


ABNORMAL MENSTRUAL BLEEDING PATTERNS

Includes Menorrhagia, Metrorrhagia, Oligomenorhea, and Polymenorrhea.
For Amenorrhea, see “Amenorrhea” Guideline. For Dysmenorrhea, see “Dysmenorrhea” Guideline.

GYN 3.1

All Applicants:
«  Report of Medical Examination to include the following:
- Description of bleeding pattern
- Etiology, if known.
- Complications, if any.
- Treatment
- Recommendations for follow-up over the next 3 years.
Applicants with Menorrhagia or Metrorrhagia :
« Evaluation and work-up required (see comments)
« Copy of related diagnostic tests.

Any histon

1. ‘Abnormal or iregular menstrual 'bleeding-}patteni' defined as one of the _fqllowing:
2. No significant associated complications; e.g., anemia, dysmenorrhea, or amenorrhea.

«  Undefined abnormal or irregular menstrual bleeding pattem.

Meets clearance criteria 1- 2, AND RN CLEAR
« Polymenorrhea '
« Resolved, hormonally oontmlied ‘or well tolerated, for af least the past 3

* ~months, : :

Meets clearance criteria 1-2, AND RN CLEAR
« Oligomenorhea (Perimenopausal).

« Stable menstrual patter for af least the past 6 months.

Meets clearance criteria1-2, AND RN CLEAR
« Oli omenorhea (Meno ausal). S

Meets clearance criteria 1-2, AND RN CLEAR
. Menormagl
« Evaluation and work-up complete. :

-+ Oresbivgu Prarnonkiy cotrelndu ol well toiefated for afleasﬂhe pasf‘ 3_;;' e

months. :

Meets clearance criteria 1-2, AND RN CLEAR
+ Metrorthagia :

« Evaluation and work-up complete

« Resolved, hormonally controlled, or well tolerated, for at Jeasrthe past3

months.
Does not meet clearance criteria due to one or more of the following: RN

See “Dysfunctional Uterine
Bleeding” Guideline.

Effective 4/23/2004

(continued on next page)
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ABNORMAL MENSTRUAL BLEEDING PATTERNS GYN 3.1

.Joes not meet claarance cnterla due to one ormnra of tha followmg o :_-HED' ADVISOR

. '.jPoigmenonhea SN
- Not resolved, hormonally controlled, ur ell tolerated

- 3 months.
«  Dligomenorrhea (Not menopausal)
- Menstrual pattern not stable for at Ieast ihe pasl B months
+  Menorrhagia or Metrorrhagia:
- Evaluation and work-up not complete

- Notresolved, hormonatly controlled, or
3 months.

«  Significant associated complications.

Risk varies - assess based on
detailed history.

ol tolerated for at least the past

626.3 Menorrhagia
626.6 Metrorrhgia
626.1 Oligomenorhea
626.2 Polymenorrhea
Cross Reference ICD.9.CM

Reviewers to Consider:

| + None

Backaroumatu. “Aily-biedinmy wiaits excesbivd uruardoon, eyaenty, oramoahils conslaeréa aonormar ana requires investgétion
accordingly.

Evaluation: Diagnostic tests to consider as appropriate include prolactin, LH, FSH, DHEA-s, free testosterone, LFTs, thyroid function
tests, coagulation profile, CBC, and pregnancy test.

Definitions:

Oligomenorrhea: Infrequently occurring menses at intervals greater than 35 days.
'3 Polymenorrhea: Frequently occurring menses at intervals of 21 days or less. |
| Metrorrhagia: Irregularly occurring bleeding.

Menorrhagia: Regularly occurring bleeding excessive in duration or flow, usually defined as 8 days in length or greater.

Literature review available.
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AMENORRHEA GYN 32

Includes Absence of Menses.
Amenorrhea Due to Birth Control Pills or Preganancy; Guideline not Applicable.

Applicants With Absent Menses, i.e., Absent Bleeding Pattern Less Than 6 Months Duration:
“Report of Medical Examination to include the following:
- Etiology
- Specific managment recommendations. _
Applicants With Amenorrhea, i.e., Absent Bleeding Pattern Greater Than 6 Months Duration:
* Specialist Evaluation (Gynecologist) within the past 6 months to include the following:
- Etiology
- Specific managment recommendations.
» Copy of related diagnostic tests.

