have to wait until her method is effective if she does not start her method with menses.The US SPR also provides evidence-based guidance on the need for back-up contraception or need to abstain from sexual intercourse for each method initiation.For CHCs, starting on later days in the cycle is associated with greater follicular activity through day 5, but not including ovulation.
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US SPR
When to start a contraceptive method

Contraceptive 
Method

When to start, if provider is 
reasonably certain woman is 

not pregnant

Back-up needed

LNG IUD Any time If > 7 days of cycle, use back-up 
method or abstain for 7 days

Copper IUD Any time Not needed

Implant 
(etonogestrel) Any time If > 5 days of cycle, use back-up 

method or abstain for 7 days

Injectable Any time If > 7 days of cycle, use back-up 
method or abstain for 7 days

CHC Any time If > 5 days of cycle, use back-up 
method or abstain for 7 days

Progestin-Only 
Pills (POPs) Any time If > 5 days of cycle, use back-up 

method or abstain for 2 days

Presenter
Presentation Notes
Thus the recommendation for initiation of CHCs is to use backup or abstain from intercourse for 7 days if the method is initiated greater than 5 days from the start of last menstrual period.The US SPR also provides guidance both within the document and summarized in a user-friendly chart to guide providers on how to counsel patients on backup needs for all methods.As you can see from this chart, all methods of contraception can be started at any time, if the provider is reasonably certain the woman is not pregnant.  This ensures she is not pregnant at the time of initiation.  To ensure that she not get pregnant once the method is started, she should use appropriate backup for the recommended time period to prevent a new unintended pregnancy.
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Guidance for Special Considerations

Amenorrheic
Postpartum

– Breastfeeding
– Not breastfeeding

Postabortion
Switching from another contraceptive method

Presenter
Presentation Notes
For women in other situations who may not have a last menstrual cycle to refer to, guidance on how to initiate methods is also provided.These situations refer to women who are amenorrheic, postpartum, postabortion or are switching from another method.



© 2014 Virginia Mason Medical Center

Clinical scenario 3: 
When to start a contraceptive method ?
24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q: When can she start?
– A: 

• Anytime, if reasonably certain she is not 
pregnant.

• If it has been more than 5 days since 
menstrual bleeding started, she will need to 
abstain from sex or use additional 
contraceptive protection for the next 7 days

Presenter
Presentation Notes
To answer this question, the recommendation for pills and for all methods is a woman can start a method anytime, if a provider can be reasonably certain she is not pregnant.If it has been more than 5 days since menstrual bleeding started, she will need to abstain from sex or use additional contraception for the next 7 days after starting her combined pills.
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Scenario 4: How to be reasonably certain that 
a woman is not pregnant

24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q:  How can you be reasonably 
certain she is not pregnant?

Presenter
Presentation Notes
So how can you be reasonably certain she is not pregnant?
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Evidence: Pregnancy test 
limitations
Pregnancy detection rates can vary based on 
sensitivity of test and timing with respect to 
missed menses
Pregnancy test not able to detect pregnancy 
resulting from recent intercourse
Pregnancy test may remain positive several 
weeks after pregnancy ends

• Cervinski, Clin Chem Lab Med. 2010;48:935-42.
• Cole LA, Expert Rev Mol Diagn. 2009;9:721-47.
• Wilcox, JAMA. 2001;286:1759-61.
• Korhonen, Clin Chem. 1997;43:2155-63.
• Reyes, Am J Obstet Gynecol. 1985;153:486-9.
• Steier, Obstet Gynecol. 1984;64:391-4.`

Presenter
Presentation Notes
Some providers may question whether or not they should do a pregnancy test to rule out pregnancy and may also question if a pregnancy test is enough.  The evidence shows that pregnancy testing does have limitations.Pregnancy detection rates vary depending on the sensitivity of the test and the timing of testing with respect to missed menses, last intercourse or last pregnancy.False negatives may occur with recent intercourse while false positives may occur after recent pregnancy.
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US SPR

Presenter
Presentation Notes
The US SPR provides highly accurate criteria, shown here, that a provider can review with a patient. If a woman has no signs or symptoms of pregnancy and meets any one of the criteria, a provider can be reasonably certain that she is not pregnant.Criteria include… (READ LIST)
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Scenario 4 

24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q: How can you be reasonably certain she is 
not pregnant?

– A: If she has no signs or symptoms of 
pregnancy and fulfills one of criteria, a 
provider can be reasonably certain that the 
woman is not pregnant.

Presenter
Presentation Notes
The recommendation therefore states that if a woman has no signs or symptoms of pregnancy and fulfills one of the criteria, a provider can be reasonably certain that the woman is not pregnant.Routine pregnancy testing for every woman is not necessary.
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Clinical scenario 5: 
Exams and tests
24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q: Do you need to do any exams or 
tests before she starts?

