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TIME ACTIVITY LOCATION
9:00 AM - 9:30 AM REGISTRATION & WELCOME GESOM
' : LOBBY/AUDITORIUM
STATION 1
9:30 AM - 10:15 AM BIRTH CONTROL IMPLANT TBD
Jason Woloski, MD
Michelle, Pacyna, DO
STATION 2
10:20 AM - 11:05 AM TOENAIL REMOVAL TBD
Sumaira Khan, MD
Thomas Brouse, MD
STATION 3
1110 AM - 1155 AM SHAVE/PUNCH BIOPSIES TBD

Chelsea Harrison, MD
Fnu Sanjna, MBBS

12:00 PM - 12:45 PM - BREAK FOR LUNCH

12:45PM - 1:30 PM

STATION 4

IUDS
Bu Kim, MD
Jade Evenstad, MD
Hamda Memon, MD

TBD

1:35 PM - 2:20 PM

STATION 5

SHOULDER / TRIGGER POINT
Anja Landis, MD
Daniel Kruglyak, DO

TBD

2:25PM - 3:10 PM

STATION 6

KNEE INJECTION / TRIGGER FINGER
Ayesha Shah, DO
Kevin Mathews, DO
Ryan Ulibarri, MD

TBD

3:10 - 3:30 PM

CLOSING REMARKS

EVENING CELEBRATION

AUDITORIUM

4:00 - 7:00 PM

KEYNOTE SPEAKER
Dr. Wanda Filer

AUDITORIUM




Thank you for attending the Family Medicine Outpatient Procedural Training
Day. To receive credit for your participation, please complete the online
evaluation form using the link below. A copy of the form will also be emailed to
you following the activity. Completion of the evaluation is required for all
participants.

Thank you.

https://cce.geisinger.edu/content/learner-evaluation-4820

In approximately two months, you will receive a follow-up evaluation survey
related to this conference. This survey is designed to gather feedback on any
changes or improvements you have made to your professional practice as a result
of attending.

Any difficulties or questions, please contact the Continuing Education Program at
570-271-6692 or email at cce@geisinger.edu.



https://cce.geisinger.edu/content/learner-evaluation-4820
mailto:cce@geisinger.edu

Birth Control
Implant




Nexplanon

(etonogestrel implant) 68mg Radiopaque
Clinical Training Program
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Clinical Training Program

NEXPLANON® (etonogestrel implant) 68 mg Radiopaque

Clinical Training Program

Before prescribing NEXPLANON, please read the Prescribing Infermation
included in your Clinical Training Program Kit.

4= ORGANON

US-XPL-116999 02/24

QObjectives

+ To provide an overview of the procedure for NEXPLANON
+ To train on:

— Insertion

~ localization

— Removal

- Reinsertion

Clinical Training Program
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NEXPLANON® {etonogestrel implant} 68 mg Radiopague

Background

-#=ORGANON

Overview of section contents

* Indications and use

* Product description and mechanism of action

» Data review, including:
- Efficacy
— Phamacokineties

- Contraindications

- Warnings and precautions
— Adverse reactions

Drug interactions

- Use in specific populations

Clinical Training Program




Clinical Training Program

Indications and use

NEXPLANON is a progestin-onty implant indicated for use by
women to prevent pregnancy

Clinical Training Program 5

Product description and mechanism of action

+ NEXPLANCN is a long-acting (up to 3 years), reversible, hormonal contraceptive method.
The implant must be removed by the end of the third year and may be replaced by a new
implant at the time of removal, if continued contraceptive protection is desired

+ Single-rod, pregestin-only subdermal imptant
- Inserted subdermally just under the skin at the inner side of the non-dominant arm
* The contraceptive effect of NEXPLANON is achieved by suppressicn of ovulation, ingreased
viscosity of the cervical mucus, and alterations in the endometrium
4 cm

—1T )
2mm

v Ethpene oyl scetate copolymer t28% vyl acetate 43 mg)
+ etorogastl (62 mg)

* banum sultate 15 mg)

* rragnesium stearate (001 mg)

Rate-controfling membrane 100% eMyleng wayl acetate 10 06 mm)

12

1. Funk S Miller M Mishei D et al for IMPLANGN US Study Group Contrecepton 2005 7105) 213-328 2, Gurlebaud | Contraception Your Quest Answered
Shed Crurcn Langstons 2008
Ciinical Training Program 5
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Applicator for NEXPLANON?

+ The applicator is designed to facilitate insertion
of the implant subdermally just under the skin
= Applicator design elements: )
— Cap-blocking mechanism with cap/lever /‘
— |mplant retained in needle before insertion
— Single-handed movement with slider

- Needle visible from the side “\

1. Mansoor B etal Contracepion 2010 82(3) 203249

Clinical Training Program 7

implant insertion and removat characteristics

- In a clinical study, after insertion, 300 (99.7%) of 301 NEXPLANON implants were palpable
The single non-palpable implant was not inserted according to the instructions

= In 112 (98.2%) of 114 women in 2 clinical trials for whom insertion and removal data were
available, NEXPLANON implants were clearly visible with the use of
2-dimensional X-ray after insertion
- The 2 implants that were not clearly visible after insertion were clearly visible with 2-dimensional
X-ray before removal

Clinical Training Program 8




Clinical Training Program '

Recommended timing of insertion

* IMFORTANT: Rule out pregnancy before inserting the implant

Nane Between Days 1 and 5ofcycle even if the woman 1s stil bleeding
Preferably on the day after the last active tablet or day of removal of the vaginal ring

Combined hormanai cantraceptive ar transdermal patch, at latest on tha day following the usual tablet-free, ring-free,
patch-free. ar placebo tabiet interval

Manipill {progestin-only) Any day of the moath, within 24 hours of f2st tabiet

trmplantfi system (p stin-only} Same day as removal

Injectable progeshin-only Gn the day the next mjection is due

First-tnmester termination of pregnancy Within 5 days following abortion or muscariage

Second-inmester termunatian of pregnancy Between 21 to 28 days foilowing abortion or miscarriage

Breastfeeding Not inserted until after 4™ postpartum week

Fostpaly Not breastfestding Baiwesn 21 and 28 days postpartum

= Iftnserted as recommended above, backup contraception Is not necessary. If deviating from the recommended timing of
inseréion, rule out pregrancy and use backup barrier method of contraception for 7 days after insartion of NEXPLANGN

Clinical Training Pragram 9

Data review
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Clinical trial data: Efficacy

+ The efficacy of IMPLANON® {etonogestrel implant) non-radiopagque was established in
clinical trials of up to 3 years' duration that involved 923 subjects and 1,756 women-years
of use

+ Results:
- In the subgroup of women, 1B-35 years of age at entry, 6 pregnancies during 20,648 cycles of
IMPLANON use were reported Two pregnancies occurred in 2ach of years 1, 2, and 3.
Each conception was likely to have accurred shortly before or within 2 weeks after removal of
the non-radiopaque etenogestrel implant
- V\;‘im these 6 pregnancies, the cumulative Pearl Index was 0.38 pregnancies per 100 women-years
of use
+ The clinical trials excluded women who weighed more than 130% of their ideal bedy weight
and/or who were chronically taking medications that induce liver enzymes

Clinical Training Program i1

NEXPLANON: Pharmacokinetic profile

Mean (£ 50} serum concentrabon-bme profis of etonogestrel after inserkon of
NEXPLANON gunng 3 years of use
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Clinical Training Pi'ogram

Contraindications

NEXPLANON should not be used in women who have:
* Known or suspected preghancy

+ Current or past history of thrombosis or thromboembolic disorders

« Liver tumors, benign or malignant, or active liver disease
+ Undiagnosed abncrmal genital bleeding

« Known or suspected breast cancer, personal history of breast cancer, or other progestin-
sensitive cancer, now or in the past

+ Allergic reaction to any of the compcnents of NEXPLANON

Clinical Training Program 13

Warnings and Precautions

Complications of Insertion/Removal

* NEXPLANON should be inserted subdermally so it will be palpable after insertion
« Palpate immediately after insertion
= Undetacted failure to insert the implant may lead to an unintended pregnancy

+ Complications related to insertion and remaval procedures may occur, for example:
— Pain
- Paresthesia
~ Bleeding
- Hematerna
Scarring
Infection

Clinical Training Program 14
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Warnings and Precautions (continued)

Complications of Insertion/Removal {continued)

» [f NEXPLANON is inserted deeply (intramuscular or intrafascial), neural or vascular injury
may occur

- To reduce the risk of deep nsertions, it is important thal you ivllow the insertion procedures
discussed today and set forth in the Prescribing Information

+» Deep inserttons of NEXPLANON have been associated with paresthesia {due to neural
injury), migration cf the implant (due to intramuscular or fascial insertion), and intravascular
inserticn. If infection develops at the insertion site, start suitable treatment. If the infection
persists, the implant should be removed

= Incomplete insertions or infections may lead to expulsion

Clinical Training Program 1%

Warnings and Precautions (continued}

Complications of insertion/Removal (continued)

« Implant removal may be difficult or impossible if the implant:

- Is not nseried correctly

- Isinsertad toc deeply

- Is not palpabte

- Is encased in fibrous tissue

— Has mugrated

Reports of implant migration within the arm may have been refated to deep insertion

Postmarketing reports of implants located within the vessels of the arm and the pulmonary artery

also may have been related to deep insertiens or intravascular insertions

» Some cases of implants found within the pulmonary artery were associated with chest pain and/or
respiratory disorders (such as dyspnea, cough, or hemoptysis); cthers were asymptematic

= In cases where the implant has migrated to the pulmonary artery, endovascular or surgical
procedures may be needed for removat

Clinical Training Program 16
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Warnings and Precautions {continued)

Complications of Insertion/Removal {continued)

« If at any time the implant cannot be palpated, it should be localized and removal is recommended
* When an implant is removed, it is important ic remove itin its entirety
+ Exploratory surgery without knowledge of the exact location of the implant is strangly discouraged

= Removal of deeply inserted implants should be conducted with caution in order to prevent injury to
deeper neural or vascular structures in the arm and be performed by healthcare professionals
familiar with the anatomy of the arm

* If the implant is located in the chest, healthcare professionals familiar with the anatomy of the chest
should be consulted

+ Failure to remove the implant may result in continued effects of etonogastre!, such as compromised
fertility, ectopic pregnancy, or persistence or occurrence of a drug-related adverse event

Clirical Training Program 17

Warnings and Precautions (continued)

Broken/Bent Implanis

+ Cases of breakage or bending of implants while inserted within a patient's arm have been reported.
Cases of migration of a broken implant fragment within the arm have also occurred. These cases
may be related to external forces, e.g., manipulation of the implant or contact sports. The release
rate of etonagestrel may be slightly increased in a broken or bent implant, based on in vitro data.
When an implant is removed, it is important to remove it in its entirety

Clinical Training Pragram 18
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Warnings and Precautions (continued)

Changes in Menstrual Bleeding Patterns

» After starting NEXPLANON, women are likely to have a change from their normal menstrual
bleeding pattern. These may include changes in bleeding frequency (absent, less, more
frequent, or continuous}, intensity (reduced or increased), or duration

» In clinical trials of IMPLANON® (etoncgestrel implant) non-radiopague, bleeding patterns
ranged from:

- Amenorrhea (1 in 5 women) to
- Frequent andfor prolonged bleeding (1 in § women)

» The bleeding pattern experienced in the first 3 months of NEXPLANON use is

breadly predictive of the future pattern

» Wornen should be counseled regarding the bleeding changes they may experience

» Abnormal bleeding should be evaluated as needed to exclude pathologic conditions
or pregnancy

Clinical Training Program 19

Warnings and Precautions (continued)

Bleeding Irregularities and Discontinuation Rates

All irregularities 11 1%
Irragular bleeding 10.8%
Amenorrhea 0.3%

» [n clinical studies of the non-radiopaque etonogestrel implant, reports of changes in
bleeding patiern were the most common reason for stopping treatment (11.1%). Irregular
bleeding (10.8%) was the single most commaon reason wamen stepped treatment, while
amenoithea (0.3%) was cited less frequently. In these studies, women had an average of
17.7 days of bleeding or spotting every 90 days (based on 3,315 intervals of 80 days
recorded by 780 patients}

Clinical Training Program 20
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Warnings and Precautions {continued)

Ectopic Pregnancies

+ As with all progestin-only contraceptive products, be alert to the possibility of an ectopic
pregnancy among wemen using NEXPLANON whao become pregnant or complain of [ower
abdominal pain. Although ectopic pregnancies are uncommon amang women using
NEXPLANCN, a pregnancy that oceurs in a woman using NEXPLANON may be more likely
to be ectopic than a pregnancy occurring in a woman using ne cantraception

Clinical Training Program 21

Warnings and Precautions {confinued)

Thrombotic and Other Vascular Events

+ The use of cambination hormonal contraceptives (progestin plus estrogen} increases the
risk of vascular events, including arterial events (strokes and myocardial infarctions) or deep
venous thrombaotic events (venous thromboambolism, deep venous thrombosis, retinal vein
thromboesis, and pulmenary embolism)

« NEXPLANON is a progestin-only contraceptive. It is unknown whether this increased risk is
applicable to etonogestral alone. It is recommended, however, that women with risk factors
known to increase the risk of venous and arterial thrombeembolism be carefully assessed

» There have been postmarketing reports of serious arterial thrombotic and vencus
thromboembolic events, including cases of pulmenary emboli (some fatal), deep vein
thrombesis, myocardial infarction, and strokes, in women using etonogestrel implants.
NEXPLANON should be removed in the event of a thrombosis

Cliniczl Training Pragram 22
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Warnings and Precautions (continued)

Thrombotic and Other Vascular Events (continued)

 Due to the risk of thromboembolism associated with pregnancy and immediately following
delivery, NEXPLANCN should not be used prior to 21 days postpartum. Women with a
history of thromboembolic disorders should be made aware of the possibility of a recurrence

+ Evaluate for retinal vein thrombosis immediately if there is unexplained loss of vision,
propiosis, diplepia, papilledema, or retinal vascular tesions

» Consider removal of the NEXPLANON implant in case of long-term immobilization due to
surgery or illness

Ovarian Cysts

+ If follicular development occurs, atresia of the follicle is semetimes delayed, and the follicle
may continue to grow beyond the size it would attain in a normal cycle. Generally, these
enlarged follicles disappear spontaneously. On rare occasion, surgery may be required

Clinical Training Program 23

Warnings and Precautions (confinued)

Carcinoma of the Breast and Reproductive Organs

» Women who currently have or have had breast cancer should not use hcrmonal
contraception because breast cancer may be hormonally sensitive. Some studies suggest
that the use of combination hormonal contraceptives might increase the incidence of breast
cancer, however, cther studies have not confirmed such findings

« Some studies suggest that the use of combination hormonal contraceptives is associated
with an increase in the risk of cervical cancer or intraepithelial necplasia. However, there is
controversy about the extent to which these findings are due to differences in sexual
pehavior and other factors

» Women with a family history of breast cancer or who develap breast nadules should be
carefully monitared

Clinical Training Program 24
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Warnings and Precautions (continued)

Liver Disease

+ Disturbances of liver function may necessitate the discontinuation of hormanal
contraceptive use until markers of liver function reiurn to normal. Remove NEXPLANON
if jaundice develops

+ Hepatic adenomas are asscciated with combination hormonal contraceptives use.
An estimate of the attiibutable risk is 3.3 cases per 100,000 for combination harmanal
contraceptives users. 1t is not known whether a similar risk exists with progestin-cnly
methods like NEXPLANON

+ The progestin in NEXPLANON may be poorly metabelized in women with liver impairment.
Use of NEXPLANON in wornen with active liver disease or liver cancer is contraindicated

Clinical Training Program 25

Warnings and Precautions (contintied)

Weight Gain

* [n ¢linical studies, mean weight gain in U.S. non-radicpague etonogestrel implant
(IMPLANON®) users was 2.8 pounds after 1 year and 3.7 pounds after 2 years.
How much of the weight gain was related {o the non-radiopague etonogestrel implant
is unknown. In clinical studies, 2.3% of the users reported weight gain as the reason for
having the non-radiopaque etonogestrel implant removed

Elevated Blood Pressure

» Women with a history of hypertension-related diseases or renal disease should be
discouraged from using harmanal contraception. For women with well-controlled
hypertension, the use of NEXPLANON can be considered. Women with hypertension using
NEXPLANON should be closely monitered. If sustained hypertension develops during the
use of NEXPLANON, or if a significant increase in blood pressure does not respond
adequately to antihypertensive therapy, NEXPLANON should be removed

Clinical Training Program 26
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Warnings and Precautions {continued)

Gallbladder Disease

« Studies suggest a small increased relative risk of developing gallbladder disease amang
combination hormenal contraceptive users. It is not known whether a similar risk exists with
progestin-only methods such as NEXPLANON