A. Absence of Menses: Absent Bleeding Pattern Less Than 6 Months Duration.
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AMENORRHEA

B. Amenorrhea: Absence of Menses Greater Than 6 Months.




AMENORRHEA

Secondary Amenorrhea: Most common type. Defined as the absence of menstruation for at least 6 months in a woman
with previously normal and regular menses.

Evaluation and Work-Up of Secondary Amenorrhea: A standard work-up commonly includes the following:
» History and physical exam
* Pregnancy test
* TSH, T4
¢ Glucose
* Prolactin :
- & Estrugen staus EssEssnni, .S pragésun challenge or plasma estradiol, FSH, and LH.
» If indicated, testosterone, DHEA-S, 17-hydroxy-progesterone.

Literature review available.

Effective 1/15/99
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DYSMENORRHEA GYN 33

All Applicants:
Report of Medical Examination to include the following:
- Symptoms
- Treatment
- Recommendations for follow-up over the next 3 years.

* Symptoms signicanty interlere with activites of dally i
« It treated; pain well controlied with narcotics.

625.3 Dysmenorrhea

Cross Reference [ICD.9.CM

Reviewers to Consider:
* None

Background: Dysmenorrhea is defined as pelvic pain at or around the time of menstruation. There are two types:
* Primary dysmenorrhea - pain without pathological physical findings.

* Secondary dysmenorrhea - pain occurring prior to or during menses, often more severe than primary, having a
secondary pathologic (structural) cause.

Symptoms: Symtoms range from mild pelvic discomfort or cramping on the first day of bleeding to severe, intense,
cramp-like pain lasting 2-7 days; often associated with gastrointestinal upset, back ache, thigh pain, and headache.

Treatment: |buprofen, Naproxen sodium, or Aspirin. [Griffith’s 1998]

Literature review available.

Effective 1/15/99 Page 1




PREMENSTRUAL SYNDROME
“rFor"Premenstraauyspnanc insoreer; “see “Mental Health” Guidelines.

All Applicants:
“» Report of Medical Examination to include the following:




QVARMNUARCER St 4

All Applicants:
= Specialist Evaluation (General Surgeon or Oncologist) within the past 1 year to include the following:
- Documentation of recurrences within the past 5 years.
- Recommendations for follow-up over the next 3 years.

If Applicable:
» Discharge summary for all related hospitalizations.

Meets clearance 1-2 cntena. AND
‘+"No use of adjuvant therapy

Does not meet clearance criteria due to oneor: more‘of the ftllﬂe"ﬂﬂ- . Az MEDLADMISOR...
« Treatment not complete. - i '
« History-of recurrences m‘m:n the past 5 years
Does not meet clearance critena ﬂue to one: ormore: ofthe fo1lowxng H ‘MED ADVISOR
. Current use of ad;uvanl therapy '

183.0 Ovarian Cancer

Cross Reference ICD.9.CM

* None

Prognostic Factors: At the conclusion of a comprehensive laparotomy, the clinical findings and the histology are used to
select postoperative therapy. In addition, new prognostic factors are being evaluated that may also be used }~ idaotifiry

groups of patients in whom, mare_specifichinlnoifsreatments.ne.more Aogeessive therany isindicated.. Cliniconathalagin. |
findings determined to be clinically useful include the following:

FIGO stage
Histologic subtype
Histologic grade
Factors associated with tumor dissemination
Malignant ascites
Malignant peritoneal washings
Tumor excrescences on ovarian surface

Effective 1/15/99 Page 1




OVARIAN CANCER

Ruptured capsule
"bense ovarian adhesions
Volume of residual disease following cytoreductive surgery