Presenter
Presentation Notes
Are there other tests to consider or exams that need to be done before providing her with pills?
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US SPR
Exams and tests prior to initiation

Unnecessary tests may be barrier to 
starting

– Women (adolescents) may not be 
comfortable with pelvic exam

– Coming back for a second (or more) 
visit to receive test results

Recommendations address exams and 
tests needed prior to initiation

– Class A = essential and mandatory 

– Class B = contributes substantially to safe and effective use, but implementation may be considered 
within the public health and/or service context

– Class C = does not contribute substantially to safe and effective use of the contraceptive method

Presenter
Presentation Notes
This question addresses other barriers to initiating contraceptionA pelvic exam itself may be a barrier to women getting contraception, especially adolescents, if they are not willing to participate in the examWaiting for test results may be another barrier that delays contraceptive useThe US SPR provides recommendations that address exams and tests needed prior to starting a woman on a methodThese recommendations are categorized into 3 classes:Class A are essential and mandatory for a given methodClass B exams and tests contribute substantially to safe and effective use, but implementation may be considered within the public health and/or service contextFinally, Class C does not contribute substantially to safe and effective use of the method
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Examination or test Contraceptive method and class

Examination LNG and Cu-
IUD Implant Injectable CHC POP Condom Diaphragm or 

cervical cap Spermicide

Blood pressure C C C A* C C C C

Weight (BMI) — † —† —† —† —† C C C

Clinical breast 
examination C C C C C C C C

Bimanual examination 
and cervical inspection A C C C C C A C

Laboratory test

Glucose C C C C C C C C

Lipids C C C C C C C C

Liver enzymes C C C C C C C C

Hemoglobin C C C C C C C C

Thrombogenic mutations C C C C C C C C

Cervical cytology 
(Papanicolaou smear) C C C C C C C C

STD screening with 
laboratory tests —§ C C C C C C C

HIV screening with 
laboratory tests C C C C C C C C

US SPR 
Exams and tests prior to 

initiation

Presenter
Presentation Notes
This slide replicates the summary chart in the US SPR for all contraceptive methods and commonly performed screening exams and tests



Examination or test Contraceptive method and class

Examination LNG and 
Cu-IUD Implant Injectable CHC POP Condom Diaphragm or 

cervical cap Spermicide

Blood pressure C C C A* C C C C

Weight (BMI) — † —† —† —† —† C C C

Clinical breast examination C C C C C C C C

Bimanual examination and 
cervical inspection A C C C C C A C

Laboratory test

Glucose C C C C C C C C

Lipids C C C C C C C C

Liver enzymes C C C C C C C C

Hemoglobin C C C C C C C C

Thrombogenic mutations C C C C C C C C

Cervical cytology 
(Papanicolaou smear) C C C C C C C C

STD screening with 
laboratory tests —§ C C C C C C C

HIV screening with 
laboratory tests C C C C C C C C

US SPR 
Exams and tests prior to 

initiation

Presenter
Presentation Notes
This slide replicates the summary chart in the US SPR for all contraceptive methods and commonly performed screening exams and tests
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Evidence: BP measurement

6 case-control studies
– Women who did not have blood pressure check 

prior to COC initiation had higher odds of acute 
myocardial infarction and ischemic stroke than 
women who had blood pressure check

– No increased risk for hemorrhagic stroke based 
on whether or not blood pressure measured

No evidence identified on other hormonal 
methods

• Tepper, Contraception, 2012.

Presenter
Presentation Notes
The evidence behind this recommendation is based on 6 case-control studies discussed in a systematic review by Tepper et alThese studies showed that women who did not have a blood pressure check prior to initiating COCs had higher odds of acute MI and ischemic stroke than women who had their blood pressure checked.  There was no increased odds of hemorrhagic strokeNo evidence was identified for other hormonal methods and blood pressure measurement



Examination or test Contraceptive method and class

Examination LNG and 
Cu-IUD Implant Injectable CHC POP Condom Diaphragm or 

cervical cap Spermicide

Blood pressure C C C A* C C C C

Weight (BMI) — † —† —† —† —† C C C

Clinical breast examination C C C C C C C C

Bimanual examination and 
cervical inspection A C C C C C A C

Laboratory test

Glucose C C C C C C C C

Lipids C C C C C C C C

Liver enzymes C C C C C C C C

Hemoglobin C C C C C C C C

Thrombogenic mutations C C C C C C C C

Cervical cytology 
(Papanicolaou smear) C C C C C C C C

STD screening with 
laboratory tests —§ C C C C C C C

HIV screening with 
laboratory tests C C C C C C C C

US SPR 
Exams and tests prior to 

initiation

Presenter
Presentation Notes
There are also the categories highlighted here which address body weight for hormonal methods and IUDs, as well as STD screening prior to IUD placementFor CHC initiation, the recommendation for checking weight is “Obese women generally can use combined hormonal contraceptives (U.S. MEC); therefore, screening for obesity is not necessary for the safe initiation of combined hormonal contraceptives. However, measuring weight and calculating BMI at baseline might be helpful for monitoring any changes and counseling women who might be concerned about weight change perceived to be associated with their contraceptive method .”For IUD use, the US SPR recommendation states that most women do not require additional STD screening at the time of IUD insertion if they have already been screened according to CDC’s STD Treatment Guidelines 	Those who have not be screened can be screened at time of IUD placement and insertion should not be delayed for test results  unless at a very high individual likelihood of STD exposure
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Clinical scenario 3: 
Exams and tests

24 y.o. female comes to office desiring 
contraception and wants to start pills

– Q: Do you need to do any exams or tests 
before she  starts?

– A: Blood pressure measurement essential

Presenter
Presentation Notes
Thus the recommendation is that blood pressure measurement should be obtained and evaluated before a woman starts combined hormonal contraceptives, including pills



© 2014 Virginia Mason Medical Center

Pelvic Exam before Initiating CHCs

Is not necessary before starting CHCs
No concerning conditions will be 
detected by pelvic 
Evidence:

– Two case-control studies
– Delayed versus immediate pelvic exam 

before contraception

• Tepper Contraception 2013 

Presenter
Presentation Notes
Pelvic examination is not necessary before initiation of combined hormonal contraceptives because it does not facilitate detection of conditions for which hormonal contraceptives would be unsafe Women with certain conditions such as current breast cancer, severe hypertension or vascular disease, heart disease, migraine headaches with aura, and certain liver diseases, as well as women aged ≥35 years who smoke ≥15 cigarettes per day, should not use or generally should not use combined hormonal contraceptives (US MEC recommendations); However, none of these conditions are likely to be detected by pelvic examinationA systematic review examined two case-control studies comparing delayed and immediate pelvic examination before initiation of oral contraceptives or DMPA No differences in risk factors for cervical neoplasia, incidence of STDs, incidence of abnormal Papanicolaou smears, or incidence of abnormal wet mounts were found
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Clinical scenario 6:  
When to stop contracepting

46 y.o. female with a history of hypertension 
has been using progestin-only pills and wants 
to know when she can stop her contraception.