Carbohydrate and Lipid Metabolic Effects

+ Use of NEXPLANON may induce mild insulin resistance and small changes in glucose
concentrations of unknown clinical significance. Carefully monitor prediabetic and diabetic
women using NEXPLANON

» Women who are being treated for hyperlipidemia should be followed closely if they elect fo
use NEXPLLANON. Some progestins may elevate LDL levels and may render the control of
hyperlipidemia more difficult

[ sty b tem

Clinical Training Program T

Warnings and Precautions (continued)

Depressed Mood

* Women with a history of depressed mood should be carefully observed. Consideration
should be given to removing NEXPLANCN in patients who become significantly depressed

Return to Ovulation

« In clinical trials with the non-radiopaque etonogestrel implant (IMPLANON®), the
etonogestrel levels in blood decreased below sensitivity of the assay by 1 week after
removal of the implant. In addition, pregnancies were observed to occur as early as
7-14 days after removal. Therefore, a woman should re-start contraception immediately
after removal of the implant if continued contraceptive protection is desired

Cknical Training Program 28
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Warnings and Precautions (continued)

Fluid Retention

» Hormaonal contraceptives may cause some degree of fluid retention. They should be
prescribed with caution, and anly with careful menitoring, in patients with conditions that
might be aggravated by fluid retention. It is unknown if NEXPLANON causes fluid retention

Contact Lenses

+ Contact lens wearers who develop visual changes or changes in lens tolerance should be
assessed by an ophthalmologist

Monitoring

= A woman who is using NEXPLANON should have a yearly visit with her healthcare
professional for a blood pressure check and for other indicated health care

Citnical Training Program 29

Warnings and Precautions {confinued)

Drug-Laboratory Test Interactions

+ Sex hormone-binding glabulin concentrations may be decreased for the first 6 months after
NEXPLANON insertion fellowed by gradual recovery. Thyroxine concentrations may initially
be slightly decreased followed by a gradual recovery to baseline

Clinical Training Program 30
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Adverse Reactions

Adverse Reactions Leading to Treatment Discontinuation

+ In clinical studies of IMPLANON 1etunogestrel implant) invelving 942 women, change in
menstrual bleeding pattern (irregular menses) was the most cemmon adverse reaction causing
discontinuation of use of the non-radiopaque etonogesirel implant (IMPLANON)

Ady tions Leading to Discont of Treatment i 17 or I
Subjects In Chucal Tralg of the Non- El Jestrel Implant (1M

Bleeding sTegularities® 111%
Emotonal kability” 23
Wesght meraase 239
Headache 16%
Acne 13%
Degp 10%
? ng heavy” P 2 3 ther pattems of blsedmg mmeguiarty
A ] 5.k M 1 ¥ ¥ that led o disconbouatx
ts (N=330) 2 4% expe £ 1t led 12 diScontnuaton
Clinical Training Program 31

Adverse Reactions {continued)

Adverse Reactions

= Other adverse reactions that were reported by at least 5% of subjects of the non-radiopague etonagestrel
implant clinical trials are listed below:

[Advwre rmactors | 0 [Mverarctons | A025%

S4l]

Headache 24 9% Dysmenorthea 72%
‘Vaginitis 14 5% 8Back pain 68%
Weight increase 13 7% Emotonzl [ability 635%
Acne 13 5% MNausea 4%
Breast pain 128% Pam 56%
Abdaminal pain 10.8% Nervousness 5 6%
Pharyngitis 10 5% Depression 55%
Laukorrhea 9 8% Hypersensitivity 5 4%
Influenza-like symptoms 7 8% Insertion sifte pain 52%
Dizziness 7 2%

Clinical Training Program 32
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Adverse Reactions {continued)

Implant Site Reactions

* In a clinical trial of NEXPLANON, in which investigatars were asked to examine the implant site after
insertion, the following implant site reactions were reperied in 8.6% of wamen:

Reaction |_____incidence ______

Erythema 3.3%
Hematoma 3.0%
Bruising 2.0%
Pain 1.0%
Swelling 0.7%
Clinical Training Program 33

Postrnarketing experience for NEXPLANON:
Nexplancn Observational Risk Assessment Study (NORA)

= A postmarketing prespective active survefllance study was conducted among patients (N=7,364) in the

United States io charactenze the frequency of insertion-, localization-, and removal-related events

incorrect insertion Types and incidence Reported by Healthcars Professionals

Number of Incidence per 1,000 Insertions
R o

{Initially) Unrecognized Mon-insertions Ul 01{00-08)

Partial Insertions 27 37(2453)

Deep Insertions. &5 88(68-112)
Injury to nerve or blood vessel 1 010008
Implant located within muscle 2 030010
Implant lccated adjacent to fascial 56 78(58-06)
tissua
Implant not palpable [} 0.8(33-18)

Clinica! Training Program 34
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Postmarketing experience for NEXPLANON:
Nexplanon Observational Risk Assessment Study (NORA) (confinued)

+ Implant remaval information from both healthcare professionals and pafients was collected for
5159 patients (70% of the study population} Of these patients. data were available from healthcare
professionals regarding 4,373 removal procedures Healthcare professionals reported removal-related
difficutbes or complications in 1.5% of removal procedures, which are summarized in the following table:

Remgovalrelated Events Reported by Healthcare Profgssionals

Removal Related Events Event: -Ramovi '1
Any Event? 60 137 {10517 6)
Encased in Fibrobe Tissue 29 86 (44-95)
tmplant Too Deep n 251345
implant Migratedt ] 14(0530)
Multiple Attempts Requied 13 30 (1851}
Other$ 14 3z2(18-54)
Teimitad
1Gry lcca sesried
1 Cihar inchuded [ patiant rajated wound care requred by MCmens requered and deficully elantiyig end of davica
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Postmarketing experience for NEXPLANON:
Nexplanon Observational Risk Assessment Study (NORA) (confinued)

Adverse Reachons Reportad by Patents at Implant [hserbon and after Removal

| Atiseton | AftecRemoval

Patient Roported

Achvarsn Hisclions b Tneidence per 1000 Incdence per 1,000
N=T384  ngedions (95 Cl O cerions (95% GI)
[AnyEventt =~ | 49 67(4988) 42t 57(41-7.7)
Pins and Needies/Numbness
{armhand/l 17 1437 4 3(21-49
ngera) 23( ) 2 33 )
[SeveraPain = | 10 14(07-25) kL 15(0827)
Injury to Blood Vessels y l .
22 30(19-45) 18 24(1539)
L. o e ==
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Adverse Reactions From Postmarketing Spontaneous Reports

Note. it 1s not possible to reliably estimate their frequency or establish a causal relationshup to drug

exp

nsure because these reactions are reported voluntanly from a population of uncertain size

+ The followmg additional adverse reactions were |dent|Fed dunng the post-approval use of
IMPLANON®{

etonogestrel implant) and NEXPLANO

Gastromntestinal chsorders constipabion. diarrhea, ﬂatu\ence vamiting

General disorders and administration site conditons: edema, fatigus, implant site reachon, pyrexa
Imrmune system disorders: anaghylacts reactons

Infactions and infastafions. thinitis. urinary tract infection

Investigations. climcally relevent rise i blcod pressure, weght decreased

Metabolism and nutrtion disorders. increased appetite

Musculoskeletal and connective hasue disorders. arthralgia, musculoskelstal pain, myalgia
Nervaus system cisarders. convulsions, migrame. somnolence

Pregnancy. puerpenuim and pennatal condifions: ectope pregnancy

Psyehiatne disorders anx.ety msemnia. decreased libido

Fenal and urnary diserders. dysuna

}nmn‘ucr:ve system and hreast disorders. braast discharge, Breast enlargement, ovanan cyst, pruntus gemital
mvagmai dlscamforf

Stan and 5 us bissue disorders. angioedema aggravalion of angicedsma and/or aggravation of hereditary
ang:oedema 2l 1 chilpagnta fiypertnciosis prurius, rash sebomhea. urticaria

Vascular disorders. hot flush

Cflirical Training Program 37

Adverse Reactions From Postmarketing Spentaneous Reports (continued)

Reported complications related to insertion or remaval of the etonagestrel implants
include vasovagal reactions (e.g., hypotension, dizziness, or syncope), bruising, slight
[ecal irritation, pain, itching, fibrosis at the implant site, paresthesia ar paresthesia-like
events, scarring, and abscesses. Implant expulsions and migrations also have been
reported. In some cases, implants have migrated to the chest wall or into the
vasculature, including the pulmonary artery. Some cases of implants migrating to the
pulmonary artery presented with symptoms of chest pain and/cr respiratory disarders
{e.g., dyspnea, cough, or hemoptysis), other cases have been reperted as
asymptomatic. In-patient surgical interventions might be necessary when removing
implants associated with complications

Clinicat Training Program a8
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Drug Interactions

» Substances decreasing the plasma concentrations of hormonal confraceptives (HCs)
and potentially diminishing the efficacy of HCs: Drugs or herbal products that induce
certain enzymes, including cytochrome P450 3A4 (CYP3A4), may decrease the plasma
concentrations of HCs and potentially diminish the effectiveness of HCs or increase
breakthrough bleeding

+ Interactions between HCs and other diugs may lead to breakthrough bleeding and/or
contraceptive failure. Counsel women to use an alternative non-hormonal method of
contraception or a back-up method when enzyme inducers are used with HCs, and to
cantinue back-up nen-hormonal contraception for 28 days after discontinuing the enzyme
inducer to ensure contraceptive reliability

« Substances increasing the plasma concentrations of HCs: Co-administration of certain
HCs and strong or moderate CYP3A4 inhibitors such as itraconazole, voriconazole,
fluconazole, grapefruit juice, or ketoconazole may increase the serum concenirations of
progestins, including etonogestrel

Clinical Training Pragram 30

Drug Interactions {continued)

Efavirenz Bosentan Rifampicin Aprepitant
Phenytoin Felbamate Topiramate St. John's wort
Barbiturates Griseofulvin Rifabutin

Carbamazepine Crcarbazapine Rufinamide

Cyclosporine Lamotrigine
{increased) {decreased)

Clinical Training Program 40
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Drug Interactions (continued)

HIVIHCV protease inhibitors and non-nucleoside reverse transcriptase inhibitors

+ Significant changes (increase or decrease) in the plasma levels of progestin have been
noted in some cases of co-administration with:
— HIV protease inhibitars:
- Decrease e g nelfinavir ntonavir. darunavir/ritonawrr. (fos)amprenawir/ntenavir, lopmawirintanavic and
tipranavirfritenavie
= Increase e g indinavir and atazanavirmtonavir
-~ HCV protease inhibitors
+ Decrease e g . boceprevir and telaprevir
— Nan-nucleoside reverss transcriptase inhibitors
» Decrease eQ ., newvrapine, efavirenz
» Increase e g  etravinne
» These changes may be clinically relevant in some cases. Consult the Prescribing
Information of anti-viral and anti-retroviral concomitant medications to identify
potential interactions

HIV = human mrunodef.oency wirus HGY = hepatits C wrus

Clinical Training Progsam 41

Use in Specific Populations

Exposure to NEXPLANON during pregnancy

+ NEXPLANON is contraindicated during pregnancy because there is no need for pregnancy
prevention in a woman who is already pregnant

» Epidemiclogic studies and meta-analyses have not shown an increased risk of genital or
non-genital birth defects (including cardiac anomalies and limb-reduction defects) following
maternal exposure 1o low dose combined hormonal contraceptives (CHCs) prior to
conception or during early pregnancy

* No adverse development cuicomes were observed in pregnant rats and rabbits with the
administration of etonogestrel during organogenesis at doses of 315 ar 781 times the
anticipated human dose {80 pg/day)

+* NEXPLANCN should be removed if maintaining a pregnancy

Clinical Training Program 42
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Use in Specific Populations (confinued)

Exposure to NEXPLANON during lactation

+ Small amounts of contraceptive steroids and/or metabolites, including etonogestrel are
present in human milk

+ No significant adverse effects have been observed in the praduction or quality of
breast milk, or an the physical and psychomotor development of breastfed infants

+ Hormonal contraceptives, including etonogestrel, can reduca milk production in
breastfeeding mothers. This is less likely to occur once breastfeeding is well-established;
however, it can occur at any time in some women

« When possible, advise the nursing mother about both hormonal and non-hormonal
contraceptive aptions, as steroids may not be the initial choice for these patients. The
developmental and health benefits of breastfeeding should be considered along with the
mother’s clinical need for NEXPLANCN and any potential adverse effects on the breastfed
child from NEXPLANON or from the underlying maternal condition
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Use in Specific Populations (continued)

Pediatric Use

» Safety and efficacy of NEXPLANON have been established in women of reproductive age.
Safety and efficacy of NEXPLANON are expected to be the same for postpubertal
adolescents. However, no clinical studies have been conducted in women less than 18
years of age. Use of this product before menarche is not indicated

Geriatric Use
s This product has not been studied in women over 65 years of age and is not indicated in
this population

Hepatic Impairment

» No studies were conducted to evaluaie the effect of hepatic disease on the disposition of
NEXPLANON. The use of NEXPLANON in women with active liver disease is
contraindicated
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Use in Specific Populations {continued)

Overweight Women

* The effectiveness of the etonogestrel implant in women who weighed more than 130% of
their ideal body weight has not been defined because such women were not studied in
clinical frials

* Serum concentrations of etonogsstrel are inversely relaied to body weight and decrease
with time after implant insertion

* Therefore, it is possible that NEXPLANCN may be less effective in overweight women,
especially in the presence of other factors that decrease serum etonogestrel concentrations,
such as the concomitant use of hepatic enzyme inducers
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Overview of section contents

* Insertion of NEXPLANON
* Localization of NEXPLANON
* Removal and reinsertion of NEXPLANON
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Before insertion of NEXPLANON

+ The healthcare professional should confirm the following:

- The woman's medical history has been obtained and a physicai examination, including a gynecologic

examinatian, has been perfermed

- The woman is not pregnant and has no other contraindication to NEXPLANON
- The woman understands the benefits and nsks of NEXPLANON

- The woman has received a copy of the Patient Labeling included in the packaging

- The woman does not have allergies o the antiseptic and/or anesthetic to be used duning insertion

Clinicat Training Program

A

Equipment needed to insert NEXPLANON

43

» Insert NEXPLANON under aseptic conditions

* The following equipment is needed for the,implant insertion:
- An examination table for the woman ta lie an
- Sterile surgical drapes

- Sterfle gloves
— Antiseptic salution
- 8urgical marker

- Local anesthetic
— Meedles and syringe

— Sterile gauze
— Adhesive bandage
~ Pressure bandage ~

Clinicat Traiming Program
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Position worman prior fo insertion

Have the woman lie on her back on the
examination table with her non-dominant arm
flaxed at the elbow and externally rotated

sa that her hand is underneath her head

(or as close as possible)

To help make sure the implant is inserted just under the skin, the healthcare professional
should be positioned to see the advancement of the needle by viewing the applicator from
the side and not from abgve the arm. From the side view, the insertion site and the
movement of the needle just under the skin can be clearly visualized

Clinical Training Program

ldentify the insertion site

51

« |dentify the inserhon sife, which is at the inner side of the
ron-dominant upper arm The insertion site 1s overlying the

triceps muscle about 8-10 cm from the media! ¢picondyle e e
of the humerus and 3-5 cm pastenor to {below} the sulcus P=Preaemal {lowart e o
(groave) between the biceps and thceps muscles St o
» This tocation is intended to avoid the large blood vessels
and nerves lying within and surrounding the sulcus
If it is not possibfe to insert the smptant in this location -
(e.g.. in women with thin arms), it should be inserted e -
as far posterior from the sufcus as possible _f-f_
Crees section af B upper ok i &\
L 4 h \
‘ of the an |
i s t=
] == 1
Bermsluret. &t m
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Mark the insertion site

* Malke two marks with a surgical marker;

- First, mark the spot where the etonogestrel implant will be inserted g Mark

- Second, mark a spot at 5 cm praximal (toward the shoulder) to the
first mark

~ This second mark (guiding mark) will later serve as a direction guide
dunng insertion

— After marking the arm, confirm the site is in the correct location on e
the iner side of the non-dominant arm — —

Insertion  Medal
St Epsonaype

For susiratve purpases

DeDhstal ftavrard b

Clinical Training Program 53

Inserting NEXPLANON

Te begin the insertion procedure, clean the skin from the inserhion site o the

guiding mark with an aniiseptic scluton

Anesthetize the insertion area (for example, with anesthetic spray or by injecting

2 mL of 1% lidocaine just under the skin along the planned nsertion tunnel)

Remove the stenle preloaded disposable NEXPLANON applicator containing the implant
from its blister packaging. Prior to use, visually inspect the packaging for breaches of
integrity or damage (e.g., tom, punctured, etc.). If the packaging has any visual damage
that could compromise sterility do not use the product

Hold the applicaior just above the needle at the textured surface area and remove the
transparent proteclion cap by sliding  horizontally in the direction of the arrow away from
the needle. If the cap does not come off easily. the applicator should not be used

You should see the white colored implant by looking into the tip of the needle

Da not touch the purple slider until you have fully inserted the needle subdermally, as
doing so will retract the needle and prematurely release the implant from the applicator

if the purple slider is releasad prematurely, restart tha procedure with a new applicator

.