The tumor stage remains the most important prognostic variable. Few trials provide an accurate assessment
regarding the long-term survival of patlems with early—stage ovarian cancer because earlier studies often included

inadequately staged patients. Stag z >

5-vear survival rate. Patients with stage | dtsease WIth poor prognostlc features are oﬂen |ncIuded in treatrnent protocols
for patients with stage Il disease. This group of patients has been termed early-stage disease with unfavorable
characteristics. However, there remains limited information regarding the actual survival impact of some of the factors
used to characterize patients has having an unfavorable prognosis. Rupture of the capsule increases the stage to IC.
However, in a Swedish series, no adverse effect on survival could be established for early-stage patients in whom the
capsule was ruptured during surgery. Furthermore, in contrast to the established adverse effect of malignant ascites,
there is limited information regarding the prognostic significance of positive peritoneal cytology. Tumor adherence in the
presence of dense adhesions has also been considered an adverse prognostic factor and such patients should be
considered as having stage Il disease even in the absence of pathologic confirmation. Tumor size, bilaterality, and
cytologically negative ascites have no prognostic significance. The most reliable long-term survival data on accurately
staged early-stage ovarian cancer patients are derived from studies of the Gynecologic Oncology Group (GOG). In

these studies, unfavorable prognosis early-stage ovarian cancer patients have a 5-year survival rate of approximately
80%.

Patients with stage lll disease have a 5-year survival rate of approximately 15% to 20%, which is dependent in large
part on the volume of disease present in the upper abdomen. Patients with stage IV disease have less than a 5% 5-year
survival rate.

Volume of residual following cytoreductive surgery for patients with advanced ovarian cancer has a significant
impact on survival. Following the administration nf npstnogeative risplatin-hased romhinatinn rbamnthesany, Rovpar,
survival rates for patients with optimal stage Il disease (defined as no residual nodule greater than 1 cm in diameter) are
approximately 35%.

The true prognostic impact of histologic subtype and grade in patients with epithelial ovarian cancer remains to be
determined. In patients with early-stage ovarian cancer, grade is an accepted determinant of risk and is used to assign
postoperative therapy as previously discussed. Studies have also identified an adverse prognostic effect of clear cell
histology in early-stage ovarian cancer. In advanced-stagespatients, mucinous histology and clear ceii histology have
also been shown to have an adverse prognostic significance. In a GOG analysis, there were no negative second-look
laparotomies in patients with mucinous or clear cell tumors. Some but not all studies have also demonstrated that
“instérocgraaerias an impact on survival in patients with advanced-stage disease.

Semm CA125lweisirawenﬂyreﬂectmevolm of dlnaaseand assuch in rnulhvarlata analysls preoperative




OVARIAN CYSTS

Includes Functional Cysts and Complex Cysts.
For Polycystic Ovarian Syndrome, see Polycystic Ovarian Syndrome Guideline.
For Laparoscopy and Laparotomy, see “Gynecology Surgical Procedures” Guideline.

GYN 4.2

All Applicants:
«  Report of Medical Examination to include the following:
- Typeof cyst.

- Size, location, and number of cysts.
- Treatment, e.g., spontaneous resolution, aspiration, hormone therapy, excision.

- Recommendations for follow-up over the next 3 years.
«  Copy of ultrasound report with interpretation.
If Applicable:
«  Copy of laparoscopy report with interpretation.
«  Copy of pathology report with interpretation.
«  Discharge summary of all related hospitalizations and surgeries.

- Current status, to include an assessment of cyst(s) progression and/or regression.

l by
Heets cI&arance r:ntena 1- 4,.;

CLEAR

& Cyst resolved spomaneousimaﬂ m'u"]hrm.mmnnﬁ'mmerapy.wexcmuu

|+ Cystsize>2cm..
. Currentsymptums . : i 23 g B
« Evidence of cystprogressn or enlargement; determined by examining
“hesith care provider.. 14 Al e e i

~s History of complex cyst{s)

Mests clearancs cnteria1 4 AND RN " CLEAR
. Currentfuncilonalcyst AND i i
» Cyste snze <2 om.

| Does not meet c!earance cntena due toone or more. of the followlng | MEDADVISOR :

Rask varies - assess based on

deiaded history.

|
620.2 Ovarian Cyst
- i' Cross Reference ICD.9.CM

Reviewers to Consider:
« None

Effective 4/23/2004
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OVARIAN CYSTS GYN 4.2

Functional Cysts: Most common ovarian cysts. Usually causes no symptoms and resolve in 1-3 menstrual cycles. Birth control pills
cunppess.ovvlation. Aorumay flactress.cizge and frequency of functional cysts. The type of cyst can easily be distinguished on ultrasound.
A small number of women have recurrent cysts that also respond well to birth control pills.

