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Objectives

e (knowledge) Attendees will learn how permanent contraceptive
techniques have changed over time

e (competence) Attendees will be able to assist their patients with
permanent contraceptive decision making

* (performance) Attendees will improve their patient centered
counseling

* (patient outcomes) Patients will be able to determine what
permanent method is best for them (or if permanent is not a good
option for them)
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Words matter...

e Sterilization ‘ Permanent Contraception
* Connotation of a coercive process ‘ respects autonomy

* LONG hx of coercive practices and efforts to minimize
* Federal regulations in 1976 for Medicaid patients
* Reproductive Justice movement in 1990’s



Why | am giving this talk...

Fit to Be Tied
' &

g

Reproductive Rights
im Americs,

T30 1980

ORIGINAL RESEARCH

Failure to Obtain Desired Postpartum Sterilization: Risk
and Predictors

Zite, Nikki MD, MPH: Wuellner, Sara MPH: Gilliam, Melissa MD, MPH

Author Information®

Obstetrics & Gynecology 105(4):p 794-799, April 2005. | DOI: 10.1097/01.A0G.0000157208.37923.17

ELEMA R. GUTIERREZ




Contraception

Conraception 73 2006) 404407
Original research atticle

Barriers to obtaining a desired postpartum tubal sterilization
Nikki Zite, Sara Wuellner, Melissa Gilliam®

Deparonent of Obstetrics and Gymeooiogy, University of Hinois ar Chicago, Obleago, I 60612, USA
Received 28 June 2003; revised 17 October 2005; scoepied 21 October 2005

e Contraception

ELSEVIER Contraception 75 (2007) 256260

Commentary

Consent to Sterilization section of the Medicaid-Title XIX form:

is it understandable? g ACCESS

Nikki B. Zite®™*, Sandra J. Philipsonb, Lorraine S. Wallace®
*Department of Obsietrics and Gmecolagy, Universily of Tennessee Graduae School of Medicine, Knooille, TN 37920, US4
Literacy Specialist, Chagrin Falls, OH 44022, USA
“Department of Famiy Medicine University of Tennessee Graduate Sehool of Medicine, Knoville, TN 37920, US4

Received 3 August 2006; revised 27 November 2006; accepted 11 Decerber 2006 Contraception

* Consent
ot o i * Understanding of

A qualitative study of barriers to postpartum sterilization and women’s
attitudes toward unfulfilled sterilization requests™ p e r m a n e n Ce

Melissa Gilliam™*, Shawna D. Davis®, Amy Berlin®, Nikki B Zite®

“Secrion of Famlly Planning. Deparoment of Obstetics and Gynecology, The Usiversiy of Chicago, Chicago. IT 60637, USA
“Department of Obstesrics and Gynecologs The Universiy of Tennessee, Knaxwile, Box U-27, Knaxville, TN 37920, USA

—— * QOvarian cancer prevention

| COMMENTARY |

Contraception

Conmcepion 76 (007) 6791

Original research article

Development and validation of a Medicaid Postpartum Tubal Sterilization
Knowledge Questionnaire

Nikki B. Zite®*, Lomaine S. Wallace®

Federally Funded Sterilization: Time to Rethink Policy?

Received 15 May 2007; sccepted 26 June 2007

| In the 1970s, concern | Sorya Borrero, MD, MS, Nikki Zite, MD, and Mitchell D. Creinin, MD




History of permanent Contraception (PC)

* First tubal pe‘nt contraception reported during cesarean in 1881
 Laparoscopy advent/advances in 1970’s allowed interval options

e Hyst opic methods were used in early 2000’s
* LARC increased contraceptive options and decreased percent PC

* Improvements in L/S allowed to move from occlusion to removal



Facts about Female Permanent Contraception

* Highly utilized method
e =11 million women in USA
* 30% of contraceptors

* Mortality rate is 1-4 per 100,000 procedures
* Less than that related to pregnancy/ childbirth
* Most related to anesthesia

 Complication rate is .4 to 1%
 Wound infection, bleeding, or perforation of internal organs

* Obesity, diabetes, or having previous abdominal or pelvic surgery are risk
factors for complications



Racial/Ethnic Differences in Utilization

Percentage of USwomen using permanent female
tubal contraception by Hispanic origin/race
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US Collaborative Review of Sterilization
(CREST) Study

* A prospective cohort study in U.S. academic medical
centers (teaching hospitals)

* 12,138 women who underwent tubal sterilization
(cases)

* 9 centers
* Enrolment 1978-86

e 573 women whose partners (all husbands) had a
vasectomy (controls)
* 5 centers
* Enrolment 1985-87
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Failure Rates - Higher Than Expected

Method % failing within 1 year

Bipolar coagulation 0.23
Unipolar coagulation 0.07
Silicone rubber band 0.59
Spring clip (Hulka) 1.82
Interval partial salpingectomy 0.73
Postpartum partial salpingectomy 0.06
All methods 0.55