– Q: When can a woman stop contracepting?

Presenter
Presentation Notes
The next scenario addresses when a woman can stop contracepting in her lifeA 46 year-old female with a history of hypertension has been using her progestin-only pills and wants to know when she can stop?
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Evidence

There are no reliable tests to confirm a 
woman’s definitive loss of fertility

FSH levels may not be accurate

The median age of menopause is 
approximately 51 years in North America 
with a range of 40-60 years

• Hillard, American College of Obstetricians and Gynecologists, 2007.
• The North American Menopause Society, 2010.
• TeVelde, Hum Reprod Update, 2002.

Presenter
Presentation Notes
There are no reliable tests to confirm that a woman is no longer fertile and thus no longer needs contraceptionChecking FSH levels may not be an accurate measure of fertility lossWhile the median age of menopause is 51 in North America, this age ranges between 40 and 60 years 
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Clinical scenario 6:  
When to stop contracepting

46 y.o. female with a history of hypertension 
has been using progestin-only pills and wants 
to know when she can stop her contraception.

– Q: When can a woman stop contracepting?
– A:  Contraceptive protection is still needed in     

women older than 44 years of age,                                                                         
if the woman wishes                                                                           
to avoid pregnancy.  

Presenter
Presentation Notes
Contraception is still needed in women until menopause if the woman wishes to avoid pregnancyProviders should consider the risks of becoming pregnant in a woman of advanced reproductive age as well as any risks of continuing contraception until menopause.
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Scenario 7:  What if a woman has 
menstrual abnormalities using CHCs

28 y.o. female has been using continuous 
combined OCPs for the last 6 months but has 
had persistent spotting for the last month.  

– Q:  What can she do if she wants treatment?

Presenter
Presentation Notes
Clinical scenario 7 is a 28 year old female who has continuously been taking combined pills for the last 6 months.  One month ago she started spotting and the spotting has been persistentWhat can she do if she wants treatment for the spotting?
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Scenario 7:  What if a woman has 
menstrual abnormalities using CHCs

28 y.o. female has been using continuous oral 
contraceptive pills (OCPs) but has had 
persistent spotting for the last month.  

– Q:  What can she do if she wants treatment?
– A:  

• Emphasize importance of correct                                       
use and timing

• Discuss HFI (hormone free interval) 
for 3-4 days if taking                                            

OCPs  >21 days

Presenter
Presentation Notes
It is therefore recommended that providers emphasize the importance of correct use and timing of pills since inconsistent pill taking can lead to bleeding irregularitiesProviders can also discuss introducing an Hormone Free Interval by stopping pills for 3-4 days.  This can be discussed as long as the patient has already taken more than 21 pills since starting the method
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Evidence

Anticipatory counseling decreases method 
discontinuation from bleeding irregularities 
with DMPA

Hormone-free Interval (HFI) of 3-4 
days improves bleeding after 2 weeks

Doxycycline has not been shown to improve 
bleeding

Presenter
Presentation Notes
Studies have shown that anticipatory counseling alerting future users that they will have irregular bleeding actually decreases discontinuation with DMPA useThis evidence can be used to support anticipatory counseling with other forms of hormonal contraceptionStudies also show that introducing a hormonal free interval (HFI) can cause an initial increase in flow, followed by an abrupt decrease 7-8d later with eventual cessation of flow 11-12d laterA 5 day course of doxycycline has not been shown to improve bleeding
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Clinical scenario 8 :  
Emergency Contraception 

38 y.o. obese female had unprotected 
intercourse 4 days ago and is worried about 
pregnancy.

– Q:  What are her emergency contraception 
options?

Presenter
Presentation Notes
Our next scenario addresses the use of Emergency ContraceptionHere, we have a 38 year old obese female who had unprotected intercourse 4 days ago and is worried about pregnancy.  She calls your office and wants to know what her options for EC are.
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Four options for EC available in the US

Intrauterine device
– copper intrauterine device (Cu-IUD)

Emergency contraceptive pills (ECPs)
– ulipristal acetate (UPA) available in a single 

dose (30 mg)
– levonorgestrel (LNG) in a single dose combined 
– estrogen/progestin in 2 doses 

Presenter
Presentation Notes
Currently there are four options for emergency contraception or EC in the USThe copper Intrauterine device and three types of emergency contraceptive pills or ECPsThe three types of pills include ulipristal acetate or UPA, levonorgestrel or LNG as well as combined estrogen and progestin oral contraceptive pills
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SPR Recommendation on Effectiveness

Large systematic review of 42 studies showed that the 
pregnancy rate among emergency IUD users is 0.09%

UPA and LNG ECPs have similar effectiveness when taken 
within 3 days after unprotected intercourse

–UPA has been shown to be more 
effective than the LNG formulation 
between 3 and 5 days after 
unprotected intercourse.

UPA may be more effective than LNG for women who are 
obese.