Complex Cysts: Include dermoid cysts, cystadenoma, and endometrioma. These cysts frequently require surgery. Small cysts
occasionally require laparoscopy removal. Larger cysts require laparotomy and partial or total oophorectomy. Cysts are considered
more serious post menopausal and should be immediately evaluated to rule-out cancer.

Surgery: Surgery is indicated to rule-out ovarian cancer or to relieve pain if:

The cyst is large (>5 cm) or does not resolve after three menstrual cycles.
Complex cysts (dermoid cysts, cystadenoma, endometrioma).

Painful or bleeding cysts.

Torsion of the cyst has occurred.

Literature review available.

Effective 4/23/2004 Page 2 of 2




POLYCYSTIC OVARIAN SYNDROME (STEIN-LEVENTHAL SYNDROME) GYN 4.3
Also called Polycystic Ovarian Disease (PCOD).

All Applicants:
«  Specialist Evaluation (Gynecologist) within the past 1 year to include the following:

- Date of diagnosis

- Signs and symptoms

- Treatment

- Current status
| - Limitations or restrictions of ADLs

Recommendations for follow-up over the next 3 years.

If Appllcable
«  Copy of most recent ultrasound report with interpretation.
«  Copy of laparoscopy report with interpretation.

1. No, resolved, or mild, symptoms, _
? Qiﬂn.gnft.sm-}tnms IsspoeRremnnisiis) do not 1nlerrere wlthactwmes of daily Iwzng
No or resolvad :rregular or dysﬁmcbonal utenne bleerimg e

Meets clearance criteria1- 3, AND RN | o
«  If symptom management requlres treatment symptoms weli—contraltedvnth 2 '

- oral contraceptives eniy e :

Meets clearance criteria 1 - 3, AND RN CLEAR

o lfon h ormone therang g.q, aldactna&svmnﬁom» ﬁéuroonnﬂae'dwraheaSe




POLYCYSTIC OVARIAN SYNDROME (STEIN-LEVENTHAL SYNDROME) GYN4.3

Reviewers to Consider:
« None

Background: Polycystic ovarian disease (PCOD) is characterized by a state of chronic oligo-ovulation and/or anovulation culminating in
oligomenorrhea and/or amenorthea. The ovaries are usually enlarged and lined with follicles in all stages of development but most are
afretic. No ideal treatment exists although hormones and birth control pills are often used to regulate the menstrual cycle. [Grifith’s
1998]

Signs and Symptoms: Amenorrhea, oligomenhorrhea, obesity, hirsutism, acne, dysfunctional uterine bleeding, infertility, hypertension,
virilism, enlarged ovaries, enlarged clitoris, deep voice.

! 'rerltoreTeview available,

Effective 2/12/2004 Page 2 of 2




PELVIC INFLAMMATORY DISEASE (PID) GYN 541

Encompasses a Spectrum of Inflammatory Disorders of the lipper Gepital Tract Includina_Anv,Combination.of:..
1) Endometritis; 2) Salpingitis; 3) Tubo-Ovarian Abscess; and 4) Pelvic Peritonitis.

All Applicants:
* Specialist Evaluation (Gynecologist) within the past 1 year to include the following:
- Number of episodes.
Dates of episodes.
- Treatment

Treatment complications, if any.
Current status
- Recommendations for follow-up over the next 3 years.
If Applicable:
» Discharge summary for all related hospitalizations.

1. One oriwo episodes of PII‘.i'__. SR
2. No, or resolved, symptoms.

3. Treatment complete and mfectlon resolvad for. at-.!aasrthe pasts months.
. huvasmsmnrwmbncaums‘wmbm’aa‘bnramc*péwp&m

5. :No h[story of: tubo-ovanan abscess o :

‘Meets. clearance criteria 1 5 AND

% ‘RN
o ff :hystsrectomy for PID post. surgery grsatsr than 3 montl'ls

Does not meets ciearanee t:ritena due to oneo "more the fallowmg : RN
-« Current: symptoms BEad e : :

'« Treatment not: complete or mfectlon notresolved'fom ieasrthe past' '
‘3months.