Clinical Fraining Program 54
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Inserting NEXPLANON (continted)

« With your free hand, stretch the skm around the insertion site towasds the
elbow

» The implant should be inserted subdermaily just under the skin

« To help make sure the implantis inserted just under the skin, you
should position yourself to see the advancement of the needle by
viewing the applicator from the side and not from above the arm.
From the side view, you can clearly see the insertion site and the
movement of the needle just under the skin

+ Puncture the skin with the tip of the neadle slightly angled less than 30

gures depact the e 2
P=Preeemal {toward the shouls:
Deatal toward the eloow}

=}

[+]

Clinical Training Program

Inserting NEXPLANON (continued)

55

+ lnsert the needle until the bevel (slanted opening of the tip} is just under
tihe skin {and ne further). if you inserted the needle deeper than the
bevel, withdraw the needle until only the bevel is beneath the skin

« Lower the applicator fo a nearly horizontal position

* To facilitate subdermal placement, lift the skin with the needle while
sliding the needle to its full length

= YYou may feel slight resistance but do not exert axcessive force

+ If the needle is not inserted to its full length, the implant will not be
inserted properly

+ If the needle tip emerges from the skin before needle insertion is

complete, the needle should be pulled back and be readjusted to
subdermat position before completing the insertion procedure

purposas
1 the |eff 1mmer amm
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Inserting NEXPLANON (continued)

Keep the applicator in the same pesition with the needle inserted to its full length

If needed. yau may use your free hand to stalilize the applicator

Untack the purple slider by pushing it slightly down
Mave the slider fully back unbl it stops

Da not move (<&« | the applicator while moving the purple slider

The implarit is now in its final subdermal positian. and the needle 1s
locked inside the body of the applicator

The applhicatar can now be removed

If the applicator is not kept in the same position ditring this procedure
or if the purple slider is not maved fully back until it stops, the imj

will not be inserted properly and may protrude from the insertien site

If the implant is protruding from the insertion siie. remove the implant and
perform a new procedure al the same insertion site using a new applicator

Do nat push the protruding implant hack into the incision

P=Preamal (toward the shaulder) P . D

D=Dxzal (taward e siaw)

Clinical Training Program

Verify the presence of the implant

&7

» Apply a small adhesive bandage over the

insertion site

* Always verify the presence of the implant in

the woman’s arm immediately after insertion
by paipation

+ By palpating both ends of the implant, you should
be able to confirm the presence of the 4-cm rod

P D
;

For Uustratve purpases Figurs depcts the lsf mner am
P=Pmoamal (1owand the shedldery
D=Trstal Mowar the eliow)
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After implant insertion

* Reguest that the woman palpate the implant
= Apply a pressure bandage with sterile gauze to minimize bruising

» The woman may remove the pressure bandage in 24 hours and the small adhesive
bandage over the insertion site after 3 to 5 days

» Complete the PATIENT CHART LABEL and affix it to the woman’'s medical record

» The applicator is for single use only and should be dispesed in accordance with the
Centers for Disease Control and Prevention guidelines for handling of hazardous waste

Clinical Training Program 59

If the implant is not palpable after insertion

« f you cannot feel the implant or are in doubt of its presence, the implant may not have been
inserted or it may have heen inserted deeply:

- Check the applicator The needle should be fully retracted and only the purple tip of the cbiurator should be visible

Use other methods to confirm the presance of the implant. Given the radiopaque nature of the implant suitable
methods for localization are

» 2-dmensional X-ray
» X-ray computenzed tomography (CT scan)
+ Utirasound scanning (USS) with a high-frequency linear array transducer (10 MHz or greater)
» Magnetc resonance imaging (MRI)
« If these methods fail, call the Organon Service Center at 1-844-674-3200 for information an the procedure
for measuring etoncgestrel blood levels which can be used for verification of the presence of the implant

» Uniil the presence of the implant has been verified, the woman should be advised to use a
non-hormonal contraceptive methed, such as condoms

- Deeply-placed implants should be localized and removed as soon as possible to avoid the potential for
distant migration
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Insertion video b

Insertion of 1
NEXPLANON?® (etonogestrel implant) 68 mg Radiopagque
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Localization is essential

» A non-palpable implant should always be located prior to attempting removal

+ Localization begins with palpation

« If the implant is not palpable after insertion, confirm its presence in the arm with
imaging techniques. Regardless of chosen technique for confirmation of presence,
removal of implants with ultrasound guidance is recommended:
— 2-dmensional X-ray
- Ultrasound scanning with a high-frequency linear array transducer (10 MHz ar greater)
~ X-ray CT scan
— Magnetic resonance imaging

CT= Pt ¥ Ty

Clinical Traning Program 83

Localization is essential {continued)

« Reports of implant migration within the arm may have been related to deep insertion.
Postmarketing reports of implants located within the vessels of the arm and the pulmonary
artery also may have been related to deep insertions or intravascular insertions

- Insedting an implant more deeply than subdermally {a deep insertion) may preclude
palpation and localization, making remeval difficult or impossible
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Localization is essential (continued)

« If the implant cannot be found in the arm after comprehensive localization attempts,
censider applying imaging tachniques to the chest as events of migration ta the pulmonairy
vasculature have been reported. If the implant is located in the chest, surgical or
endovascular procedures may be needed for removal; healthcare prefessionals familiar
with the anatomy of the chest should be consulted

» [f at any time these imaging methods fail to locate the implant, etenogestrel blood level
determination can be used for verification of the presence of the implant. For details an
etonogesirel blocd level determination, call 1-844-674-3200 for further instructions

» If the woman is ever unsure about whether the implant is present {she is unable to
palpate the implant), she should contact her healthcare professional immediately and use
a non-hormenal birth control methed (such as condoms) until the healtheare professional
confirms that the implant is in place
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Radiopaque implant X-ray visualization

1. Mansour D et al Coritracaption 2010 823} 243-249
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Ultrasound localization

* Ultrasound
- Should be performed by a healthcare professional with proper equipment and who is familiar with
implant localization procedures?
« High frequency linear array transducer!
- 210 MHZ?
— Set ultrasound focus at a superficial level (increases visibility of shadow)' 2
~ With carrect technique and transducer, most implants can be located’

« Ultrasound characteristics®4
— Sharp acoustic shadow below the implant in the transverse position
— Implant s a small echegenic spot (2 mm) when viewed in transverse position

1. Shuiran LF et al Conlrscepton 2006 7314) 225-330 2, Wakng M J Fam Pz H Carg 20053114} 3 1 3 Merk-Fela GS elal
2001 B3 325-128 4. Westerway SC el AustN 7J Gostal Gynsecol 2003 43(5} 145-3¢
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Implants focalized by ulfrasound

Propery inserted NEXPLANDN G age’

e
’ -

1.5n LP &l al
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Implant localized by MRI

= On MR, the praperly placed radiopague implant appears as a hypointense area
Important te differentiate from blood vessels'

T
o N rrem
B 5L 19

MR| = magnetic rescnance imaging
1. Mari-Feld els tr f 2% 2 Snulman LP Gatnel B Contraceplan 2008 72041 325-330
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Implant localized by MRI (continued)’

* Impreperly placed implant
- Deep placement inta biceps muscle

MRI = magnalic rescnance imag g
1. ShumanLP Gabrel M Conlraceolcn 2006 7314) 325-330
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If imaging methods fail to locate the implant

« A serum etonogesirel assay can be requested to confirm presence of NEXPLANON
but not its location

* For details on etonogestrel blood level determination, call 1-844-674-3200 for
further instructions
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Removal and reinsertion
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Preparation

» Removal of the implant should cnly be performed under aseptic conditions by a healthcare
professicnal who is familiar with the removal technique. if you are unfamiliar with the
removal technique, call 1-844-674-3200 for further information

+ Before inltiating the removal procedure, the healthcare professional should assess the
locaticn of the implant and carefully read the instrictions for removal

» The exact location of the implant in the arm should be verified by palpation

+ If the implant is not palpable, consult the medical record and, if not available, ask the
woman tc verify the arm which contains the implant

« If the implant cannot be palpated, it may be deeply located or have migrated. Consider that
it may lie close to vessels and nerves

+ Removal of non-palpable implants should only be performed by a healthcare professional

experienced in removing deeply placed implants and familiar with localizing the implant and
the anatomy of the arm. Call 1-844-674-3200 for further information

Clinical Training Program 73

Equipment needed to remove NEXPLANON

+ The following equipment is needed for removal of the implant.
— — — An examination table for the woman to fie on
— Sterile surgical drapes
- Sterile gfoves
- Antiseptic solution
— Surgical marker
- Local anesthetic
- Needles and syringe
— Sterile scalpel
— Forceps (straight and curved mosaquite}
— Skin closure
— Sterile gauze
- Pressure bandage

Clinical Training Program 74
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Removing NEXPLANON

+ Confirm that the woman does not have allergies {o the anfiseptic 3
or anesthetic to be used N
+ Have the woman lie on her back on the table. The arm should
be positioned with the elbow flexed and the hand underneath =
the head (or as close as possible) 4)

« Locate the implant by palpation Push down the end of the

implant closest fo the shoulder to stabilize it; a bulge should
appear indicating the tip of the implant that is closest to the \
elbow e =

- If the tip does not pop up, removal of the implant o
may be rmore challenging and should be performed o l
by prafessionals experienced with removing deeper implants. P 1D
Call 1-844-574-3200 for further information

= Mark the distal end {end closest to the elbow),
for example, with a surgical marker
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Removing NEXPLANON (continued)

= Clean the site with an antiseptic solution

« Anesthetize the site, for example, with 0.5to 1 mL
1% lidocaine, where the incision will be made

- Be sure 1o inject the local anesthetic under the implant
to keep the implant close fo the skin surface

— Injection of local anesthetic over the implant
may make removal more difficult
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Removing NEXPLANON (continued)

« Push down the end of the implant closest to the
shoulder to stabilize it throughout the procedure

« Stariing over the tip of the implant closest to the
elbow, make a longitudinal {parallel to the implant)
incision of 2 mm towards the elbow

+ Take care not to cut the tip of the implant
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Removing NEXPLANON (continued)}

+ The tip of the implant shauld pop out of the incision

« If it does not, gently push the implant towards the
incision until the fip is visible

» Grasp the implant with forceps and if possible
remove the implant

« If needed, gently remove adherent tissue from the
tip of the implant using blunt dissection

« If the implant &ip is not exposed following blunt
dissection, make an incision inta the tissue sheath
and then remove the implant with the forceps
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Removing NEXPLANON (continued)

+ If the fip of the implant does not become visible in the incision, insert forceps (preferably curved
mosquita forceps, with the tips pointed up) superficially into the incision

+ Gently grasp the implant and then flip the forceps over into your cther hand With a second pair
of forceps carefully dissect the tissue around the implant and grasp the implant
» The implant can then be removed

. If the implant cannot be grasped, stop the procedure and refer the woman to a healthcare
« professional experienced with complex removals or call 1-844-674-3200

\ . \ \
I-—._:}\- \\ _"""'--}b\ \ 4:“.
A el e e
. ( E_J?z:ﬁ — o et
5 " . %(x A p ._-'._J : o
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Removing NEXPLANON (confinued)

« Gonfirm that the entire implant, which is 4 cm fong, has been removed by
measuring its length

» There have been reports of broken implants while in the patient’s arm
+» In some cases, difficult removal of the broken implant has been reported
» If a partial implant {less than 4 cm) is removed, the remaining piece should be removed

» If the woman would fike to continue using NEXPLANCN, the new implant may be

inserted in the same arm and through the same incision from which the previous implant
was removed if the site is in the correct location

Clinical Traning Program
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After removing the implant

» Close the incision with a sterile adhesive wound closure

* Apply a pressure bandage with sterile gauze to minimize bruising

- The weman may remove the pressure bandage in 24 hours and the sierile adhesive
wound closure in 3 to 5 days

* The woman should restart contraception immediately after removal of the implant if
continued contraceptive protection is desired

Clinical Training Program a4

Removal video

Removal Procedure of Palpable
NEXPLANON® {efonogestrel implant} 68 mg Radiopague
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Removal of a non-palpable implant

Implant removal may be difficult or impossible if:

= Implant is not inseried correctly

« Implant is inserted too deeply

« Implant not palpable

« Implant encased in fibrous tissue

« Implant has migrated

+ A non-palpable implant should always be located prior to atternpting removal

« Exploratory surgery without knowledge of the exact location of the implant is strongly
discouraged

« Once the implant has been localized in the arm, the implant should be removed by a
healthcare professional experienced in removing deeply placed implanis and familiar
with the anatomy of the arm, and the use of ultrasound guidance during the removal
should be considered

Clinical Training Program

Removal of a non-palpable implant {continued)

= If the implant cannot be found in the arm after comprehensive localization attempts,
consider applying imaging techniques to the chest as events of migration to the
pulmenary vasculature have been reperied

a3

* If the implant is located in the chest, surgical or endovascular procedures may be needed for
removal; healthcare professionals familiar with the anatomy of the chest should be consulted

« If the implant migrates within the arm, removal may require a minor surgical procedure
with a larger incision or a surgical procedure in an operating room

« Removal of deeply inserted implants should be conducted with caution to help prevent injury

to deeper neural or vascular structures in the arm and be performed by healthcare

professionals familiar with the anatomy of the arm and removal of deeply inserted implants

+ If you are unfamitiar or uncomfortable with the remaoval of deeply inserted implants,
please call 1-844-674-3200 for further information
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Replacing NEXPLANON

+ Immediate replacement can be done after removat of the previous implant and is similar to
the insertion procedure described in the insertion instructions

« The new implant may be inserted in the same arm, and through the same incision from
which the previous implant was removed if the site is in the correct location; i.e., 8-10 cm

from the medial epicondyle of the humerus and 3-5 ¢cm posterior io (below) the sulcus, as
described in the inseition instructions

= If the same ingision is being used to insert a new implant, anesthetize the insertion site
[e.g., 2 mL lidocaine (1%)] applying it just under the skin commencing at the removal incisicn
along the ‘insertion canal’ and follow the subsequent steps in the insertion instructions

Clinical Training Pragram
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Toenail
Removal




fngrown toenails usually present with pain, redness, swelling, and
sometinmes Jischarge. It is not uncommon for patients to have
artempted  self-remedies. Often, the irritation is long-standing
enough to cause granulation tissue to form. The great wae is virtually
the only we involved, and either the medial or lateral horder of the
nail may be affected.

Figure 29-1 is an aleorithm for the suggested treatment of an
ingrown toen:il.

Remuoval of the toenail, either partial or total, remains the defin-
irive treatment for bothersome ingrown nails. For recurrent epi-
sudes, ablation of the germinal matrix tissue can be used to prevent
regrowth of the nail. Permanent destruction can be cffected using
chemicals or radiofrequency energy.

ANATOMY

Figure 29-2 illustrates the nail bed anatomy.

INDICATIONS

* Onychocrypeosis (ingrown nait)

» Onychomycosis (fungal infection of the nail) with significant
pain; without medical treatment, however, the fungus will recur

¢ Chronie, recurrent paronychia (inflammation of the nail fold)

e Onychogryposis (deformed, curved nail)

For a first oceurrence, it is reasonable to remove only the offend-
ing portion of the nail and allow tegrowth while educating the
patient to correct all offending practices such as overtrimming
nails and wearing tight-ftting shoes. If an ingrown nail recurs, per-
manent ablation of the portion of nail matrix causing the problem
is indicated.

CONTRAINDICATIONS

» Allergy to local anesthetics (see Chaprer 5, Local and Topical
Anesthetic Complications).

* Bleeding diathesis.

* Diabetes mellitus and peripheral vascular disease are relarive con-
traindications and should be considered on a case-hy-case basis.

* Pregnant patients should nor have phenol ablation.

EQUIPMENT AND SUPPLIES

* 53-or 10-mL syringe with long (1)4-inch) needle {25 or 27 gauge).

* Local anesthetic generally without epinephrine (e.g., 2% lido-
caine with or without sodium bicarbonate buffer tw decrease the
sting; see Chapter 4, Local Anesthesia). Recent research does not
confirm the previous concems that epinephrine might cause
excess vasocenstriction in the digits. However, with patients at
high risk, such as those with long-standing diabetes or severe
peripheral vascular disease, it might be best to avoid it.

* Narrow Locke periosteal elevator (nail elevator; Fig. 29-3).

o Sterile scissors with straight blades (or an English nail splitter

¢ Two straight hemostats.
= Silver nitrate sticks for cautery of granulation tissue (optional). 4

CHAPTER 2§

INGROWN TOENAILS j

Madelyn Pollock

[Fig. 29-4] or miniblade with wedge tip).