Am J Obstet Gynecol. 1996;174:1161-8



Failures persist longer than expected

Table 1. Pregnancy Rates by Sterilization Method

5-year 10-year Ectopic
(per 1,000 (per 1,000 (per 1,000

Method procedures) procedures) procedures)
Postpartum partial 6.3 7.5 1.5
salpingectomy

Bipolar coagulation* 16.5 248 17.1
Silicone band methods 10.0 17.7 7.3
Spring clip 3.7 36.5 8.5
Hysteroscopy (Essure)t 1.64 — —
Vasectomy 11.3 No association

*Secondary analysis of 5-year failure rates with bipolar coagulation performed in different decades found that failure
was significantly lower in later periods, reflecting improved technique with the method: 19.5 per 1,000 procedures for
1978-1982 versus 6.3 per 1,000 procedures for 1985-1987 (Peterson 1999).



Age was correlated with risk of long-term failure
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Ectopic Pregnancy

* 47 ectopic pregnancies in 10,685 women
* 10-year cumulative probability 7.3 per 1000
e Substantial variation by age and method

* Women <30 with bipolar tubal coagulation had a 10-year probability
of 3.2%

* Annual rate in the 4t through 10" years after sterilization no lower
than that in the first 3 years

N Engl J Med. 1997;336:762-7



Table 4. Life-Table Cumulative Probability of
Ectopic Pregnancy 10 Years After Tubal
Sterilization According to Age at the
Time of Sterilization, 115, Collaborative
Review of Sterilization
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-ilshie Clip & Salpingectomy Not in CREST
Data

FORMS OF PERMANENT TUBAL CONTRACEPTION

TTTTTTTTTTTT
LIGATION / PARTIAL SALFINGECTOMY

FILSHIE CLIP




Timing — Show of Hands....

* Who offers post-partum tubal ligations?
» Salpingectomy?

* Who performs salpingectomy during cesareans?
* Who performs falope rings currently?

* Who performs Filshie clips currently?



Timing

* Lots of barriers to post-partum after vaginal delivery

* High rate of repeat pregnancy in patients that plan a PPTL and do not
obtain..... Strategies to decrease
* Medicaid extended to 12 months PP (?)
* |PP LARC or other bridge methods
* Have a back-up plan, especially if high risk of not obtaining



Evidence for “Opportunistic” Salpingectomy

* Distal fallopian tube contributes to ovarian cancer pathogenesis
* Nurses’ health study showed 24% reduces risk with ligation (2014)
e Opportunistic Salpingectomy led to 50-80% reduced risk (2015-2023)

* Also reduces risk of failure and ectopic
* To date only reported ectopic after salpingectomy is with ART

* Small increase in OR time, no increase risk of complications
* ACOG recommends OS for permanent contraception AND at time of
Hyst
e Should not alter route of HYST
* Can be safely completed at time of Cesarean or Postpartum



Tubal Sterilization Regret

* From CREST long term follow-up

* Cumulative probability of expressing regret during a follow-up
interview within 14 years after tubal sterilization

e 20.3% for women <30 at the time of sterilization
* 5.9% for women >30 at the time of sterilization

Obstet Gynecol. 1999;93:889-95



Reversal — surrogate for regret?

e 14-year cumulative probability of requesting reversal
information among 11,332 women after sterilization 14.3%

* 40.4% among women aged 18 to 24 at sterilization

* 1.1% overall cumulative probability of obtaining reversal
(multifactoral)

* Women aged18 to 30 at sterilization 8 times as likely to
obtain reversal

Fertil Steril. 2000;74:892-8



Subsequent Menstrual Abnormalities —
5-vear follow-up

* 9,514 women who had undergone sterilization were no more
likely than 573 women whose partners underwent vasectomy to
report persistent changes in intermenstrual bleeding or the
length of the menstrual cycle

* More likely to have decrease in the number of days of bleeding,
amount of bleeding, menstrual pain, and to have an increase in
cycle irregularity

* Non comparative study demonstrated with time after
sterilization, negative menstrual symptoms increased

N Engl J Med. 2000;343:1681-7
Am J Epidemiol. 1992 Jun 15;135(12)



Barrier to obtaining desired procedure

* Women report that issues related to Medicaid policy
prevented them from getting a desired sterilization
= Requesting sterilization too late in pregnancy to fulfill the 30-day
waiting period
= Not having the form available at delivery
= Delivering before the waiting period had elapsed

Potter: Perspect Sex Repro Health, 2012 (in press)
Thurman: J Reprod Med, 2009

Zite: Contraception, 2006

Borrero: J Gen Intern Med, 2009

Gilliam: Contraception, 2008
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Title XIX-SCF form: Is it understandable?