The combined estrogen/progestin regimen is less effective 
than UPA or LNG and is associated with more frequent side 
effects

Presenter
Presentation Notes
Since these options are not all the same, how can you help her choose the best option for her?The evidence shows that Copper IUDs are highly effective as emergency contraception and can be continued as regular contraception if that is what she desires and she is willing to come in for a visit to have the IUD insertedUPA and LNG have similar effectiveness when taken within 3 days after unprotected intercourse while UPA may be more effective between days 3 and 5 after unprotected sexUPA may also be more effective than LNG for women who are obese according to one studyThe combined regimen also known as Yuzpe method is less effective than the other two ECPs and is associated with more frequent side effects, particularly nausea and vomiting
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Reversible Contraception that
Works as Well as Sterilization

/ -/ 4$

/ -1$

/ -7$

/ -4$

0
0.1
0.2
0.3
0.4
0.5
0.6
0.7
0.8
0.9

Implant LNG IUS Copper IUD Female
Sterilization

% of women experiencing an 
unintended pregnancy within the 
first year of use 

Presenter
Presentation Notes
There are currently three LARC methods available in the U.S.Copper T IUDLevonorgestrel intrauterine systemEtonogestrel single-rod contraceptive implantAll LARC methods work as well as sterilization All LARC methods have a typical use failure rate of less than 1%Reference:Trussell J. Contraceptive failure in the United States. Contraception 2011;83(5);397–404. Epub 2011 Mar 12.
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CAYA contoured diaphragm
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Future New Method: 
PATH Women’s Condom

•PATH
•Polyurethane condom 
pouch
•Adherence to vaginal 
walls improved by 
foam dots
•Soft outer ring
•Dissolving capsule

Presenter
Presentation Notes
Talking PointsA 2012 Guttmacher report indicates EC, female condom, foam, cervical cap, Today’s sponge, suppository or insert, and jelly or cream (without diaphragm) are used by 200,000 million women in the US.PATH Women’s CondomWhat is it? PATH has a new female condom designed with a dissolving capsule to make insertion easier. The new devise also has a polyurethane condom pouch with foam dots that facilitate gentle adherence to the vaginal walls, and a soft outer ring.What’s different? It’s easier to handle, insert, use, and remove.It’s more comfortable during sex for both partners.It does not slip or move around.The pouch is collapsed into a thin capsule, which is used to help insert the condom into the vagina.It gently adheres to the vaginal wall.It’s unlubricated and supplied with a 3-ml water-based lubricant, which is applied to the inside of the pouch after insertion.An aluminum foil laminate keeps the condom fresh.When will it be available in the US?PATH licensed Dahua Medical Apparatus Company of Shanghai, China, to manufacture and distribute the Woman’s Condom in 2008. Dahua received State Food and Drug Administration (SFDA) (2011) and CE Mark (2010) approval, which allows for distribution and marketing in China and Europe. Dahua has submitted a dossier for WHO pre-qualification.The product is commercially available in select channels of China (brand name O’Lavie, which means “life” in French). CONRAD is collaborating with the California Family Health Council on a study comparing the self-reported clinical failure rates of the Woman’s Condom and the FC2 Female Condom. This study is using vaginal detection of prostate-specific antigen as an indicator of condom failure in an effort to demonstrate that this kind of trial can replace contraceptive efficacy trials for approval of new female condoms. In parallel, the Eunice Kennedy Shriver National Institute of Child Health and Human Development (NICHD) Contraceptive Clinical Trials Network is conducting the pivotal phase 3 contraceptive efficacy study required for FDA approval of the Woman’s Condom. ReferencesInformation about FC2® Female Condom and Its Use. The Female Health Company. Available at www.fc2.us.com/home.html. Accessed on 6 July 2012.Schwartz J, Gabelnick HL. Contraceptive research and development. In Hatcher RA, Trussell J, Nelson AL, et al., editors. Contraceptive Technology. 20th Revised Edition. New York: Ardent Media, 2011.PATH Publications. Technology Update: Women’s Condom. Available at: www.path.org/publications/detail.php?i=1237. Accessed July 6, 2012.CONRAD. Research Grid. Available at: www.conrad.org/contraception-grid.html. Accessed September 2012.- - -Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September 2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in April 2013. This slide is available at www.arhp.org/core. 
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Future New Method: 
EE + LNG Transdermal Patch

•Agile Therapeutics
• Twirla
•Low-dose, once-weekly patch
•Minimizes seepage of adhesive around 
edge of patch (“cold flow”)
•↓ chance of residue on skin
•NDA submitted

Presenter
Presentation Notes
Talking PointsA 2012 Guttmacher report indicates that about 400,000 women in the United States use the norelgestromin/ethinyl estadiol transdermal patch (Ortho Evra®).Two new patches are under development, including the EE + LNG patch described above, which has been known to some as “Twirla™”. Agile also received a notice of allowance for the trademark Twirla™, and conditional acceptance from the FDA to use the proprietary name “Twirla” for its AG200-15 contraceptive patch, pending final agency review prior to NDA approval.New EE + LNG low-dose patch (Twirla™)What is it? 26 cm2 weekly transdermal contraceptive patch that releases 100 μ levonorgestrel and 30 μ ethinyl estradiol daily (both of which have a well-established history of efficacy and safety in combination contraceptives)Applied once weekly for 3 weeks followed by 1 patch-free weekWhy use it? What’s different? This patch is soft and flexible with a cloth-like feel The transdermal drug-delivery system has an inner, active matrix adhesive system that delivers both EE and LNG through the skin. The outer, peripheral adhesive system is responsible for patch adherence, stability, and patient comfort.It’s designed to provide excellent adhesion, comfort, and appearance—to  minimize seepage of adhesive around the edge of the patch to decrease chance of a black ring of residue on the skin.Data from a phase 3 study showed that it delivers an EE dose comparable to an oral dose of 30 μ/day. It can be applied to abdomen, buttocks, or upper torso.When will it be available in the US?A New Drug Application (NDA) has been submitted to FDA based on phase 3 clinical trial results demonstrating that it delivers an EE dose comparable to an oral dose of 30 μ/day. As with oral contraceptive pills, women may find that different doses and type of hormones in the new patches work better (or less well) for them.ReferenceAgile Therapeutics. About AG200-15. Available at: www.agiletherapeutics.com/AG200-15.html. Accessed September 2012.- - -	Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in April 2013. This slide is available at www.arhp.org/core. 
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Future New Method: Monthly Injectable 
(Cyclofem®)