* Wide rubber band, small Penrose drain, donut digital tourniquet

(Ellman Corp.; Fig. 29-5), or a portable blood pressure cuff (tour- 4
niquers are optional but very helpful).

Best to curette this tissue off with a reusable dermal curette.

s Alcohol swabs, i
¢ Povidune-iodine (Betadine} solution.

Characterization of severity

| } ,:.

Mild to moderate lesion Moderate to severe lesion
» Minimal to moderate pain + Severe, disabling pain
+ Little erythema + Substantial erythema
+ No purulent drainage * Purulent drainage

l + Granulation tissue

!

Antibiotics not routinely
recommended; they do not
decrease healing time,
postoperative morbidity,

or recurrence rates

Conservative therapies
* Eliminate repetitive trauma
» Check shoes for size
*» Teach proper hygiene and
trimming
* Soak with warm, soapy water
and apply topical antibiotic

ointment or mid- to high-
potency steroid cream or p
ointment .

* [nsert cotton wisps or dental
floss under ingrown lateral
nail edge for comfort

* Oral antibiofics not
recornmended

) ¥
Conservative treatment faiture '

l ..

Surgical therapies
* Partial avulsion of lateral invoived nail plate (see text)
+» In cases of recurrence with pain and infection, permanent
destruction of the germinal matrix issue is recornmended by
*» Application of 80% to 88° phenol solution (phenolization)
* Electrocautery, radiofrequency, or carbon dioxide laser
ablation

Figure 19-1  Algorithm for a suggested approach to the patient with an
ingrown toenail. {Modified from Heidelbaugh |I. tee H: Management of the
ingrown toenall. Am Fam Physician 79:303--308, 200%.)
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200 DERMATOLOGY

Eponychium = proximat nail fold Dorsal

Intermlediate
Ventral |

Mail plate

(nail)
. Hyponychium
Germnpal (distal ridge)
matrix

Nail bed
(sterile matrix)

ire 29-3  Nail bed anatomy and terminology. Also see more details
in Chapter 27, Nail Bed Repair.

* Mensel’s solunion t control any possible bleeding atter the tour-
niguet is removed.

¢ Sterile gauze and rubular gauze dressing,

¢ Antibiotic ointment {Polysporin or Bacitracin).

¢ Phenol solution (558'%) and isopropyl alcohol for permanent abla-
tion of the nail, if desired.

* As an alemative o phenol, the Ellman Surgitron {radiofre-
quency unit) with specially designed, Teflon-insulared matrix
ablation tips {less indammartion and excellent results; see Chapter
30, Radiofrequency Surgery [Modern Electrosurgery]).

PREPROCEDURE PATIENT EDUCATION
AND CONSENT

See the patient education form online at www.expertconsult.com.
A signed consent is not mandatory but the patient must be well
informed of the procedures and the intended ocutcome. A patient
education handout that explains the nature of ingrown nails is
helpful. Betore beginning the procedure, be sure the patient under-
stands that providing anesthesia is uncomfuortable, hut after that
there should be no pain. There is no guarantee that removing the
portion of ingrown nail will resolve the problem, but generally it
will if the nails are cared for propetly afterward. The major benefit
to removing the toenail {or a portion of it) is pain relief, with the
secondary benefit of allowing the hody to heal the inflamed area.

PROCEDURE

NOTE: Nonsterile gloves may be used in this procedure.

Remeoval of Partial or Full Nail

1. With the patient in the supine position, prepare the toe with
Betadine. If the patient has significant discomfort, anesthesia
{step 2) can precede this step for patient comforr.

PRECISION DYMAMICS CORP

— D
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Flgure 19-31  Locke periosteal elevator. A, Front view. B, Side view.
C Minibfade with wedge tip. (Courtesy of John L, Plenninger, MD. The Medical
Procedures Center, PC, Midland, Mich.)

Figure 29-4 Nail splitter. A, Flat jaw on bottom. B, Beveled jaw on
top. (Courtesy of John L. Pfenninger, MD. The Medical Procedures Center,
PC. Midiand, Mich.)

2. Administer a digital block as described in Chapter 8, Peripheral
Nerve Blocks and Field Blocks.

3. Apply a towrniquet if desired. Options include che following:
Use a straight hemostat to firmly secure 2 wide rubber band
or Penrose drain around the base of the toe.

Apply a bleod pressure cutf at the calf so it wilk not affect the
operative field. To use this method, place the cuff around the
calf, elevate the foot to about a 45-degree angle at the hip,
and, after 1 to 2 minutes of elevation, raise the cuff pressure
to above systolic, lock the cuff it so it stays inflated, and then
lower the foot to the operative field. Mainrain the pressure
unitil the procedure is completed.

The Ellman donut tourniguets {see Fig. 29-5) are disposable
and come in various sizes. After the procedure, simply cut
them with scissors to remove them.

4. Identify the portian of the nail to be removed, which is at least

20% ro 25% of the nail.

5. When anesthesia 1s achieved (5 to 10 minutes), loosen and lift
the nail to be removed from the nail bed by using the flat, rounded
blade of the scissors, a single jaw of a straight hemostat, or a
narrow periosteal elevator. The elevator works best to decrease
the likelihood of injury to the nail bed (see Fig, 29-3). Introduce

Flgure 19-5 The Ellman digital tourniquet. {Courtesy of John L. Pfennin-
ger MD, The Medical Procedures Center, PC, Midland, Mich.)



Area of nail

to be loosened
for partial
removal

Igure 19-6 A, Periosteal elevator advanced all the way under the
roximal nail fold. B, Lateral view. Advance with upward pressure on the
ail wath forward motion until more pressure is felt under the nail fold.
»» Inserting the elevator. D, The instrument has been fully inserted, freeing
p the lateral portion of the nail from the nail bed. {C and D, Courtesy of
shn L. Pfenninger, MD, The Medical Procedures Center, PC, Midland, Mich.)

and advance the instrument with continued upward pressure
against the nail plate and away from the nail bed to minimize
imury and bleeding (Fig. 29-6). It is important to completely
free the proximal nail at its base under the nail fold to allow
removal and to expose the germinal tissue of the nail bed. Push
forward gently-——the elevator moves easily when under the nail.
Resistance will be felt when the proximal end of the nail plate
has been loosened sutficiently. Release the entire nail plate in
this fashion if the entire nail is to be removed.

6. For a partial nail removal, scissors or a nail splitter (see Fig.
29-4) should be used to completely splic the nail 5 to 6 mm in from
the lateral or medial margin in a longitudinal direction (Fig. 29-7).
A miniblade with a wedge at the tip also works well. Include
the base of the nail. This requires introducing your cutting
mnstrument beneath the proximal nail fold. Take care to protect
the nail fold from damage when making this part of the incision.

7. Grasp that portion of the nail to be removed lengthwise with a straight
hemostat and remove i, using a steady pulling motion with a
simultaneous upward twist of the hand toward the affected side
(Fig. 29-8). This twisting action ensures that the nail will be
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Flgure 29-7  Using the nail splitter to “cut” through the nail. Flat jaw is
down, beveled side is up. (Courtesy of John L. Pfenminger, MD, The Medical
Procedures Center, PC, Midland, Mich.)

rolled vut from beneath the affected nail margin instead of
rolling over it. If the entire nail is to be removed, the nail may be
removed in two halves or in its entirety after a thorough loosen-
ing and lifting of the nail. In removing the entire nail, the
forceps should apply lift and distal traction on the nail as it
separates from the nail bed. Indications for wotal removal
include onychomycosis that can cause painful pincer nails or
perhaps having both the medial and lateral aspects of the nail
ingrown (Fig. 29-9).

8. Remove all granulation dssue by grasping with hemostats and
pulling. Light curettage with a reusable dermal curette (not as
sharp as the disposables) removes any residual tissue from the
nail groove. Without a tourniquet there will be significant
bleeding during this portion of the procedure, especially if there
is significant granulation tissue. Application of silver nitrate or
Monsel's solution to the exposed nail bed will control bleeding
and, with silver nitrare, discourage pessistence of granulation
rissue.

9. If ablation s to be performed, complete that portion ac this step
before the tourniquet is removed and the wound dressed (see
later discussion).

10. Remove any towmiquet used.

11. Observe the area for hemostasis, using pressure as necessary.
When hemostasis is obtained, dress with angibiotic ointment, non-
adherent gauze pad, ond tbe gmeze (Fig, 19-10).

Hemostat

Ingrown
segment

Hemostat

A

Flgure 29-8  Technique for nail removal after nail has been elavated
and split. A and B, Grasp that portion of the nail to be removed lengthwise
with a straight hemostat, and remove it using a steady pulling motion with a
simultaneous upward twist of the hand toward the affected side. (B, Courtesy
of John L. Plenninger, MD, The Medical Procedures Center, PC, Midland, Mich.)
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Figure 22-¢ Complete removal of the toenall A, Onychomycosis.
B, Appearance after the nal has been removed. (Courtesy of John L
per MM The Medical Procedures Center PC, Midiand, Mich )

Nail Bed Ablation (Matrixectomy)

1f recurrent regrowth of the roenail with resulting pain or infection
wwecurs, permanent shlaton of the germinal tissue is recommended
{mamxectomy ).

Phenol Chemical Method

1 Remove total or partial nail a5 desenbed previously. The area
must be Jdny and nor bleeding, Remove all granulanon rissue.

. Sponge the exposed naib bed drv with cotton swabs and then
cauterze the germinal tesue. includimg that under the nail fold,
it apphcanon of phenol on a cotten swab to the nail bed tissues
Fae 29-11% Ir s unporeane o achieve goud hemostasis before
this siep s thar the tsue redry Use caunon w avoid phenol contace
with normal slin. A skan hook can be helpful in elevating the skin
10ld drom the nal marrx, Hold the phepol-dampened cotton
swah i phace for 3 minutes, Three separate 60-second applica-
wems wath drying of the surface in between 1~ also reported to be
ehectrve. The tssue will pale ar “gray” ar the area of application,

-
o

# compresiien dressitg s apphed after most toenail pro-
8 ! 0. The Meibea Proceduies Center

Partial nail removed  Tolal nail remaye

F

Cautenzed
segment
of germinal
matrix

s

Figure 29-11  Area of nail bed to be cauterized in partia) 1.

permanent nail remuoval {matrixectomy) (right). ang oy

1. After 3 minutes, drip 70% ropropyl aleohol into the 0]
and swah the area to neutralize the phenol.

Radiofrequency Method

See Chaprer 30, Radiofrequency Surgery {(Modern Elccrr

The radiofrequency method of ablation s quick w0
Although formal studies have not been performed, it i th e iy,
radiofrequency causes markedly less pain, swelling, and dichare
than other methods. It is difficult to control quid agent-. ind the-
tend to destroy more tissue than desired.

1. Remove whole or partial nail as described previously.

1. Place antenna lead under the heel of foot,

3. Tutn unit to “Hemao-part rect” (hemostasisfcoagulation <etrn:
and set the power at Z o 3.

4. Insert wide or narrow insulated matrixectomy np over nai
matrix, under the eponychium as far as it will go, msulated s
up (Fig. 29-12). These electrodes are insulated with Tefl o
on one surface to prevent damage to the undersurface of the

Wide Narrow )
electrode-l electrode I:”g?asslge
si:;e down

s 1

|

Active

tips
A
Insulated
‘=Uninsulated
B

Figure 29412 Application of nail matrixectomy electrode with T

fd
caated side up: top (A} and lag i ral 25% of
has been removed. eral {B) views. The latel

]




proxainal nait fokd while ablating the
awlited surtace beneath, A dyehy uj
exerted apamst the undersurd e
A PIesITe s eserted on the

il mattiy witly the
upward preseyre shonld e
ot the nail fold e ensire that

undetlying marrx, The &

S marnx. The fiehd wye
I free of blocad. Foy proper etfect, there should by g slight pap
berween electrode and man. )

Apph pewer and dowly wididraw the
Contacr shoudd lasi for only
<hould be heard. This Sep can be repeated
the xamie area afier a 1Sasecond oowding peri
matrr s 1o be ablared, multpde wplic

sule-toande placements of he clectrode; shght averlapmng
should not v a problem. Cangaon two to three passes (max;lii ::;5;
uwer the same tswe areg are salficient, Apaygd m'crtri’urmcm
The matny o very thin and hone lies itmmediaely bencath i,
Uvertreatment can cause burns with prolonged healing times ui‘
up rr s o Sweeks, Hos often easter 1o use the narrower clcctr;)dc
because the power level can be set lower und 1t aftords berter
control. Side-by-side apphcations may then be needed even for
rartial nal removal.

Other Metheods

Sodwm hvdrovide (10% solution) and CO; laser are also described
m the literature tor use in matnixectomy, Sodwm hydroxide
applied wmilarly 1o phenol and s thought by some to decrease
portoperative dramnage and speed healing compared with the phienol
methed. [t 1 not as commonly used in the United States as phenol.
The CO Laser requires spectal equipment and tratning and = usyally
operated by dermatologsts or podiacrists.

When cither partial or complete ablaton 1s accomplished apply
antibictic vintment to the nail bed, cover with a sterile gauze
pressure drcssing, remove the toumiquet, and wrap with a tubular
guze dressing. Coban, CoFlex, and other simular selt-adherent
dressings provide a comfortable pressure wrap that holds the dressing
in phace

Ui

o

: electiode rulling destally,
1to 2 seconds, and a « g sound
URCE OF twice ayver
. I the entire nail

atons are necessary wirh

Sampi e OPERATIVE REPORT

Informed consent obtamed: Yes_ Ng
Sme femcie one): Left Right Medial  Lateral  great toe

Anesthesa: Dhgueal block % Lidocaine withoutept ____mlL

Tourniguet used: Yos, No

Ned romoval (coele one): Complete  Partial

Gramudanon nssue removed: Yes No Cautery Y
Chem/elect N

Ablation performed: No Yes, {Phenol radioablation
o wide narrow, setting _____ )

Other

Hemostasis was obtained.

The wound was dressed with anchiotic omntment and covered with
2 sterile dressmy. The patient was given oral and wnitten mstruc-
Liens m postoperative management. The patient tolerated the
rrocedure without complications.

ComMMON ERRORS

¢ Inadeguate anesthesia resulting i patient discomfort. Ensure full
anesthesiz before starring procedure. Anesthetizing the toe gener-
ally requites 6 10 10 mL of hdocnpe. . Thie can be

* Prolonged use of rourniguet resulung i :sghemxg. s cl:: -
avoided by forepomy use of the tourniquet in patients with p g
sible decreased crcufation and limiting the time under toumaque

re for all cases ’ ‘

o {s;t:imnn of unt bed durmg Jitng or sphitting of the I‘lﬂEl!..Tl‘:l‘i
van result 1n difficult-to-contrel bleeding at dre nail (‘l‘j..Lh'-II }:
warning, leadmy to deformity of the nal when llt grm\laiw.:ic ’;
Posttion any cutting mstrument wsed such rh;:tl :.1 lﬁ'(l‘lfll‘l e
profecized duning the incision. Use of the mniblade {also ¢
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Beaver or wedpe blude), «hich has no sharp edge on the porrion
ot the blade facimg the nil bed, can help.

Retained portion of nal rewrles i persistent pann after procedsre.
Avold this by carful examination of the nad fold and the
temoved portion of the ol after the procedire. A feathery edue
of nail where i abuts the il greneth plate demonstrates that all

the nadl was remaved, If necessary, explote the area aml remove
retaned fragmiengs

CoMPLICATIONS

* Infections (trear with soaking and appropriate angbiotics)

* Bleeding (senerally controlled wich pressure)

* Regrowth of nail and return of symptoms {regrowth raie after
phenol cavtenzation 1s 4% to 25%y for radiofrequency, £3%)

* Excessive tissue destruction with radiofrequency unit, feading o
profonged healing ume and possible osteomyelins

POSTPROCEDURE PATIENT EDUCATION
AND MAMAGEMENT

The toot shoutd be rested and preferably elevated during the firss 12
10 24 hours. Because phenol ahlates the nerve endings of the nal
plate, pain should be ahsent when it i used. There 15 mmimal pan
with the mdiofrequency umit. Nonsterendat anti-inflammatory drugs
or acetaminophen may be taken for discomfure

The dressing should he changed in 12 to 24 honrs, at which poinr
ambulation can be encouraged; however, vigorous exercise should
be avoided for 1 week. The 1oe should ke washed with soap and
water at least twice daddy (depending on soihng) ungil healed.
Topical antibtotic ointment should be applied and the area kepr
clean until healed. Tell the patient to expect a sterile exudate from
the nail bed for several weeks. Explaining that the wound will “heal
hike a burn” can help patients understand that the exudate 1 not an
indication of infection. Emphastze proper nail hygiene 1o prevent
further recurrences (Fig. 29-13).