. Ii hysterectomy for: PlD post surgery isss fban ' momh.s

‘Does not'meets clearanca criterla due ttmnen[\_[nore oﬁlwfollowlngz_ h MED ADVISOR
'+ More than two-episodes of PID, i.e, recurrent; infection. : -
= Post treatment mmpllcations to mctude chromcq:raiwczﬁpam

- Hlstory ofmbo-ovanan abscess

614.0 Pelvic Inflammatory Disease, Acute
614.1 Pelvic Inflammatory Disease, Chronic

614.6 Pelvic Inflammatory Disease, With Adhesions
614.2 Salpingitis

615.9 Endometritis

614.2 Tubo-Ovarian Abscess

Cross Reference ICD.9.CM

Effective 1/15/99 Page 1




PELVIC INFLAMMATORY DISEASE (PID)

Reviewers to Consider:

* None

Background: PID comprises a spectrum of inflammatory disorders of the upper genital tract among women and may
include any combination of: 1) Endometritis; 2) Salpingitis; 3) Tubo-ovarian abscess; and 4) Pelvic peritonitis. PID
may recur in 23-42% of women with a previous diagnosis. Twenty percent will have a recurrence within 1 year. Whether or
not recurrence is caused by a new infection is not always clear. Frequently, pelvic pain persists after resolution of the

- infection. In a study of more than 100 women admitted to the hospital for treatment of PID, 24% reported persistent pelvic
pain 6 months after discharge. Once damaged, fallopian tubes are believed to be more susceptible to bacterial
colonization as a result of depressed host defenses, persistent inflammation, or other mechanisms (Kottman, 1995).
Chronic PID needs further treatment to prevent infertility and more adhesions. Patients with a history of PID generally
require no extra follow-up but are at risk for ectopic pregnancy and complications from the adhesions.

Literature review available.

Effective 1/15/99 Page 2




DYSFUNCTIONAL UTERINE BLEEDING GYN 6.1

All Applicants:
* Specialist Evaluation (Gynecoloaist) within the past 1 vear to include the fo!'=uinmiy.
- Etiology
- Symptoms
- Treatment
- Current status
- Recommendations for follow-up over the next 3 years.
If Applicable:
» Copy of endometrial biopsy with interpretation.
» Discharge summary for all related hospitalizations.

1. Applicant presents wnt one or more of the iollowmg symptoms
- Abnormal orirregular: uterine bleedmg ;
- Bleeding that is excessive in duration, frequency, or: arnount
- Bleeding between periods, i.e., spottmg,.\urralated to ovulation.

Meets clearance criteria, AND ST TR RN CLEAR
= Evaluation and diagnostic: work-up complete‘ PCMO FOLLOW-UP
« Etilogy determined:" bemgn ‘or unknown ‘cause wnh no: underlymg As recommended by provider.
pathology.

* No, resolved, or well toierated symptoms

Does not meet clearance criteria due to one or more of the following: RN DEFER

= Evaluation and diagnostic work-up not complete. ~ Requites-evaluation and

* Etiology not determined. - : 2 i: ‘specific diagnosis for
fikl ; ; “clearance. Correlate with

= Symptoms not resolved or well tolerated. ‘diagnostic guideline.

Does not meet clearance criteria due to one or more of the following: RN

* Etilogy determined: Known cause or underlying pathology. Correlate with specific

! diagnostic guideline.

626.8  Dysfunctional Uterine Bleeding

Cross Reference 1CD.9.CM

i
]l
|
|

| NOTES AND INSTRUCTIONS FOR REVIEWERS:

Reviewers to Consider: |
* None

Effective 1/15/89 Page 1




DYSFUNCTIONAL UTERINE BLEEDING

Background: Dysfunctional Uterine Bleeding (DUB) as defined by the American College of Obstetricians and
Gynecologists is ‘bleeding from the uterine endometrium unrelated to anatomic lesions of the uterus’. Disruption of
normal ovarian function, or anovulation, was considered part the definitign, and midcycle staining associated with
ovulation, menstrual irregularity associated with corpus luteum defect, and uterine bleeding secondary to ‘blood
dyscrasias, submucous myomas, endometrial polyps, uterine carcinoma, and accidents of pregnancy’ was not to be
considered dysfunction. By this definition, the diagnosis of DUB is a diagnosis of exclusion. Implicit is that its
anovulatory nature has already been demonstrated.” Any bleeding that is excessive in duration, frequency, or amount
for a particular patient should be considered abnormal and investigated accordingly. [Novaks Textbook of Gynecology,
11th ed.] '

Literature review available.