•Concept Foundation & Sun Pharmaceutical 
Industries
•25 mg MPA + 5 mg estradiol cypionate
•Same formulation as injectable previously 
marketed in the US (Lunelle®)
•Seeking FDA approval for US

www.conceptfoundation.org/hormonal-contraception.php 

Presenter
Presentation Notes
Talking PointsNew Monthly Injectable (Cyclofem)What is it? A monthly injectable containing estrogen and a progestin—25 mg medroxyprogesterone acetate (MPA) and 5 mg estradiol cypionate.Cyclofem has been used in a number of developing countries since its introduction in the early 1990s, particularly in Indonesia and Latin America.It has the same formulation as injectable previously marketed in the U.S. (Lunelle®).The progestin, medroxyprogesterone acetate, is the same one used in the 3-month injectable.It’s licensed to the Concept Foundation under its collaborative agreement with WHO. Concept Foundation licensed rights to Sun Pharmaceutical Industries of Mumbai, India.What’s different?The existing DMPA injectable (Depo-Provera®) is given once every 3 months; this new method in development is a monthly injectable.  The new method in development results in fewer menstrual irregularities and fewer reports of amenorrhea. Studies show high efficacy and more regular bleeding patterns than with progestin-only injectables, no effect on blood pressure, and more rapid return to fertility.The new method in development provides a safe and effective choice to younger women at the beginning of their contraceptive life cycle. When will it be available in the US?A pharmacokinetic and pharmacodynamic study in women has been conducted by Conrad. This study is the first step in obtaining FDA approval. The Concept Foundation is collaborating with Sun Pharmaceutical Industries to obtain FDA approval. FDA approval would also allow reintroduction to the US market. The timing of FDA approval and reintroduction is unclear. ReferencesHatcher RA, Trussell J, Nelson AL, et al., editors. Contraceptive Technology. 20th Revised Edition. New York: Ardent Media, 2011.Estrogen/progestin hormonal injections. Center for Young Women’s Health Web site. Available at: www.youngwomenshealth.org/femalehormone3.html. Accessed September 2012.Conception Foundation. Access to hormonal contraception. Available at: www.conceptfoundation.org/hormonal-contraception.php. Accessed September 2012 .CONRAD. Research grid. Available at: www.conrad.org/contraception-trials.html. Accessed September 2012. - - -Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September 2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in April 2013. This slide is available at www.arhp.org/core. 
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Future New Method: 
Nestorone/Ethinyl Estradiol 1-Yr Ring 

•Population Council
•Releases150 mcg 
nestorone + 15 mcg ethinyl
estradiol/day
•Used like existing ring (3 
weeks in, 1 week out)
•Lasts 13 cycles
•Awaiting FDA approval
•Also studying topical gel

NES Core

NES / EE Core
8.4 mm (3/8”) in cross-section
58 mm (2 1/14”) in diameter

Presenter
Presentation Notes
Talking PointsA 2012 Guttmacher report indicates that about 900,000 women in the United States use the etonogestrel/ethinyl estradiol vaginal ring (NuvaRing®).Nestorone/Ethinyl Estradiol (NES/EE) 1-year contraceptive vaginal ring (CVR)What is it? Effective, convenient, easily-used vaginal ring which releases 150 mcg Nestorone and 15 mcg ethinyl estradiol/day.  The ring is left in place for 3-weeks and removed for one week.  Each ring is good for up to 13 cycles (one full year).Nestorone is a progestin that will be new to the US market. NES is a potent 19-norprogesterone derivative with no androgenic or estrogenic action.  It is inactive orally but highly effective in blocking ovulation when given by non-oral routes.The soft and flexible ring is roughly 2-1/4 inches in diameterWhat’s different? Unlike the etonogestrel/ethinyl estradiol CVR, this ring will last for 1 year. It doesn’t require daily action or any action related to coitus.It doesn’t require refrigeration. It’s stored in a case when it’s not in use. It’s intended to be easily inserted by the woman, which eliminates the need for repeated visits to a doctor or pharmacy.Nestorone lacks androgenic effect; weight/lipids are favorable. Phase 3 clinical trials found a high level of user satisfaction.Phase 3 results suggest the ring is as effective as oral contraceptives in preventing pregnancy when used as directed.When will it be available in the US?In 2010, the Population Council announced an exclusive licensing agreement with Watson Pharmaceuticals, Inc., to commercialize the NES/EE CVR in the United States, Canada, and Mexico.The Population Council plans to file an NDA seeking FDA approval sometime in the next 2 years. It should be available ~2016 in the US.ReferencesMerkatz RB. Nestorone/Ethinyl Estradiol Contraceptive Vaginal Ring. International Conference on Family Planning: Research and Best Practices, Uganda. November 15−18, 2009.  Available at: www.fpconference2009.org/media//DIR_169701/15f1ae857ca97193ffff833fffffd524.pdf.  Accessed September 2012.Population Council. One-year Combination Vaginal Ring, Phase 3 Study. Available at: www.popcouncil.org/projects/115_OneYearCombVagRing.asp.  Accessed September 2012.- - -Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September 2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in April 2013. This slide is available at www.arhp.org/core. 
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Future New Method: 
Many Pills are in Development