CPT/BiLLinG CODES

1730 Nail removal, parnal or complete

11731 Avulsion each additional nail

11750 Permanent nail removal (matrixecromy), partml or
complete

ICD-9-CM DiaGNOSTIC CODES

1181 Onychomycosis
703.0 Ingrown toenal
703.8 Onychogryphoss

Improper culs Proper cut

————
———

—y Sl

ure 29-13  Examples of improper and proper nail care. Thim the nail
flat and stralght across and not too short. {Redrawn from Hewebaogn .f
H Management of the ingresvn toenal. Am Fam Prvecan 79 503308 200
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Shave and Punch Biopsies

Biopsy Indications

* Diagnosis of rashes or blisters involving the dermis (drug reaction, cutaneous
lymphoma, lupus, pemphigus) or processes involving the subcutis (erythema
nodosum, panniculitis)

« Diagnosis and treatment of atypical moles and pigmented lesions (dysplastic
nevi, malignant melanoma)
Choosing Shave
+ Flat, thin specimen
«  Appropriate for predominantly epidermal lesions

* warts, papillomas, skin tags, superficial BCC or SCC, seborrheic or
actinic keratosis

* Not appropriate for suspicious pigmented lesions
* Preferable to technigues that require sutures for the foot due to excessive
tension
Choosing Punch
* Cylindrical specimen

* May be used for lesions that require dermal or subcutaneous tissue for
diagnosis

* inflammatory/bullous lesions, dysplastic or complex nevi, panniculitis,
scalp/hair follicle biopsies

* Bullae — perilesional biocpsy

+ Suspected neoplasm - thickest area of lesions that can be obtained
with narrow margins

* Limitations - may not provide wide enough sample in suspect pigmented
lesions which can affect staging/prognosis
Lesions suspicious for melanoma
* ABCDE (EFG)
* Glasgow 7 point checklist/ revised
+ Ugly duckling sign

TABLE 2

Clinieal Tools for Identifying Cutaneous Malignant Melanoma

Tool

Criteria

Use

ABCDE (asymmaetry, border,
calor, dismeter, evolving)
magmenic

Half of the lesion is different than the other half

Irregutar or poorly defined border

Varied color from one ares o another; different
shades of tan, brown, black, and sometimesred,

white, or blue in the same lesicn
Larger than & mm (pencil eraser)
Moleis changing size, shapa, or color

Primarily & patient education tool; pres.
ence of any ona element should prampt
evaluation

EFG (alevatad, firm, growing)
mnemanic: add to ABCDE
magmoenic to help identify
nodular melanoma

Naw #levated or thickened lesion
Firmnass on polpation
Lesion grows continuously over 1 maonth

If any positive findings, consider blopsy

Glasgow T-point chaeklist

Changein size of lesion

Irregular pigmentation

irregular border

Inflamemation

Itch or sltered sensation

Largerthan other lesions (diameter > 7 mm)

Qozing or crusting of Jesion

Used by primary care physicians; if three
or more elements are presant, refer or
perform bicpsy

Ravited 7-point checkhst

Major figaturas (1 points each):
Change insize of lesion
lrregular pigmentation
Irepgudar border
Minor faatures {1 point eachk:
Inflammation
breh or alterad sansation
Larger than othar lasions {» 7 mm diameter)
Quouing or erusting of the lesion

Uzed biy primary care physicians toidans
ify ciinically significant lesions for hiopsy;
score of 3.or more warrants s referaior
biepsy

Ugly duckiing sign

HMole that dors not follow the pattarn of of lock

fike thie surrounding moles ona person’s bedy

Used by pstients or physicians to identify
possible melanoms

Infermatonfrom references B-T4.

Lauters R, Brown AD, Harrington KA. Malanoma: Diagnosis and Treatment. Am Fam Physician.
2024 Oct;110(4):367-377. PMID: 39418569,




TABLE 2

Clinical Tools for Identifying Cutaneous Malignant Melanoma

Tool Criteria Use

ABCDE (asymmetry, border,  Half of the lesion is different than the other half  Primarily a patient education tool; pres-
color, diameter, evolving) Irregular or poorly defined border ence of eny one element should prompt
mnemonic evaluation

Variad color from one area toanother; different
shades of tan, brown, black, and sometimes red,
white, or blue in the same lesion

Larger than 6 mm (penclieraser)
Mole s changing size, shapg, or color

EFG (elevated, firm, growing) New elevated or thickened lesion if any positive findings, consider biopsy
mnemonic: add to ABCDE Firmness on palpation
mnemonic tohelp identify

Lesion grows continuously over 1 month
nadular mefanoma

Glasgow 7-point checkhst Change in size of lesion Used by primary care physicians; ifthree
Irregular pigmentation or more elements are present, refer or
rform bops
Irregular border g R
inflammation
itchor altered sensation
Larger than other lesions (diameter > 7 mm)
Qouing or crustng of lesion
Revised 7-point checklist Major features (2 pointseach) Used by primary care physicians to iden-

ufy chncally significant lesions for bupsy,
score of 3 or mose warrants a referral or

biopsy

Change in size of leston
Irreguiar pigmentation
Irregular border
Minor features (1 pont each):
inflammation
Itch or altered sensation
Larger than other lesions (> 7 mm diameter)

Oozing or crusting of the lesion

Ugly duckkng sign Mole that does not follow tha psttern of or look  Used by patients or physicians to dentify
like the surrounding moles on a person’s body possible melsnoma

Information from references 8-14,

Lauters R, Brown AD, Harrington KA. Melanoma: Diagnosis and Treatment. Am Fam Physician.
2024 Oct;110(4):367-377. PMID: 39418568,
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Table 4. Materials for Punch and Shave Biopsies

Material Comment

Slan preparation soluton (e g, povidone/iodmne, -
chiorheudme [Peridex))

Clean towel o¢ drape A Cochvane revieea showveid that plastc adhewe drapes do not reduce the
oisk of surgical site infection, and may actually mcrease 1t.*
Local anesthiea {kdocaing {Xylocane] 1 or 2%, Two small prospective randomized controlled ¥rials showed that ldocaine
with or without 1.100,000 epnephrine) jontophoress 15 a safe and effectve topscal anesthetic,” and that

hdocairie/tetracaing (Synera) patches may be benefical for older patients
undprgong skn procedures. ™

3-mL synnge -
21-gauge needle for drawing up anesthetsc Pan can be minimezed unng above referenced non-needie techniques.
Smallest possible 25- 10 30-gauge needie using slow (30-second) injection, and by meung 1 mi of sodum

for injecting bcarbonate vath 9 i of bdocane ** These technaques may cut pan

scores by moré than SO pircent.

Sken punches (2, 3, 4, 6, and 8 mvn) —
Reuble shave biopsy nstrument (Dermablade),
double-sded razos blades, as no. 15 scalpe! blade
Forceps
Scissors
Needle diver (pundh)
Gauze pads
Nonabsorbable sutures or adhestve (Table 2)
Norsterise glaves
Small adhesive bandages (Orcular or square
Enough 10% formabn contaners for numbes
ol biopues 1o be performed

White petrolatum on a sv/ab A randomzed controffed tnal showed that wiwte petrolatum « a safe
wound care ointment for ambulatory sur@ery and decseases the rsk
of allergic reactsons and gram-negative bacterial superinfections. The
authors estumate 3 savngs of $8 million 1o $10 miullon per year in the
United States if petrolatum was used mstead of topical antibuatics 7

Hemostatic agents Alurmnum chioride 20% sokution, Monsel solution ifernc subsuifate), siver
nirate sticks (75% sdver nitrate/25% potassium nitrate)

Information from references 18, and 23 through 27
T ————— e 7

ici H :985- : 46939,
Pickett H. Shave and punch biopsy for skin lesions. Am Fam Physician. 2011 Nov 1;84(9):985-1002. PMID: 220



* Method - Shave
» Can be done with scalpel (15 blade), dermablade, double edged razor, or

scissors
* Hemostasis with aluminum chtoride 20% solution
« silver nitrate or ferric subsulfate (Monsel solution) may be used

but can leave staining
* Keep area covered and moist for at least 1 week may decrease scarring

T A
Table S. Performing a Shave Biopsy

Obtamn consent.
Clean skin
Anesthetize skun.
Superfical shave
For macular o rased nonsuspecous lesons, hold blade paraliel 10 the
skin and shallowly remove a the disi. or the lesor itself, 1t ravsed
(Figures 1and 2). °
Saucenzation
For pgrnerced lessons, cieasure 3 1- to 3-mier) eiacgen before shaving”*
(Figure 4A, ilsa see htp /Awww youtube comvuses/AFPJournal#p/
/W /ROyVX-ty IVM [ scoop shane biopsy-long verson| and htip //
www youtube com/user/AFPJournal#p/a/u/2/bCrRe1s 3w Cl [scoop
shave biopsy-short verson|)

Anesthetize, creating a wheal 1o make the leson easer 1o shave
(Figure 4B), and squeeze skin between the thumb and forefinger of

the nondominant hand 1o further elevate the lesion '*

Hold blade at a 45-degree angle 1o the siun, bend or bow the blade
depending on the width of lesion, and remove a dsic of Ussue well
10 thie subcutaneoy: fat's (FiGure S)

if a nidus of pigment remans after saucernzation, a punch or elliptical
biopsy must be performed, and the sample sent in the same speamen
container (Figure 6).

Use a hemostatic agent or electrocautery and wipe clean

Dress with petrolatum and instruct the patent to keep the area most and
covered for at least one week to MINIMUT@ S anting

mhformEon from references 1, 3, 4, & and 8

Fickett H. Shave and punch bicpsy for skin lesions. Am Fam Physician. 2011 Moy 1,84/9}:9535-1002. PMID: 22046535,



* Method - Punch
* (Close with simpte in errupted or vertical mottress suture for best cosmetic result

» Secondary intention healing and suturing provide similar cosmetic resuit ‘or 1-4dmm dm
lesions {2.3.4 mm available to order)

Pickett H. Shave and punch biopsy forf skar lesions, Am Fam Pryucan. 2031 Nov 1,84{9):995-1002. PMID: 22045939,

P B B S S S S
Table 6. Performing a Punch Biopsy

Ob*gin consent.

De’ iem inesiif s liez o 4aWt =) usAg L @ gedines € igrea? and 8.2 4.
puxxhing tn one d re \bron produces fe w Res and another produces
n uneeous, pulli>elay pop ed Gu La 10 the "ur ksous: B s punch,

U hustasliproduce a0 val thawcan be eas 3 » po wnat eg(Figures 8,
9, and 10).

De 16 fiett ap @ n&li s2ewith 2 1- 10 3-mm mwryrant. o ndthe lesion.
88 oo lage ‘or a pur.tis biopy ONsder 3 larger sawer L i
biop y* Tab ¢:5).

Pr gpmskm -

Drape skun.

Anesthetize, creating a wheal (Figure 48B).

Place punch over lesion after pulling perpendicular to Langer lines, and
firmly but gently rotate through skin until there s a decrease in tension
on the tssue, ths indicates a full-thickness sample.

Remove tssue gently with forceps or needle to mmimaze crush artifact
(Figure 10).

If sawep rare-@s 4 mm or less, may dab with ale yrau richionde 20%
SO Mhor or Atk wrem rostatic aged (Table 4) or @5 ew th one
suture (Table 2), may aso consider closng b su gial aghesive.

A ©chy @ voaeansh owed that tissue adhs! ves are as éfoetive
atraditional sutures for closs e of generalncrsicns amithout h igh

t @son®

Information from referenc. <5, 6. and . 8
g e e e

ici ; L PMID: 22046938,
Fickett H. Shave and punch bippey for skin lesions. Am Fam Physician. 2011 Mow 1;84{9):985-1002



Dressing/care of site

Table 7. Dressing and Care of Blopsy
Site

Lleain area after homostass & sdieved.
Cower with petrokitum and stenie dresang,

Send tssue to pathology in farmalin, f
speamen is large enough and there « high
susprcson 1or makgnancy, consader suture
taaGd an aea Tov patholbgist,

Gve dschatge mstructions, keep area covered
and diy for 24 hours (punch bopses) or
cavered ang most far at least one week
{shave bopsiesh.

Comphications are rare, bieeding can be
managed with pressuze, sulure, or caulery,
i infection occurs, (L asually appears vathin
theee days after bopsy and can be freated
wath suture eemoval or ok antlobes.™

Infgemation from rafsrence 18

Pickett H. Shave and punch biopsy for skin lesions. Am Fam
Physician, 2011 Nov 1;84(9}:995-1002. PMI1D: 22046939,

Sources:
Acuderm inc. Skin Tension lines. [Residency handout]. York: Wellspan Family Medicine Residency; (n.d.)

Lauters R, Brown AD, Harrington KA. Melanoma: Diagnosis and Treatment. Am Fam Physician. 2024 Oct;110(4):367-377. PMID: 39418569,
Pickett H. Shave and punch biopsy for skin lesions. Am Fam Physician. 2011 Nov 1;84(9):995-1002. PMID:  220469389.



Table 7. Dressing and Care of Biopsy
Site

Clean area after hemostasis is achieved-

Cover with petrolatum and sterile dressing.

Send tissue 1o pathology in formalin; if
specimen is large enough and there is high
suspicion for malignancy, consider suture
tagging an area for pathologist.

Give discharge instructions, keep area covered
and dry for 24 hours (punch biopsies) or
covered and moist for at least one week
(shave bwopsies).

Complications are rare, bleeding can be
managed with pressure, suture, or cautery,
if infection occurs, it usually appears within
three days after biopsy and can be treated
with suture removal or oral antibiotics.™

Wiformation from reference 18.
e e ————

Fickett H. Shave and punch bicpsy for skin lesions. Am Fam Physician. 2011 Mow 1;84(9,:5585-1002. PMID: 22046535,




FIG.26.5 (A) Applying the punch for a
skin biopsy. (B) Excising the tissue freed
by the punch. (C) Typical cylinder of tissue
obtained from a 3-mm punch.

Courtesy The Medical Procedures Center,

Midland, Michigan.
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FIG. 26.6 Punch biopsy technigque. (A)
Twisting the punch with gentle pressure.
(B) Picking up the loosened piece. (C)
Cutting with scissors or a blade.

FIG. 26.7 Pressure dressing for a biopsy.
(A) Components: gauze pad, antibiotic
ointment, and adhesive bandage. (B)
Gauze pad with antibiotic ointment. (C)
Pressure dressing on finger.

Pfenninger, J. L., & Fowler, G. C. (2010). Pfenninger and Fowler’s procedures for
primary care (3rd ed.). Mosby Elsevier



FIG. 26.9 One technique of shave biopsy.
(A) Inject a local anesthetic to elevate the
lesion. (B) Roll the skin between the thumb
and forefinger to create a flat cutting surface
and a tamponade effect on the surrounding
blood vessels. (C) Holding a No. 15 blade
parallel to the skin or at a slight downward
angle, shave the lesion flush with or slightly
below the surrounding skin. (D) Shave
technique using a No. 15 blade. No scalpel
handle is necessary.

A—C, Courtesy The Medical Procedures Center,

Midland, Michigan.

Pfenninger, J. L., & Fowler, G. C. (2010). Pfenninger and Fowler’s procedures for
primary care (3rd ed.). Mosby Elsevier
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Person-Centered Contraceptive Care

Focus on providing contraception services in alignment with each individual’s
values, preferences, needs, and desires

Health Care Providers can incorporate family planning services,
when the primary reason for the visit might not be family planning, such as:

Telehealth Annual Physical Pre/Post Natal Visits Sick Visits

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Assess each patient’s short-

and long-term reproductive
plans

“Every woman, every time"’

Every patient encounter, regardless of the chief reason for the visit, is an important “teachable
moment” to assess short- and long-term reproductive plans, reducing unintended pregnancy,
promoting maternal health, and improving pregnancy outcomes.’

1. Obstet Gynecol. 2016 Feb;127(2):e66-9



Person-Centered Contraceptive Care
US Office of Population Affairs (OPA)

KEY STEPS IN PROVIDING CONTRACEPTIVE SERVICES

C_ )
™ 4 ,
Establish and Assess their Provide accurate and

maintain rapport

preferences, values Work interactively to understandable

and goals; personalize establish a plan information that
discussions supports the person’s
accordingly desires

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86

Confirm
understanding




lUD (Intrauterine
Device) as a
Contraceptive Option

Part of contraceptive counseling
involves assessing a person’s
preferences, values, and goals.’

For those patients who are seeking a
highly effective method, without a
daily routine, they may be interested
in an IUD (Intrauterine Device).?

1. Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86; 2. Bayer IUDs,
Prescribing Information




What are Mirena, Kyleena, & Skyla?