* Readability and comprehension characteristics
= scored in “poor” range on standardized assessment
= reading level significantly higher than average literacy

= women most likely to rely on publicly funded sterilization at high risk
for limited literacy

» After reviewing the consent form, 34% of women incorrectly
answered a question about the permanence of the procedure

Zite: Contraception, 2007
Zite: Obstet Gynecol, 2011



Unfulfilled sterilization requests are costly

* Decision tree model constructed from the health care payer
perspective

* Compared the incremental cost of the current policy (no change since
1976/2013) with that of a hypothetical policy that maximized access
to post-partum sterilization

* An ideal policy could:
* save $215 million/ year
* Averting 29,000 unintended pregnancies/ year

Contraception 2013/ NEJM 2014



MY DECISION/MI DECISION DEVELOPMENT

* Informed by in-depth interviews with:
* People living on lower incomes who had or had
considered tubal sterilization
* OBGYNS who perform tubal sterilization

* Guidance from a multi-disciplinary steering MyDecision | ‘“
committee comprising: et

e Providers A decision aid for people

* Social scientists thinking about tubal sterilization

* Reproductive justice advocates

* People with lived experience

* Cognitive interviews and beta testing with
potential end users

Please note: The information gathered in this tool is private. You can choose what to
share with your healthcare provider in the summary report at the end.

Mosley: PEC Innovation, 2023



THE TOOL

iPad = 9:41 AM 100%

INTRODUCTION GET THE FACTS KNOW YOUR OPTIONS TAKE TIME TO REFLECT YOUR DECISION FAQs

° The My DeCiSion/Mi Decision TOOI inCIUdeS: Just to recap, there are two types of tubal sterilization:
* written and video information about tubal TUBAL LIGATION [z
ofe o Tubal ligation is the most common type of sterilization used today. There are
Ste Fi I Izqh on p roce d ures different ways to block the tubes. Your doctor can tell you how he or she will @
* an infe ra Cﬁve ta b |e of contrace pﬁon opﬁons block the tubes. All methods damage and/or block the tubes permanently to
* values clarification exercises

prevent pregnancy.

* reflection and deliberation @ %\, g o
* knowledge checks %Ct B\ = %§

e summary report (optional) to share with one's
provider

“The band and the clip both look like they can be removed to restore the function of the tube, but
that is not the case. Clamping the tubes with these devices permanently damages the tubes.

SALPINGECTOMY

Some doctors can do a salpingectomy. In this surgery, the doctor will remove
the tubes completely rather than just blocking them off. This type of
sterilization is becoming more common because it may lower your chance of
ovarian cancer, which often starts in the fallopian tubes.

* On average takes about 15 minutes to complete
and patients overwhelmingly find the tool to be
easy-to-use, informative, and valuable

CO NVEM
TheCenterforinnovative Cl

onGenderHealthEquity



RESULTS - Time 1
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mm Control (n=178)

RESULTS: Q1. Effectiveness o inferveOnd=17E)
INDIVIDUAL Q2. Hormones
KNOWLEDGE Q3. Reverse
ITEMS

“After a woman has had her tubes tied,
a doctor can easily reverse the
procedure if she wants to get pregnant
again.” (90% vs 39%)

Q4. Pregnancy prevention

“After getting a tubal sterilization, the

Q5. Come untied . tubes are likely to come untied, grow
back together, or unblock on their own.”

(87% vs 34%)
Q6. Surgery *

Q7. Vasectomy

Q8. Uterus *
Q9. No periods *
Q10. 1UD *
I L] L] L] L] L] L] L] L] L] I L] L] L] L] L] L] L] L] L] I
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Percent Correct

*Indicates a statistically significant difference between control and decision aid groups after adjustment for study site.



RESULTS: ]
DECISIONAL
CONFLICT
SUBSCALES

Mean Score, Decisional Conflict Subdomain

Informed Values Clarity Support Uncertainty

mm Control (n=178) Bl Decision Aid (n=172)

*Indicates a statistically significant difference between control and decision aid groups after adjustment for study site



Decision Aid Conclusion

* Compared to usual care alone, My Decision improved decision
quality regarding tubal sterilization in a sample of pregnant
people enrolled in Medicaid

* The beneficial effects of the decision aid were observed across all
age groups, racial /ethnic groups, education levels, sites, and for
those who had and had not received provider counseling

* Findings underscore the potential of the decision aid to address
observed challenges of provider counseling by offering an
independent path to make informed and value-concordant
decisions

JAMA NETWORK 2024 Mar4;7(3)



Vasectomy

 Office based
 Success higher than all but salpingectomy (with confirmation SA)
* Lower cost

* Lower complication risk



Summary

* Informed consent is more than the Medicaid form

* Lots of misunderstanding

* Vulnerable populations still utilize more often
* Balance risk of regret, access to other methods and undesired pregnancy

* Movement towards Salpingectomy for permanent contraception
* More effective, ovarian cancer risk reduction

* Vasectomy should always be part of discussion
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