Teva
• OC continuous regimen of 

LNG 0.15 mg / EE 20 mcg 
x42d, 25 mcg x21d, 30 
mcg x21d, EE mcg x 7d

Bayer
• Combined OC extended 

regimens w/ drospirenone
3 mg / EE 20 mcg

Merck
• OC containing 

nomegestrol acetate 2.5 
mg, 17ß-estradiol 1.5 mg

BioSante and Pantarhei
Bioscience
• OC with estrogen, 

progestin, and androgen

Presenter
Presentation Notes
Talking PointsA 2012 Guttmacher report indicates that 10.7 million women in the United States use oral contraceptives (OCs). Data from the most recent NSFG indicate 88 brands of pills were available in the US.  Candidates for pills are women who want to regulate menses and will consistently use a daily method.A high number of unintended pregnancies are caused by inconsistent use, misuse, or discontinuation of OCs. By the 3rd month of use, the typical user misses 3 or more pills each cycle.  2010 marked the 50th anniversary of the availability of combined OCs in the US.  Many new pills are in clinical trials, and many more have entered the market in the last few years that are different from those that have been around for 20−30 years.Goals for new pills should be fewer side effects, enhanced safety, and greater forgiveness when pills are missed. Examples of recent advances include a reduced pill-free interval, addition of folic acid, and use of estradiol valerate or 17β-estradiol instead of EE.Here are a few examples of what may be entering the market (this is not a comprehensive list, and these data have not been published).    TevaWhat is it? A 90-day ascending dose regimen OC of LNG 0.15mg/EE 20ug x42 days, 25ug x 21 days, and 30ug x 21 days, and EE 20 µg x 7 days. Why use it?/What’s different?Designed to have less disruptive, unscheduled bleedingWhen available in the US?NDA filed August 2012Company hopes to have approval by late 2013BayerWhat is it? OC extended regimen of drosperinone 3 mg/ EE 20 mcgWhy use it? What’s different?Extended regimen of drospirenone plus 20 mcg EE with a flexible schedule that would allow women a flexible regimen in managing bleeding. It is being marketed in some other countries, including Australia.When will it be available in the US?It is under FDA review in the US, and a decision is expected in April 2013.Indication being sought to manage bleeding. MerckWhat is it? OC containing nomegestrol acetate, a highly selective, progesterone-derived progestin and 17beta- estradiol (E2). It’s used in a 24/4 cycle (24 active pills and 4 placebo).Why use it? What’s different?A natural estradiol that may be safer than EE (data remain to be gathered).When will it be available in the US?Merck received a non-approvable Complete Response Letter (CRL) from FDA on November 4, 2011, and needs to provide additional information to the agency before approval. BioSante and Pantarhei BioscienceWhat is it? OC containing estrogen, progestin, and androgen (androgen-restored contraception; ARC)Why use it? What’s different?Androgen loss occurs with current oral contraceptives, which potentially causes reduced arousal, orgasms, and pleasure in OC users.Small studies have shown this OC to increase frequency of sexual activity, arousal, responsiveness to partner, genital sensations, and vaginal lubrication.No significant androgenic effects were noted.When will it be available in the US?A phase 3 study in female sexual dysfunction failed in December 2011; additional data are needed before it will be available in the US.ReferencesMcFarlane K. New Contraceptives in Development: Detailed information on AG200-15, a low-dose contraceptive patch. SmartPharma LLC slide set.Teva receives FDA acceptance of its new drug application for Quartette (levonorgestrel/ethinyl estradiol tablets and ethinyl estradiol tablets) for the prevention of pregnancy. Business Wire. Available at: www.businesswire.com/news/home/20120813005849/en. Accessed September 2012.BioSante Pharmaceuticals. The Pill-Plus. Available at: www.biosantepharma.com/The-Pill-Plus.php. Accessed September 2012.- - -Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September 2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in January 2013. This slide is available at www.arhp.org/core
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Resources

• Download US MEC/SPR to your 
computer, phone

• ACOG LARC program
• https://www.cdc.gov/reproductivehe

alth/contraception/index.htm
• Association of Reproductive Health 

Professionals
• Contraceptive Technology
• Bedsider.org

116

https://www.cdc.gov/reproductivehealth/contraception/index.htm
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Resources

US Clinical Trials DatabaseMethod Match
www.arhp.org/methodmatch

Presenter
Presentation Notes
Talking PointsARHP. Method Match. www.arhp.org/methodmatch. US Clinical Trials Database.  www.clinicaltrials.gov. Contraceptive Technology, 20th Revised Edition. www.contraceptivetechnology.com - - -Original content for this slide submitted by ARHP’s Clinical Advisory Committee for New Developments in Contraception in September 2012. This project is funded through educational grants from Agile Therapeutics, Teva Pharmaceuticals, and Bayer HealthCare Pharmaceuticals. Last reviewed/updated in April 2013. This slide is available at www.arhp.org/core. 
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Normal menstrual cycle

119

Carr BR, Wilson JD. Disorders of the ovary and female reproductive tract.
In: Braunwald E, Isselbacher KJ, Petersdorf RG, et al, eds. Harrison's Principles of Internal Medicine. 