Indications

o * Prevention of pregnancy for up to 8 years; replace after the
MIirena® endofthe eighth year
levonorgestrel-releasing o Treatment of heavy menstrual bleeding for up to 5 years in
nirauterine system s2m9— o men who choose to use intrauterine contraception as their
method of contraception; replace after the end of the fifth year
if continued treatment of heavy menstrual bleeding is needed

Ky|eema * Prevention of pregnancy up to 5 years

(evonorgestrel-releasing o Replace the system after 5 years if continued use is desired
intrauterine system) 19.5 mg

Skyla

(levonorgestrel-releasing
intrauterine system) 13.5 mg

* Prevention of pregnancy up to 3 years
* Replace the system after 3 years if continued use is desired

Please see Important Safety Information throughout. Please see full Prescribing Information for Mirena, Kyleena, and Skyla that is available at this presentation.
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Properties

/I\/Iiren a@\

(levonorgestrel-releasing
intrauterine system) 52 mg

(Kyleena

Ievonorgestrel releasing
intrauterine system) 19.5 mg

(Skyla

(levonorgestrel-releasing
intrauterine system) 13.5 mg

32 mm

&= )8 mm ==

a= )8 mm ==

= —

32 30 30

mm mm mm

l | | | *
Hormone Reservoir 52mg LNG 19.5mg LNG 13.5mg
(Total Amount)
Insertion Tube Diameter 4.4 mm 3.8 mm 3.8mm
Release Rate After 1 Year 19 mcg/d 9.8 mcg/d ~6 mcg/d
Thread color Brown Blue Brown
Silver Ring / MR Compatibility No Silver Ring Yes / MR Conditional | Yes/ MR Conditional

The combination of silver ring and thread color will help identify the brand of IUD

Please see Important Safety Information throughout. Please see full Prescribing Information for Mirena, Kyleena, and Skyla that is available at this presentation.
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Important Safety Information for Mirena, Kyleena, and Skyla

Contraindications

Known or suspected pregnancy and cannot be
used for post-coital contraception

Congenital or acquired uterine anomaly including
fibroids if they distort the uterine cavity

Known or suspected breast cancer or other
progestin-sensitive cancer, now or in the past

Known or suspected uterine or cervical malignancy
Liver disease, including tumor

Untreated acute cervicitis or vaginitis, including
lower genital tract infections (e.g. bacterial
vaginosis) until infection is controlled

Postpartum endometritis or infected abortion in
the past 3 months

Unexplained uterine bleeding
Current IUD

Acute pelvic inflammatory disease (PID) or a
history of PID (except with later intrauterine
pregnancy)

Conditions increasing susceptibility to pelvic
infections

Hypersensitivity to any component of the
Mirena, Kyleena, or Skyla

Mirenae

(levonorgestrel-releasing
intrauterine system) 52 mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at

(levonorgestrel-releasing (levonorgestrel-releasing
this presentation.

intrauterine system) 19.5 mg intrauterine system) 13.5 mg

Kyleena | Skyla
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Important Safety Information

Clinical Considerations for Use and Removal

Use Mirena, Kyleena, or Skyla with caution after careful assessment in patients with:

» Coagulopathy or taking anticoagulants « Consider removing the intrauterine system if these
or the following arise during use: Uterine or

» Migraine, focal migraine with asymmetrical visual . . : _
cervical malignancy or jaundice

loss, or other symptoms indicating transient
cerebral ischemia * If the threads are not visible or are significantly
shortened they may have broken or retracted into
the cervical canal or uterus

* If Mirena, Kyleena, or Skyla is displaced (e.g.
expelled or perforated the uterus) remove it

» Kyleena and Skyla can be safely scanned with MRI
only under specific conditions

» Exceptionally severe headache
» Marked increase of blood pressure

» Severe arterial disease such as stroke or
myocardial infarction

o]
i') ® @
Please see Important Safety Information throughout. Please see full M I r e n a Ky | ee n a Skyla
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Suggested
Mechanism of Action

Inhibition of sperm
capacitation or
survival

The local mechanism of action has Alteration of the
not been conclusively demonstrated. endometrium

VAGINA

Studies of Mirena, Kyleena, Skyla
and similar LNG-IUS prototypes have

suggested several mechanisms that
may prevent pregnancy. ThiCkening of cervical mucus (CM)

preventing passage of sperm into the uterus

(click to view an example of thickened
CM from LNG-IUS user)

[ ] ®
Please see Important Safety Information throughout. Please see full M I r e n a® Ky | een a Sk_)/la!n

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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B

.
Examples of Cervical Mucus R
LNG-IUS user Control (No Contraception)

-

Cervical Mucus Changes
During LNG-IUS Use

The local mechanism of action has not
been conclusively demonstrated, and
thickening of cervical mucus is one of the
several suggested mechanisms that may
prevent pregnancy. Lewis et al., 2010. Used with permission.

» Mid-cycle Cervical Mucus (CM) from LNG-IUS user (left) and
control patient (right) were placed on slide and surrounded by
sperm.

These examples show how cervical
mucus from an LNG-IUS user is thick,
compared to a control patient (not using

contraception). Sperm are unable to penetrate CM from LNG-IUS user, but
swim throughout control CM

[ ] ®
Please see Important Safety Information throughout. Please see full M I r e n a® Ky | een a SI’S)/la0

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Mirenac

(levonorgestrel-releasing
intrauterine system) 52 mg

Contraceptlve
Efficacy

Contraception

Clinical Trials

5 Year Trial: conducted in
Finland & Sweden

Extension Trial: multi-center, open
label, uncontrolled study in the US
Please see Important Safety Information throughout. Please see full

Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.

B
.
5-Year Trial R

* N=1,169 women (18-35
years old)

* 5.6% nulliparous
(n=66)

 1-year pregnancy rate
<0.2/100 women (0.2%)

« 5-year cumulative
pregnancy rate ~0.7/100
women (0.7%)

Extended Use Beyond 5 Years

* N=362 women (18-35
years old) using Mirena
for 4.5-5years

» 47.2% nulliparous

 BMI range: 15.4-57.7
kg/m? (avg=27.9
kg/m?)

Mirena

(Ilevonorgestrel-releasing
intrauterine system) 52 mg

(levonorgestrel-releasing
intrauterine system) 19.5 mg

» Pearl index: 0.34 (year 6),
0.40 (year 7), 0.00 (year 8)

 3-year cumulative
pregnancy rate (years 6-8)
= 0.68% (95% Upper
Confidence limit = 2.71%)

(levonorgestrel-releasing
intrauterine system) 13.5 mg

Kyleena ‘ Skyla
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Mirenac

(levonorgestrel-releasing
intrauterine system) 52 mg

Clinical Trial on Heavy
Menstrual Bleeding

Trial Overview'2:

Randomized, open label, active control, parallel
group trial of reproductive aged women with
=80 mL menstrual blood loss (MBL)* confirmed

with alkaline hematin method?2

Women were randomized to 6 cycles of Mirena
(n=79) or Medroxyprogesterone acetate (MPA)
(n=81) 10 mg/day for 10 days beginning on day
16 of cycle'2

*Excluded were women with organic or
systemic conditions that may cause heavy
uterine bleeding

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.

[1] Mirena Prescribing Information [2] Kaunitz AM, et al. Obstet Gynecol. 2010;116:625-32
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Baseline Midstudy End of Study

Mirena, users demonstrated:
80% reduction in the median MBL at 3 cycles
95% reduction in the median MBL at 6 cycles

Mirena | Kyleena | Skyla

(levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Kyleena

(levonorgestrel-releasing
intrauterine system) 19.5 mg

N=1,452 women (5 year trial)

‘ " + 18-35 years
COntraCeptwe Demographics + 40% nulliparous (n=574)

Efficacy - BMI range: 15.2-57.6 kg/m?
| _ (avg=25.3 kg/m?)

Contraception

Clinical Trials & + Year 1 Pearl Index= 0.16

« Cumulative 5-year pregnancy
rate = 1.45% (95% Confidence

Multicenter, multi-national, Interval: 0.82, 2.53)
randomized, open-label study

conducted in 11 countries
including the USA

Efficacy

L ]
®
Please see Important Safety Information throughout. Please see full M I I" e n a
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing

this presentation. intrauterine system) 52 mg

(levonorgestrel-releasing

(levonorgestrel-releasing
intrauterine system) 19.5 mg

intrauterine system) 13.5 mg

Kyleena ‘ Skyla
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Skyla

[levonorgestrel-releasing
intrautering system) 13 5 mg

N=1,432 women (3 year trial)

: . + 18-35 years
COntraCeptwe Demographics + 38.8% nulliparous (n=556)

Efficacy _ - BMI range: 16-55 kg/m?
(avg=25.3 kg/m?)

Contraception .
Clinical Trials * Year 1 Pearl Index= 0.41
: « Cumulative 3-year pregnancy
Efficacy rate = 0.9% (upper 95%

Confidence Interval: 1.7%)

Multicenter, multi-national,
randomized, open-label study
conducted in 11 countries
including the USA

L ]
®
Please see Important Safety Information throughout. Please see full M I I" e n a
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing

| (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg

intrauterine system) 19.5 mg intrauterine system) 13.5 mg

Kyleena ‘ Skyla
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Important Safety Information
Pregnancy Related Risks

If pregnancy should occur with Mirena, Kyleena, or
Skyla in place, remove the intrauterine system
because leaving it in place may increase the risk of
spontaneous abortion and preterm labor

Advise her of isolated reports of virilization of the
female fetus following local exposure to LNG during
pregnancy

Removal or manipulation may result in pregnancy
loss

Evaluate women for ectopic pregnancy because
the likelihood of a pregnancy being ectopic is
increased with Mirena, Kyleena, or Skyla

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.

Mirenae

(levonorgestrel-releasing
Intrauterine system) 52 mg

B
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Also consider the possibility of ectopic pregnancy in
the case of lower abdominal pain, especially in
association with missed menses or if an
amenorrheic woman starts bleeding

Tell women about the signs of ectopic pregnancy
and associated risks, including loss of fertility

Women with a history of ectopic pregnancy, tubal
surgery, or pelvic infection carry a higher risk of
ectopic pregnancy

Kyleena

(levonorgestrel-releasing
intrauterine system) 19.5 mg

Skyla

(levonorgestrel-releasing
intrauterine system) 13.5 mg
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Insertion

Mirena® (levonorgestrel-releasing
intrauterine system) 52mg

Kyleena® (levonorgestrel-releasing
intrauterine system) 19.5mg

Skyla® (levonorgestrel-releasing
intrauterine system) 13.5mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Insertion Pain

« Patients may experience pain, bleeding or
dizziness during and after placement

» If symptoms do not pass within 30 minutes, the
Bayer I[UD may not have been placed correctly

 If this happens, the patient should be
examined to determine if the Bayer IUD needs
to be removed or replaced

o] ®
Please see Important Safety Information throughout. Please see full M I r e n a® Ky | ee n a Sky|a®

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg



https://labeling.bayerhealthcare.com/html/products/pi/Mirena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Kyleena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Skyla_PI.pdf

Timing of Insertion

Same day insertion can be considered if it is reasonably certain the patient is not pregnant

_ IUS insertion timing Backup contraception?

« Any time there is reasonable certainty =~ YES If notinserted during the first 7 days of the menstrual

Paylen:ls not curl'rently they are not pregnant cycle, a barrier method should be used or patient should
:‘nst'r';% te‘:ir::"a 2l abstain from vaginal intercourse for 7 days

: * Consider the possibility of ovulation If inserted during the first 7 days of the menstrual cycle,
SR AT and conception prior to initiation NO  ,rimmediately gfter first trlmegter abortion Y

YES If inserted during active use of previous method, continue

. . . . previous method for 7 days after insertion, or until the end
Pills, transdermal patch, * Any time, including the hormone-free of the current treatment cycle

or vaginal ring interval of the previous method . _ _
YES |Ifinserted during use of continuous hormonal

contraception, continue method for 7 days after insertion

YES Ifinserted>3 months (13 weeks) after the last injection,
backup contraception (such as condoms or spermicide)

Injectable progestin * Any time should also be used for 7 days
contraceptive

o . R .
Please see Important Safety Information throughout. Please see full M I r e n au Ky | ee n a Skyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg

NO Ifinserted <3 months after last injection

Anytime during the menstrual cycle _ _
Insert on the same day as NO There is no need for backup contraception

removal of the implant or IUS
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Timing of Insertion

After First or Second Trimester Abortion or Miscarriage, and Childbirth

_ Insertion timing Backup contraception?
After 1st trimester abortion » Can be inserted immediately, unless NO There is no need for backup contraception
or miscarriage it's a septic abortion
After childbirth or 2"d trimester
abortion or miscarriage

Immediate insertion after * Insert after removal of placenta NO There is no need for backup contraception

childbirth, or 24 trimester
abortion or miscarriage

. Wait a minimum of 6 weeks, or until the If not inserted during the first 7 days of the

Interval insertion following : : - - trual | back- thod of
: . uterus is fully involuted before insertion menstrual cycle, a back-up method o
complete involution of the YES contraception should be used, or the patient
uterus « Insert any time there is reasonable should abstain from vaginal intercourse for 7
certainty that the patient is not pregnant days

NO If inserted during the first 7 days of the
menstrual cycle

o] N ® .
Please see Important Safety Information throughout. Please see full M I r e n au Ky | ee n a Skyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (Ilevonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg



https://labeling.bayerhealthcare.com/html/products/pi/Mirena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Kyleena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Skyla_PI.pdf

Important Safety Information

Educate her about Pelvic Inflammatory Disease (PID)

* Mirena, Kyleena, and Skyla are contraindicated in the presence of known or suspected PID or in women
with a history of PID unless there has been a subsequent intrauterine pregnancy

» |UDs have been associated with an increased risk of PID, most likely due to organisms being introduced
into the uterus during insertion; promptly examine users with complaints of lower abdominal pain or
pelvic pain, odorous discharge, unexplained bleeding, fever, genital lesions or sores

 Inform women about the possibility of PID and that PID can cause tubal damage leading to ectopic
pregnancy or infertility, or infrequently can necessitate hysterectomy, or cause death

®
®
Please see Important Safety Information throughout. Please see full M | r e n a
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing

this presentation. intrauterine system) 52 mg

(Ilevonorgestrel-releasing

. , (levonorgestrel-releasing
intrauterine system) 19.5 mg

intrauterine system) 13.5 mg

Kyleena | Skyla
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Important Safety Information

Educate her about Pelvic Inflammatory Disease (PID)

» PID is often associated with sexually transmitted infections (STIs); Mirena, Kyleena, and Skyla do not
protect against STls, including HIV; PID may be asymptomatic but still result in tubal damage and its
sequelae

* In clinical trials with:

« Mirena — upper genital infections, including PID, occurred more frequently within the first year; in a
clinical trial with other IlUDs and a clinical trial with an IUD similar to Mirena, the highest rate occurred
within the first month after insertion

» Kyleena & Skyla— PID occurred more frequently within the first year and most often within the first
month after insertion

o]
@) ® @
Please see Important Safety Information throughout. Please see full M I r e n a Ky | ee n a Skyla
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Effect on Bleeding

Mirena® (levonorgestrel-releasing
intrauterine system) 52mg

Kyleena® (levonorgestrel-releasing
intrauterine system) 19.5mg

Skyla® (levonorgestrel-releasing
intrauterine system) 13.5mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Important Safety Information

Expect changes in bleeding patterns

» Periods may become shorter and/or lighter thereafter; cycles may
remain irregular, become infrequent, or even cease

« Spotting and irregular or heavy bleeding may occur during the first
3 to 6 months

« Consider pregnancy if menstruation does not occur within 6 weeks of the onset of previous
menstruation

 If a significant change in bleeding develops during prolonged use, take appropriate diagnostic
measures to rule out endometrial pathology

O ® N
Please see Important Safety Information throughout. Please see full M I r e n a) Ky | ee n a Skyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (Ilevonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg

(levonorgestrel-releasing
intrauterine system) 13.5 mg
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Important Safety Information \)

Be aware of other serious complications and most common adverse reactions. Some serious
complications with IUDs like Mirena, Kyleena, and Skyla are sepsis, perforation and expulsion.