11th ed. New York: McGraw-Hill, 1987: 1818-1837.
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Follicular Development

120
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Sonographic appearance of 
endometrium
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Definition of Normal Cycle

• Cycle length of 21 to 35 days
• Duration of flow of 3 to 7 days
• Blood loss of less than 75 ml per 

cycle, average 36ml
• Spotting mixed with mucus for 1 to 

2 days at midcycle consistent with 
ovulation can be considered normal

• Luteal phase most consistent at 12-
14 days
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STRAW (Stages of Reproductive Aging 
Workshop) 2011

123
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Abnormal Bleeding Patterns

• Polymenorrhea—frequent menses 
regularly occurring at intervals less 
than 21 days

• Hypermenorrhea—excessive 
bleeding in amount during normal 
duration of regular menses

• Hypomenorrhea—decreased 
bleeding in amount during regular 
menstrual cycles
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Abnormal Uterine Bleeding (AUB)

• Dysfunctional uterine bleeding, 
menorrhagia, metrorrhagia terms 
considered obsolete

• Chronic AUB: Abnormal in volume, 
regularity and/or timing for most of 
the past 6 mos

• Acute AUB: episode of heavy 
bleeding of sufficient quantity to 
require  immediate intervention to 
prevent further blood loss

Munro, et.al. IJGO, 2011
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PALM-COIEN classification system

126
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Bleeding Disorders; AUB-C

• Von Willebrand’s Disease-the most 
common 

• Immune thrombocytopenic purpura
• Leukemia
• Other inherited or acquired blood 

dyscrasias
• 19% of adolescents hospitalized for 

AUB have coagulopathy
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Hepatic Disease

• Impaired synthesis of coagulation 
factors

• Impaired synthesis of sex steroids 
(e.g. estrogen)

• Impaired synthesis of sex hormone 
binding globulin
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AUB-O: Physiologic Causes

• Adolescence
• Perimenopause 
• Pregnancy 
• Lactation

129
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AUB-O: Pathologic Causes

• hyperandrogenic anovulation 
(PCOS)

• hypothalamic dysfunction 
• hyperprolactinemia
• thyroid disease
• primary pituitary disease
• premature ovarian insufficiency
• medications

130
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Iatrogenic Causes: AUB-I

• Anticoagulants
• Aspirin
• Oral contraceptives
• Progestins
• Corticosteroids
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Endometrial causes: AUB-E 

Primary disorder of mechanisms 
regulating local endometrial 
hemostasis: 

• deficiencies in local vasoconstrictors
• accelerated lysis of clot due to 

elevated plasminogen activator
• increased local production of 

vasodilators
• inflammation poorly understood
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Chronic AUB

133

Munro MG. Abnormal Uterine Bleeding. Cambridge: Cambridge University Press;
2010.
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Evaluation of Abnormal Bleeding--
History
• Detailed history of bleeding pattern
• Medication and supplement history
• Sexual and contraceptive history
• Obstetrics and past gynecologic 

history
• Associated symptoms
• Systemic diseases
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Evaluation of Abnormal Bleeding—
Physical Exam
• Complete pelvic exam:  Determine 

the source of the bleeding (uterine, 
cervical, vaginal, vulvar, urethral or 
rectal).  Look for visible or palpable 
lesions

• General exam: Thyroid, breasts, 
abdomen, skin, vital signs.  
Especially note obesity, hirsutism, 
ecchymosis
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Evaluation of AUB: Labs

• Pap smear if not done in last year or 
if cervix is grossly abnormal or 
bleeding is post-coital

• CBC with platelet count
• Beta HCG
• TSH 
• Others depending on history 

(Prolactin,Ferritin, FSH, LH, 
Androgens, Progesterone, 
Coagulation studies, Chlamydia)
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Screening for bleeding disorder

137

Kouides PA, Conard J, Peyvandi F, Lukes A, Kadir R. Hemostasis and menstruation:
appropriate investigation for underlying disorders of hemostasis in women with
excessive menstrual bleeding. Fertil Steril 2005;84(5):1345–51.
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PALM-COIEN classification system

138



© 2014 Virginia Mason Medical Center

Uterine Evaluation of AUB

139

Munro MG. Abnormal Uterine Bleeding. Cambridge: Cambridge University Press;
2010.
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Evaluation of Abnormal Bleeding–
Ultrasound and Sonohysterogram
• If EMB is not possible
• If EMB is normal but abnormal bleeding 

persists, especially if ovulatory or exam 
abnormal  or if not responsive to 
hormonal treatments

• SHG +EMB has similar sensitivity to 
hysteroscopy but lower specificity

• 4% false negative rate with ET<5mm
• Schedule day 5 to 8 of menstrual cycle
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AUB-L (Leiomyoma)

141
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Evaluation of Abnormal Bleeding—
Endometrial Biopsy
• Indicated in women >45 yrs
• Also consider in younger women when 

high risk for hyperplasia or cancer 
(chronic anovulation, obesity (BMI over 
30), family history, diabetes, 
hypertension) or if not responsive to 
treatment

• Misoprostol 200-400 mcg vaginally 4 to 8 
hours prior to EMB facilitates if cervix is 
stenotic
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Evaluation of Abnormal Bleeding--
Hysteroscopy
• Gold standard for diagnosis of 

intrauterine lesions
• Office hysteroscopy with local 

anesthesia can be done for diagnosis 
and directed biopsy

• Operative hysteroscopy requires OR 
and anesthesia.  D&C, myomectomy 
or polypectomy can be done at same 
time
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Evaluation of Abnormal Bleeding—
Other Studies
• MRI to assess fibroids and look for 

adenomyosis in some circumstances
• Laparoscopy occasionally required to 

look for endometriosis or pelvic 
inflammatory disease
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PALM-COIEN classification system