SEPSIS:

« Severe infection, or sepsis, including Group A streptococcal sepsis (GAS), have been reported
following insertion of a LNG-releasing 1US

» Aseptic technique during insertion of the IUD is essential in order to minimize serious infections such
as GAS

g = © ®
Please see Important Safety Information throughout. Please see full M I r e n a Ky | ee n a S kyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Important Safety Information

E
R
Be aware of other serious complications and most common adverse reactions (cont.):
PERFORATION:
» Perforation (total or partial, including penetration/embedment of Mirena, Kyleena, or Skyla in the uterine
wall or cervix) may occur, most often during insertion, although the perforation may not be detected
until sometime later
» Perforation may reduce contraceptive efficacy and result in pregnancy
» The risk of uterine perforation is increased in women who have recently given birth, and in women who
are breastfeeding at the time of insertion
* In alarge US retrospective, postmarketing safety study of IUDs, the risk of uterine perforation was
highest when insertion occurred within <6 weeks postpartum, and also higher with breastfeeding at
the time of insertion
» The risk of perforation may be increased if inserted when the uterus is fixed, retroverted or not
completely involuted
Please see Important Safety Information throughout. Please see full M I r e n a Ky | eena Sk_y|a°
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing

this presentation. Intrauterine system) 52 mg Intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Important Safety Information \)

Be aware of other serious complications and most common adverse reactions (cont.):

PERFORATION:

 If perforation occurs, locate and remove the intrauterine system
« Surgery may be required

» Delayed detection or removal of the intrauterine system in case of perforation may result in

migration outside the uterine cavity, adhesions, peritonitis, intestinal perforations, intestinal
obstruction, abscesses, and erosion of adjacent viscera

® oy ® ®
Please see Important Safety Information throughout. Please see full M I r e n a Ky | ee n a S kyla
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APEX-IUD Study

Assessment of Perforation and Expulsion of Intrauterine Devices Study

Purpose: retrospective cohort study (>320,000 IUD insertions) to assess the impact of breastfeeding (BF) and insertion
timing on perforation and expulsion

“ Perforation Rate in Patients Breastfeeding at the time of
Insertion

(n=8/1,896) (n=120/10,735) (n=268/29,677) (n=43/6,139) .
o 0 o 0 No data available
0.4% 1.1% 0.9% 0.7%
Timing of
Postpartum & daysk < 6-14 weeks 14-52 weeks
" insertion WEEKS
0
0% 1.2% 0.7% 0.2% 0.1%
(n=0/277)  (n=28/2,377) (n=80/12,011) (n=22/9,089) (n=243/184,733)
@ Perforation Rate in Patients Not Breastfeeding at the time of insertion
Please see Important Safety Information throughout. Please see full H ® o
Prescribing Information for Mirena, Kyleena, and Skyla that is available at M I r e n a Ky | ee n a Skyla
this presentation. (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing

intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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APEX-IUD Study

Assessment of Perforation and Expulsion of Intrauterine Devices Study

Purpose: retrospective cohort study (>320,000 |UD insertions) to assess the impact of breastfeeding (BF) and insertion
timing on perforation and expulsion

Insertion

“ Perforation Rate in Patients Breastfeeding at the time of
(n=8/1,896)

(n=120/10,735) (n=268/29,677) (n=43/6,139)

No data available

0.4% | 1.1% 0.9% 0.7%
Timing of
insertion
0% | 1.2% 0.7% 0.2% 0.1%
(n=0/277) ) (n=28/2,377) (n=80/12,011) (n=22/9,089) (n=243/184,733)

Findings are limited
due to the relatively
small number of

insertions during
this time Perforation Results:

» Perforation rate was highest when |IUDs were placed between 4 days-6 weeks after delivery

» Breastfeeding (vs. non) at the time of insertion was associated with a 33% higher risk of perforation
(adjusted hazard ratio [HR]=1.33, 95% confidence interval [Cl]: 1.07-1.64)

@ Perforation Rate in Patients Not Breastfeeding at the time of insertion

o] N ® .
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APEX-IUD Study (cont.) \)

Assessment of Perforation and Expulsion of Intrauterine Devices Study

Expulsion Rate in Patients Breastfeeding at the time of

Insertion
(n=187/1,896) ) (n=185/10,735) (n=421/29,677) (n=120/6,139) :
No data available
9.9% | 1.7% 1.4% 2.0%
Timing of
Postpartum
insertion
4.3% | 2.2% 2.5% 3.0% 3.0%
(n=12/277) ) (n=52/2,377) (n=306/12,011) (n=273/9,089) (n=5,481/184,733)

Findings are <
limited due to @ Expulsion Rate in Patients Not Breastfeeding at the time of insertion

the relatively

small number ]
of insertions Expulsion Results:

during this time  « Risk of expulsion was variable over the postpartum intervals through 52 weeks, and highest when the
LNG-IUS was placed the first 3 days after delivery

« Breastfeeding (vs. non) at the time of insertion was associated with a 28% lower risk of expulsion
(adjusted hazard ratio [HR]=0.72, 95% confidence interval [Cl]: 0.64-0.80)

o i . i
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Important Safety Information \)

Be aware of other serious complications and most common adverse reactions (cont.):

EXPULSION: OVARIAN CYSTS:

» Partial or complete expulsion of Mirena, Kyleena, or « Ovarian cysts may occur and are
Skyla may occur resulting in the loss of contraceptive generally asymptomatic, but may be
protection accompanied by pelvic pain or

- The risk of expulsion is increased with insertions dyspareunia

immediately after delivery and appears to be increased « Evaluate persistent enlarged ovarian
with insertion after second-trimester abortion based on cysts
limited data

* In the same postmarketing study, the risk of expulsion
was lower with breastfeeding status

 Remove a partially expelled IUD

 If expulsion has occurred, a new Mirena, Kyleena, or
Skyla can be inserted any time the provider can be
reasonably certain the woman is not pregnant

M ® ® ®
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Important Safety Information

Be aware of other serious complications and most common adverse reactions (cont.): In clinical trials with:

Mirena — adverse reactions reported in 25% of users were:

A separate study with 362 women who

Alterations in menstrual bleeding have used Mirena for more than 5
patterns years showed a consistent adverse
Unscheduled uterine bleeding 31.9% Breast pain 8.5% reaction profile in years 6 - 8. By the
Decreased uterine bleeding 23.4% ' end of Year 8 of use:
Increased scheduled uterine bleeding 11.9% « amenorrhea and infrequent
Female genital tract bleeding 3.5% bleeding were experienced by 34%
- - - o : 0 and 26% of users, respectively;
Abdominal/pelvic pain 22.6% Back pain | 7.9% . irregular bleeding occurs in 10%,
Benign ovarian cyst « frequent bleeding occurs in 3%, and
Amenorrhea 18.4%  and associated 7.5% - prolonged bleeding in 3% of users.
complications In this study, 9% of women reported
Headache/migraine 16.3%  Acne 6.8% the adverse event of weight gain, it is

Depression/depressive unknown if the weight gain was caused

Genital discharge 14.9% 6.4% by Mirena.
mood
Vulvovaginitis 10.5%  Dysmenorrhea 6.4%
o]
® “ ®
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Important Safety Information

Be aware of other serious complications and most common adverse reactions (cont.):

Kyleena — the most common adverse

reactions (25% users) were:

Vulvovaginitis 24%
Ovarian Cyst 22%
Abdominal/pelvic pain 21%
Headache/migraine 15%
Acne/seborrhea 15%
Dysmenorrhea/uterine o
10%
spasm
Breast pain/discomfort 10%
Increased bleeding 8%
®
® ¢ ®
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Important Safety Information

Be aware of other serious complications and most common adverse reactions (cont.): In clinical trials with:

Skyla — the most common adverse reactions (25% users) were:

Vulvovaginitis 20.2%
Abdominal/pelvic pain 18.9%
Acne/seborrhea 15.0%
Ovarian cyst 13.2%
Headache 12.4%
Dysmenorrhea 8.6%
Breast pain/discomfort 8.6%
Increased bleeding 7.8%
Nausea 5.5%

Teach patients to recognize and immediately report signs or symptoms of the aforementioned
conditions; evaluate patients 4 to 6 weeks after insertion of Mirena, Kyleena, and Skyla and then
yearly or more often if clinically indicated

o] o N
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Please visit — IUDTraining.com to receive

Confirm your
atte N d ance A certificate of attendance

Access to additional educational

resources, support, and follow-up from
Bayer Representatives

Mirena

(levonorgestrel-releasing
intrauterine system) 52 mg

Kyleena | Skyla
(levonorgestrel-releasing (levonorgestrel-releasing
intrauterine system) 19.5 mg intrautering system) 13.5 mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at

this presentation.
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Insertion & Removal Procedure

Mirena® (levonorgestrel-releasing
intrauterine system) 52mg

Kyleena® (levonorgestrel-releasing
intrauterine system) 19.5mg

Skyla® (levonorgestrel-releasing
intrauterine system) 13.5mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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|lUD Insertion™

Important
Information to

Preparation for

Insertion

Consider During
or After Insertion

*NOTE: The inserter provided with Mirena, Kyleena, and Skyla and the insertion procedure described here, are
not applicable for immediate insertion after childbirth or second-trimester abortion or miscarriage. For immediate
insertion the Bayer IUD should be removed from the inserter and inserted according to accepted practice.

® )
® v ®
Mirena Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg

this presentation.
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Preparation for Insertion e heartion

Obtain a complete medical and social history to determine conditions that might influence selection of a Bayer
|UD for contraception

« If indicated, perform a physical examination, and appropriate tests for any forms of genital or other
sexually transmitted infections

« Because irregular bleeding/spotting is common during the first months of Mirena, Kyleena, or Skyla use,
exclude endometrial pathology (polyps or cancer) prior to the insertion in patients with persistent or
uncharacteristic bleeding

* Follow the insertion instructions exactly as described to ensure proper placement and avoid premature release
of the Bayer IUD from the inserter; once released, the Bayer IUD cannot be re-loaded

» Check expiration date prior to initiating insertion

« Bayer IUDs should be inserted by a trained physician or healthcare provider; they should become thoroughly
familiar with the insertion instructions before attempting insertion

 Insertion may be associated with some pain and/or bleeding or vasovagal reactions (for example, syncope,
bradycardia) or seizure in an epileptic patient, especially in patients with a predisposition to these conditions;
consider administering analgesics prior to insertion

Mirena® | Kyleena Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing

Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation. '
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Preparation for Insertion: Tools

e

Preparation for

Insertion

l H® If anticipated, also
B have instruments &
anesthesia for
| " . —pr = paracervical block
Speculum . : C | — available
| ’ -~/ Sterile gloves
Antiseptic Sterile Sterile, sharp
solution, and tenaculum curved scissors
applicator
Sterile lUD with inserter in sealed package
uterine (consider have an unopened backup of
sound available)
Mirena® | Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg

this presentation.
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Preparation for Insertion:

Bimanual Exam

Preparation for

Insertion

« Exclude pregnancy and confirm that there are no other contraindications to use of Mirena, Kyleena, or Skyla

+ With the patient comfortably in lithotomy position, do a bimanual exam to establish the size, shape and

position of the uterus

—_ _—

Bladder

Anteverted Uterus
(tilts toward bladder,
occurs in ~66% patients)

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.

—_ _—

Retroverted Uterus
(tilts back toward colon
occurs in ~33% patients)

L ,
Mirena® | Kyleena Skyla
(levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Preparation for Insertion: Preparation for
Bimanual Exam

» Exclude pregnancy and confirm that there are no other contraindications to use of Mirena, Kyleena, or Skyla

« With the patient comfortably in lithotomy position, do a bimanual exam to establish the size, shape and

position of the uterus

- _—

Bladder

Assessment of
uterine position may

dictate placement of
the tenaculum in
subsequent steps

Retroverted Uterus

Anteverted Uterus

(tilts toward bladder, (tilts bgck toward cplon
occurs in ~66% patients) occurs in ~33% patients)
. ®
Mirena® | Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
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Preparation for

Preparation for Insertion: Cleansing e

Gently insert a speculum to visualize
the cervix

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.

Thoroughly cleanse the cervix and vagina with
a suitable antiseptic solution and applicator

Mirena® | Kyleena | Skyla

(levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing
intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Preparation for Insertion: Tenaculum T heartion

» Grasp the upper lip of the cervix with a tenaculum forceps and gently apply traction to stabilize and align
the cervical canal with the uterine cavity; perform a paracervical block if needed

Before traction After gentle traction

 |If the uterus is retroverted, it may
be more appropriate to grasp the
lower lip of the cervix

ANTEVERTED

* The tenaculum should remain in
position and gentle traction on the
cervix should be maintained
throughout the insertion procedure

RETROVERTED

. ®
Mirenas | Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
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Preparation for Insertion: Sounding e

Fundus of uterus
Uterus While maintaining traction on the tenaculum, gently

insert a uterine sound to:

Fallopian tub

» check the patency of the cervix,

Ovary * measure the depth of the uterine cavity (in cm),
« confirm cavity direction, and
~__ Endometrium « detect the presence of any uterine anomaly
Internal Os Myometrium

Cervix —
If you encounter difficulty or cervical stenosis, use

dilatation, and not force, to overcome resistance

External Os Vagina

* |f cervical dilation is
required, consider

using a paracervical block
All patients should be sounded prior to insertion:

« Patients receiving Mirena should sound between 6-10cm; : l
« Kyleena and Sykla do not contain a sounding depth requirement Cervical Dilators
o]
® ¢ ®
Please see Important Safety Information throughout. Please see full M I r e n a Ky | eeﬁa Skyla
Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing

this presentation. intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg


https://labeling.bayerhealthcare.com/html/products/pi/Mirena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Kyleena_PI.pdf
http://labeling.bayerhealthcare.com/html/products/pi/Skyla_PI.pdf

Sounding Depths

Fundus of uterus

Uterus

/ Average Sounding Deptlﬂ - Ovary

In a clinical study of

7 ) 25cm n=2,876 parous &

nulliparous patients? Endometrium

Internal Os Myometrium

' Cervix ~2.5-3cmin length'

In a clinical study of
6 . 5cm n=165 nulliparous External Os

\ patients? /

Vagina

1. Comprehensive GYN, 5t Ed., Katz, et al
2. Bayer Data on File; Clinical Study Report, Table 14.1.2/ 8
3. Kaislasuo, J et al. Human Reprod 2015 Jul;30(7):1580-8. Epub 2015 May 19.



Insertion Steps*

Important
Information to

Preparation for

Insertion

Consider During
or After Insertion

*NOTE: The inserter provided with Mirena, Kyleena, and Skyla and the insertion procedure described here, are
not applicable for immediate insertion after childbirth or second-trimester abortion or miscarriage. For immediate
insertion the Bayer IUD should be removed from the inserter and inserted according to accepted practice.

. .
® ® ®
Mirena® | Kyleena Skyla
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this presentation.
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Insertion Steps

Step 1: Open the Package

* The contents of the package are
sterile

« Using sterile gloves lift the handle of

the sterile inserter and remove from
the sterile package

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Mirena

(levonorgestrel-releasing
intrauterine system) 52 mg

Kyleena

(levonorgestrel-releasing
intrauterine system) 19.5 mg

Skyla

(levonorgestrel-releasing
intrauterine system) 13.5 mg
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Insertion

Insertlon Steps Procedure

Step 2: Load the IUD into the insertion tube

* Push the slider forward as far as possible in the
direction of the arrow thereby moving the
insertion tube over the T-body to load the IUD
into the insertion tube; the tips of the arms will
meet to form a rounded end that extends slightly
beyond the insertion tube
Maintain forward pressure with thumb or
forefinger on the slider

IMPORTANT

DO NOT move the slider downward at this time as this may
prematurely release the threads of the IUD; once the slider
is moved below the mark, the IlUD cannot be reloaded

. ®
Mirena® | Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing

Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation.
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Insertion Steps

XTI s>

Step 3: Set the Flange /

« Holding the slider in this forward /
position, set the upper edge of the /
flange to correspond to the uterine
depth (in centimeters) measured
during sounding

Set flange

* For Mirena, the uterus should
sound to a depth of 6-10cm

* The Kyleena and Skyla labels
do not specify a range for
sounding depth

L ]
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Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg

this presentation.
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Insertion

Insertion Steps Procedure

EDITD s

Step 4. The IUD is ready for insertion
» Continue holding the slider in this
forward position; advance the
inserter through the cervix until
the flange is approximately 1.5 to

2 cm from the cervix and then
pause

[ -

=

* Do not force the inserter; if
necessary, dilate the cervical

: canal
[ ]
® ® ®
Mirena | Kyleena Skyla
Please_ see Importan_t Safety _Information throughout. Please_ see fgll (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg

this presentation.
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Insertion Steps

Step 5: Open the arms

* While holding the inserter
steady, move the slider
down to the mark to
release the arms of the
lUD

« Wait 10 seconds for the
horizontal arms to open
completely

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Insertion Steps

Step 6. Advance to fundal position
— « Advance the inserter gently
towards the fundus of the uterus
until the flange touches the
cervix

If you encounter fundal resistance
do not continue to advance.

The IUD is now in the fundal
position

Fundal positioning of Mirena,
Kyleena, or Skyla is important
to prevent expulsion

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Kyleena
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Insertion
Procedure

Insertion Steps

Step 7: Release the IUD and
=~ ~— withdraw the Inserter

Holding the entire inserter in place,
release the IUD by moving the

slider all the way down

Continue to hold the slider all the
way down while you slowly and
gently withdraw the inserter from
the uterus

Mirena® | Kyleena | Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation.
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Insertion Steps

Cut the Threads
é}// Using a sharp, curved scissor, cut the
threads perpendicular, leaving about 3
cm visible outside the cervix (cutting
{ threads at an angle may leave sharp
/ ends)

Do not apply tension or pull on the
threads when cutting to prevent
displacing the IUD

1

1

Insertion is now complete; prescribe 2 “?“dmg WF‘@L%M’-‘_«
analgesics if indicated, and record the - | | . — = =
d ’ R ol | P e

lot number in the patient’s records

[ ®
Mirena® | Kyleena Skyla
Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing

Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg
this presentation.
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Important Information During & After Insertion

Important Information to
Consider During or After
Insertion

Insertion
Procedure

Preparation

for Insertion

If you suspect that the Bayer IUD, is not in the correct
position, check for placement (for example with
transvaginal ultrasound)

 Remove if it is not positioned completely within the uterus

Do not reinsert a removed |UD

If there is clinical concern, exceptional pain, or bleeding
during or after insertion, appropriate steps (such as

physical examination and ultrasound) should be taken
immediately to exclude perforation

Mirena® | Kyleena | Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation.
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Important
Information to

Consider During
or After Insertion

Reexamine and evaluate patients 4 to 6
weeks after insertion and once a year
thereafter, or more frequently if clinically
indicated.

Patient Follow-up

Advise patients to check that their IUD is in
place once a month by feeling for the
threads.

[ ]
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Insertion Video for Mirena and Kyleena

* ‘ The Mirena® Intrauterine
i, Mirena

> i . Device (IUD) Tools and
Kyleena@"\ Ulats o ier I et (Ievonorgestrel-releasing

Devi IUD) Tools ey Preparation for Insertion
(levonorgestrel-releasing evice (IUD) Too intrauterine system) 52mg |

intrauterine system) 195 mg Clale P_reparation for
Insertion

Please continue to listen for Important Safety Information in Chapter 5.
For important risk and use information about Kyleena, please see the link for the Full Prescribing Information below.

For insertion and removal steps for Skyla, please refer to the full Prescribing Information for Skyla

. ®
Mirena® | Kyleena Skyla
Please see Important Safety Information throughout. Please see full

(levonorgestrel-releasing (levonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at

_ (levonorgestrel-releasing
intrauterine system) 52 mg intrauterine system) 19.5 mg
this presentation.

intrauterine system) 13.5 mg
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Timing of Removal

Mirena should not remain in the uterus after 8 years for
contraception, replace Mirena by the end of 5 years if
continued treatment of HMB is needed;

Kyleena should not remain in the uterus after 5 years.
Skyla should not remain in the uterus after 3 years.

If pregnancy is not desired, removal should be carried out
N during the first seven days of menstruation, provided they
are experiencing regular menses.

If removal will occur at other times during the cycle, or they
do not experience regular menstrual cycles, they are at risk
of pregnancy: start a new contraceptive method a week
prior to removal for these patients.

® N N N
Please see Important Safety Information throughout. Please see full M I r e n aJ Ky | ee n a Skyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (Ievonorgestrel-releasing (levonorgestrel-releasing
this presentation. intrauterine system) 52 mg | intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Removal: Tools

Tools for Removal:
* Preparation: gloves, speculum;

* Procedure: sterile forceps

Mirena: | Kyleena | Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing

Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation.
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Removal: Procedure

* Remove the Bayer IUD by applying gentle traction on the threads with forceps

* If the threads are not visible: Alligator Forceps
* Determine location by ultrasound

e |f found to be in the uterine cavity on ultrasound exam,
it may be removed using a narrow forceps, suchasan ————
alligator forceps; this may require dilation of the
cervical canal

* After removal, the system should be examined to ensure that it is intact

‘ * The hormone cylinder of Mirena may slide over and cover the horizontal arms, giving the
S appearance of missing arms — this generally does not require further intervention once the
system is verified to be intact

* If unable to remove with gentle traction, determine the location and exclude perforation by ultrasound or other
imaging
* Removal may be associated with:

* Pain and/or bleeding or vasovagal reactions (for example, syncope, bradycardia) or with seizure, especially in patients with a
predisposition to these conditions

* Breakage or embedment in the myometrium can make removal difficult; analgesia, paracervical analgesia, cervical dilatation,
alligator forceps or other grasping instrument, or hysteroscopy may be used to assist in removal

H ® N ®
Please see Important Safety Information throughout. Please see full M I r e n a Ky | ee n a S kyla

Prescribing Information for Mirena, Kyleena, and Skyla that is available at (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
this presentation. Intrauterine system) 52 mg Intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Continuation of Contraception after Removal \)

* If pregnancy is not desired and if a patient wishes to continue using Mirena,
Kyleena, or Skyla a new system can be inserted immediately after removal any time
during the cycle

* [f a patient with regular cycles wants to start a different birth control method, time
removal and initiation of new method to ensure continuous contraception:

* Either remove the IUD during the first 7 days of the menstrual cycle and start the new
method immediately thereafter, or

» Start the new method at least 7 days prior to removal if occurring at other times during
the cycle

* [f a patient with irregular cycles or amenorrhea wants to start a different birth control
method, start the new method at least 7 days before removal

Mirena® | Kyleena Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
this presentation. )
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Thank you! ®

a9
Questions? -

Kyleena | Mirena® = Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (levonorgestrel-releasing

Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 19.5 mg intrauterine system) 52 mg intrauterine system) 13.5 mg
this presentation.
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Module 1:
Equipment & |

: : Review & Understand:
Insertion Practice " Insertion Timing

» Instruments Needed for Bayer |IUD Insertion

« Patient Preparation Steps

» Steps to Insert Bayer IUDs

» Follow-up Information

« What Patients Should Expect During Insertion

Practice Insertion Using a Patient Scenario (next
slide)

Mirena® | Kyleena | Skyla

Please see Important Safety Information throughout. Please see full (levonorgestrel-releasing (levonorgestrel-releasing (Ievonorgestrel-releasing
Prescribing Information for Mirena, Kyleena, and Skyla that is available at intrauterine system) 52 mg intrauterine system) 19.5 mg intrauterine system) 13.5 mg
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Complete Insertion & Removal Procedure

Patient Scenarios

/ \ / 40-year-old G3P3 \
O 35-year-old G1P1 nl No significant past medical history

Good general health with no and in good general health
® significant medical history Has been counseled on Mirena, and

Currently on oral contraceptives - presents for Mirena insertion
Has been counseled, and presents for Currently using condoms for birth
Kyleena insertion Beth (she/her) control

Susan (she/her)

\After 3 years, desires pregnancy and wants the IUD/ Qﬁer 2 years, requests [UD removal /
removed

Mirenae

(levonorgestrel-releasing
intrauterine system) 52 mg

Please see Important Safety Information throughout. Please see full
Prescribing Information for Mirena, Kyleena, and Skyla that is available at
this presentation.
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Module 2:
Contraceptive

Counseling



Steps to Providing Quality Person-Centered Counseling

Guidance from the US Office of Population Affairs (OPA)

l“%‘ Establish and maintain rapport

— \J o . 0 5 5
z, Assess their preferences, values and goals; personalize discussions accordingly

Work interactively to establish a plan

Provide accurate and understandable information that supports their desires

@ Confirm understanding

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Steps to Providing Quality Person-Centered Counseling

Guidance from the US Office of Population Affairs (OPA)

l“‘ Establish and maintain rapport

¥

« Use simple acts such as a warm welcome, a handshake, and “taking the time to connect as human beings”

» Ensure privacy and confidentiality

» Ask permission to discuss sexual reproductive health (SRH) topics as well as inquiring, acknowledging, and
centering their goals and desires for the visit

» Match the person’s tone, paraphrasing what they said, and asking if you got it right
«  “What | am hearing is that you prefer...... , do | have that right?”

* Focus more attention on respectful listening versus talking at them

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Steps to Providing Quality Person-Centered Counseling

Guidance from the US Office of Population Affairs (OPA)

l%‘ Establish and maintain rapport

olle
N\ . . 0 0 0
z/ Assess their preferences, values and goals; personalize discussions accordingly

* Open-ended questions and structured
questionnaires can contribute to
understanding preferences, values and goals

» Assess the type of care and information a person
might want or need and how the person prefers to
receive information and make decisions

» Meet people where they are
« Avoid attempts to redirect their goals

» Set aside personal biases that may conflict with
one’s preferences and work to support their
desired outcomes

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Steps to Providing Quality Person-Centered Counseling

Guidance from the US Office of Population Affairs (OPA)

l%‘ Establish and maintain rapport

— N 0 . . .
)#¥ Assess their preferences, values and goals; personalize decisions accordingly

$

* [Open-ended questions and structured Example open-ended, person-centered questions
questionnaires can contribute to to assess preferences:

understanding preferences, values and goals

_ _ » Can you tell me something (or some things) that are
- Assess the type of care and information a person important to you in your contraception?

might want or need and how the person prefers to
receive information and make decisions

» What else are you looking for?

* |s there anything else you’re hoping to get out of

» Meet people where they are
PEoP Y your contraception?

 Avoid attempts to redirect their goals
> J * |s there anything you don’t want (or want to avoid)

« Set aside personal biases that may conflict with in a method?
one’s preferences and work to support their
desired outcomes

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Samantha (she/her)

« 25-year-old GO, in good general health
* Presents for flu shot




Samantha (she/her)

« 25-year-old GO, in good general health
* Presents for flu shot

« She is currently taking oral contraceptives and is interested to hear
about other methods

« She is not seeking pregnancy for several years

0 . e
Establish and Assess her [B

maintain rapport
with her

Provide accurate and Confirm
understandable understanding
information that

supports her desires

preferences, values Work interactively to
and goals; personalize establish a plan
discussions

accordingly

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86



Karen (she/her)

« 42-year-old G2P2
* Presents for birth control refill

What questions could you ask to assess her contraceptive preferences?

Is she interested in other birth control options?




Karen (she/her)

* 42-year-old G2P2
* Presents for birth control refill

« While discussing future childbearing plans, she mentions having heavy
periods




Karen (she/her)

4

Assess her

)

Establish and
maintain rapport
with her

accordingly

Romer SE et al. Am J Prev Med. 2024;67(6S):S41-S86

preferences, values
and goals; personalize
discussions
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42-year-old G2P2
Presents for birth control refill

While discussing future childbearing plans, she mentions having heavy
periods

Provide accurate and
understandable
information that
supports her desires

Confirm
understanding

Work interactively to
establish a plan
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Shoulder/
Trigger Point




Table 180.1

Relative Potency of Steroids.

Corticosteroid Relative Antlinflammatory Potency Approximate Equivalent Dose {mg)
Short-Acting Preparations

Cortisone 08 25
Hydrocortisone 1 20
Intermediate-Acting Preparations

Prednizone 35 5
Prednisolone tebutate (Hydeltra-TBA) 4 5
Triamcinolone (Aristocort, Aristospan, Kenalog) 5 4
Methylprednizolone acetate (Depo-Medrol) 5 4
Long-Acting Preparations

Dexamethazone (Decadron-LA) 25 0.6
Betamethasone (Gelestone Soluspan) 25 0.6

Modified from Leversee JH. Aspiration of joints and soft tissue injections. A Cove 1986;13:572.

Pfenninger and Fowler’s Procedure for Primary Care, 4t Ed.

Gelisinger 1



Table 180.2

Common Corticosteroids and Recommended Dosages for Various Joint Injections

e Concentration large Joint#® Medium Jolnt! Small Joint™* Ganglia  Tendon Sheath Bursa
(mg/mL) Dosage (mg) Dosage (mg) Dosage (mg) (mg) (mg) (mg)
Hydrocortisone acetate 25, 80 40-100 20-40 8-20 20-40 20.50 40-90
Prednisolone tebutate {(Hydeltra-TBA) 20 20-30 10-20 8-10 10-20 4-10 20
Prednisolone sodium phosphate 20 10-20 510 45 5-10 3-8 20
Triamcinolone hexacetonide (Aristospan) | 5,20 20-30 10-20 810 10-20 4-10 b 1]
Triamcdinolone discetate (Aristocrat) 25,40 20-40 10-20 8-10 10-20 4-10 20
Triamcinolone acetonide (Kenalog) 10, 40 2040 10-20 8-10 10-20 4-10 20
Methylprednisolone acetate (Depo- 20, 40, B0 20-40 10-40 810 420 4-10 20
Medrol)
Dexamethasone sodium phosphate 4 2-4 1-3 0.8-1 1-2 0.4-1 2-3
(Decadron)
Dexamethasonve acctate {Decadron-LA) 8 2-4 1-3 0.8-1 1.2 0.4-1 -3
Betamethasone acetate/phosphate 6 612 36 1.5-3 1-3 1.5-2 3-6
(Celestine Soluspan)

Pfenninger and Fowler’s Procedure for Primary Care, 4 Ed.
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Shoulder Injection

 Equipment:
» Sterile or Nonsterile Gloves
» Betadine, Alcohol Swabs
» Ethyl Chloride Spray (Optional)
» 1 7% inch 22-gauge needle

» Cocktail: 4 cc 1% lidocaine
without epi and 40 mg (1 cc of
Kenalog)

 Band-Aid.

Gelisinger
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Shoulder Injection
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FIG. 180.12 Shoulder: Subacromial
bursa. Most injection procedures involving
the shoulder will include an injection into
the subacromial bursa. Palpate the
superior surface of the shoulder,
progressing laterally until there is a slight
drop-off. This is the lateral edge of the
acromion, The now palpable soft spot
above the humeral head is the location of
the subacromial bursa. Direct the needle
perpendicular to the surface and insert the
needle through the deltoid muscle into the
bursa. The needle should be free floating,
since it is within a space, not in a muscle
or tendon. The tendon of the
supraspinatus, the muscle most
commonly involved in a rotator cuff
syndrome, is directly medial to this bursa
and can be entered by directing the
needle deeper. If the tendon is calcified as
it is entered, a gritty sensation may be felt.
Inject within the bursa, not within the
tendon. (A) The muscles of the rotator cuff
o NS 8 e 8 B SSVYON, [N,
tendon. (A) The muscles of the rotator cuff
are demonstrated. They include the
supraspinatus, the infraspinatus, teres
minor, and the subscapularis. (B) The
technique of a subacromial bursa
injection, anterior view. (C) Injecting the
subacromial bursa, posterior approach.
Use a 22-gauge, 1- to 1.5-inch needle with
5 to 7 mL 1% lidocaine and 30 to 40 mg of
methylprednisolone acetate or equivalent
(see Tables 180.2 and 180.5). It can be
reached from anterior, lateral, or posterior
approach, but outcome studies suggest
using lateral approach, especially in
women who may have slightly smaller
bursa.
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FIG. 180.20 Knee joint. The knee is one
of the easiest joints to enter and one of
the most common joints to aspirate and
inject. Slightly flex the knee using a fowel
in the popliteal space with the patient lying
on an examination table. Either a lateral
(A) or medial {B) approach may be used.
For the lateral approach, palpate the
superior lateral aspect of the patella and
insert the needle 1 em supenior and 1 cm
lateral to this point, Apply gentle pressure
on the coniralateral side of the knee to
encourage the fluid to poot in the area of
aspiration. Direct the needle under the
patella at a 45-degree angle to the
midjoint area. Aspirate all fluid before
injection. There should be no resistance.
(C) Other approaches include entering
medially or laterally directly above the joint
line with the patient seated, or going
directly through the patellar tendon just
below the patella. Another option is to
enter the joint capsule from either side of
the patellar tendon just below the patella.
This is an excellent location when there is
little cartitage left; the knee is basically
bone on bone so there is little room to
maneuver the patella. (D) The knee joint
space is large and is readily entered from
multiple approaches. Use a 20-gauge, 1-
to 1.5-inch needle with 5 mL 1% lidocaine

maneuver the patella. {D) The knee joint
space is large and is readily entered from
muitiple approaches. Use a 20-gauge, 1-
to 1.5-inch needle with 5 mL 1% lidocaine
and 20 to 80 mg of methylprednisclone
acetate or equivalent {see Tables 180.2
and 180.5). A Baker cyst is a sac of
synovial fiuid that has leaked out of a hole
in the posterior capsuie of the knee. It
generally indicates significant internal
knee probiems, and steroid injections are
only a temporary relief frowned on by
many clinicians. Insert the needle 3 cm
mediatl to the midline and 3 cm below the
popliteal crease. Take care to avoid the
popliteal artery, vein, and nerve. Use a 20-
gauge, 1-to 1.5-inch needle with 5 miL 1%
lidocaine and 20 to 80 mg of
methyiprednisolone acetate or equivalent
(see Table 180.2).
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FIG. 180.3 Trigger finger. (A) The
anatomy of a finger showing the annular
pulleys, which maintain the flexor close to
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FIG. 180.3 Trigger finger. (A) The
anatomy of a finger showing the annular
pulleys, which maintain the flexor close to
the bony structures. When the tendon
becomes inflamed and enlarges, it
catches on the pulleys, causing a
snapping with extension or a “trigger
finger.” (B) Identify the flexor tendon
involved. Insert the needle at the distal
palmar crease. Attempt to position it
peritendinously. When the needle is in
position, the syringe will move with flexion
of the finger. Use a 25-gauge, 1-inch
needle with 0.25 to 0.5 mL 1% lidocaine
and 4 to 10 mg of methylprednisolone
acetate or equivalent (see Tables 180.2
and 180.5).
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