145
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Treatment of Acute Heavy 
Menstrual Bleeding
• Exam including orthostatic vital 

signs
• Add coag studies (CBC, plts, PT, 

PTT) and type and cross to labs
• Start IV fluids if profuse or unstable 

vital signs
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Treatment of Acute Bleeding

• Conjugated estrogen 2.5 mg p.o. q 6 h or 
25 mg IV q 4-6h works within 3 hours in 
72% (38% in placebo)

• Tranexamic acid 10mg/kg IV (max 
600mg/dose) or 1300mg po tid x 5 days

• Intrauterine tamponade with Foley 
catheter

• If patient is unstable or unresponsive to 
hormonal treatments, D&C in OR may be 
needed
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Treatment of Acute Bleeding

• If bleeding is heavy but can wait 24 to 48 
hours for significant decrease, can use 
combo OCP (35 mcg estrogen) bid-tid for 
7 days, then daily for 2 more weeks

• MPA 20mg tid x 7 days
• Norethindrone 5 mg tid until bleeding 

stops, then qd-bid for 21 days total also 
usually effective with less nausea and risk

• Once hormonal therapies are stopped,  
withdrawal bleeding will occur
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Treatment of AUB-O

• Levonorgestrel-releasing IUD
• COCs if no contraindications-reduced 

HMB by up to 77% but less than IUD
• Cyclic progestin:

• Norethindrone 5mg day 16-25 of 
each cycle

• Medroxyprogesterone acetate 10mg 
day 16-25

• Micronized progesterone may require 
200-400mg to achieve similar effect

149
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Treatment of Chronic AUB-O

• Levonorgestrel-releasing IUD 
(Mirena)

• Oral contraceptives if no 
contraindication

• Cyclic progestogen (norethindrone 
or medroxyprogesterone) for 10-14 
days per month

• Ovulation induction if pregnancy 
desired
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Progestin treatment

• Encourage patient to chart cycles on 
paper or an app such as Clue Period, 
Menstrual Tracker

• If amenorrheic, can use progestin day 1-
10 of each calendar month for 
convenience

• May take several mos to get regulated. 
Menses often lighten after several months 
of use

• in perimenopausal women, continue until 
3 consecutive cycles without withdrawal 
bleeding 151
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Treatment of AUB: Surgery

• Hysteroscopy, D&C, polypectomy.  
Blind D&C indicated only for profuse 
bleeding or pregnancy related 
complications.  Polypectomy can be 
therapeutic

• Hysteroscopic myomectomy for 
submucous fibroids <4 cm and 
>50% intracavitary. May be 
combined with ablation. 
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Treatment of AUB—Surgical 
Options
• Endometrial ablation: multiple techniques 

(we use Minerva radiofrequency ablation)
• Most done in OR with anesthesia, but 

some can be done in office with local
• Pregnancy contraindicated after 

procedure
• Indicated for hypermenorrhea or 

menorrhagia when hormonal treatments 
fail, contraindicated or not tolerated

• Amenorrhea  or eumenorrhea rate 84-
90% but 27% had further surgery by 5 
years
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Treatment of AUB-L: Surgery

• Myomectomy by laparoscopy or 
laparotomy

• Uterine Artery Embolization
• Indicated for leiomyomata causing bleeding 

or pressure symptoms
• Average shrinkage about 40% 
• About 76% patient satisfaction
• Not recommended for women desiring 

fertility except for life-threatening 
hemorrhage. 
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Treatment of AUB: Surgery
Hysterectomy
- Definitive treatment when other 

treatments are ineffective or not tolerated, 
or for malignant or premalignant 
conditions.

-High rate of patient satisfaction 
compared to medical management or 
ablation, but higher cost and morbidity.

-50% of women choose hysterectomy 
after a trial of medical management for 
chronic menorrhagia, but rate varies by 
cause of bleeding
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The Sonata System was designed to 
transcervically ablate types 1, 2, 3, 4 and 2-5 
(transmural) fibroids and is also capable of 
partially ablating type 5 and type 6 myomata

Extramural (eg, cervical, broad ligament) and 
pedunculated fibroids (types 0, 7) are not 
intended for treatment with Sonata

Sonata System (transcervical ultrasound
guided radiofrequency ablation)



© 2014 Virginia Mason Medical Center

Choosing a treatment option

157

BLEEDING BULK
Future 
fertility

No 
fertility 
desired

Fertility 
desired

No 
fertility 
desired

Hormonal 
suppression + + + +/-
MR-guided focused 
ultrasound - + - +/-
Uterine artery 
embolization - + - +/-

Myomectomy Hysteroscopic + + - -
Laparoscopic - + - +
Abdominal + + + +

Hysterectomy Vaginal, 
laparoscopic, 
abdominal

- + - +
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Choosing a treatment option

158

BLEEDING BULK
Future 
fertility

No fertility 
desired

Fertility 
desired

No 
fertility 
desired

Hormonal 
suppression + + + +/-
Sonography-Guided 
RFA Ablation 
(Investigational 
Device)

+
MR-guided focused 
ultrasound - + - +/-
Uterine artery 
embolization - + - +/-
Myomectomy Hysteroscopic + + - -

Laparoscopic - + - +
Abdominal + + + +

Hysterectomy Vaginal, 
laparoscopic, 
abdominal

- + - +
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Hysterectomy

• Vaginal is favored route when 
possible. Ovaries can be removed 
also

• Laparoscopic/Robotic 
• Abdominal may be necessary with 

larger fibroids, prior surgery, or 
additional pathology

• Supracervical?
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