Effective 1/15/99 Page 2




ENDOMETRIAL CANCER GYN 62

All Applicants:
* Specialist Evaluation (General Surgeon or Oncologist) within the past 1 year to include the following:
- Documentation of recurrences within the past 5 years.
- Recommendations for follow-up over the next 3 years.
If Applicable:
» Discharge summary for all related hospitalizations.

2. No h|story of: recurrencss for at: ieasrtbe past Eyaar,s

' :ﬁégﬁ’-:c:'lééfanoe%i&ﬁtferiaf-1_3'2; LAND_-:-'- MED ADVISOR

+ No use of-adjuvant therapy.

Does not. meet c!earanee Jcrrtarla due 10 one nr more of:the-followmg
= Treatment: not*compleia' EA T
- Hlstory nfmcurremes wtthin ma past '-Byears

MED ADVISOR

Doesnut meet: clearance criterla due to nne ar moreaofthe foilowmg : MEDADVISOR
v, Currant use: nf ad;uvanl therapy R R

182.0 Endometrial Cander

Cross Reference ICD.9.CM

fm

Reviewers to Consider:
* None

Background: Tumors of the uterine fundus comprise the most common group of gynecologic malignancies. Annual
incidence figures for the United States have remained stable at 34,000 to 36,000 cases over the past decade. Deaths
from disease occur in 4,000 to 5,000 women per year. Women with high risk or advanced disease have a poor prognosis
and account for the most uterine cancer deaths.

Prognosis: Histopathologic risk factors have been extensively evaluated during the past two decades. Major prognostic
factors associated with the uterine component of the tumor are grade or cell type, depth of myometrial invasion, and
mas,axkeosision to the cervix. Less important are extent of uterine cavity involvement, lymph-vascular space invasion,
and tumer vasculadity, Nhwinusby, womeo, mbrseumnes have sorrad hevpor theu trons have A npomee Nenornsis. Thae
major extrauterine risk factors are adnexal metastases, pelvic or paraaortic lymph node spread, positive peritanssl.,
| cytology, peritoneal implant metastases, and distant organ meiastases_.

Effective 1/15/99 Page




ENDOMETRIAL CANCER

A detailed analysis of nearly 1000 patients has been presented by the Gynecologic Oncology Group. The risk for
developing recurrent disease was greatest in women whose tumors had metastasized to pelvic or paraaortic lymph
nodes, demonstrated gross intraperitoneal spread, or contained unequivocal lymph-vascular space invasion. Not
surprisingly, an exceptionally high incidence of recurrence was noted in cases with two or more risk factors. Based on the
findings of this and other surgical staging trails, the International Federation of Gynecology and Obstetrics (FIGO)
adopted a surgical staging system for uterine fundal cancers in 1988. [DeVita: Cancer: Principles and Practice of
Oncology, 5th ed.,Copyright © 1997 Lippincott-Raven Publishers]

Surgical Staging of Uterine Fundal Tumors:

Stage Description
Stage | The tumor is confined to the uterine fundus.
Stage IA Tumor is limited to the endometrium. .
Stage IB Tumor invades less than one half of the myometrial thickness.
Stage IC Tumor invades more than one half of themyometrial thickness.
Stage I The tumor extends to the cervix.
Stage 1A Cervical extension is limited to the endocervical glands.
Stage |IB Tumor invades the cervical stroma.
Stage |l There is regional tumor spread.
Stage IlIA Tumor invades the uterine serosa, adnexa, or positive peritoneal cytology.
Stage I1B Vaginal metastases are present.
Stage IlIC Tumor has spread to pelvic or paraaortic lymph nodes.
Stage IV There is bulky pelvic disease or distant spread.
Stage IVA Tumor invades the mucosa of the bladder or rectosigmoid.
Stage IVB Distant metastases are present [ FIGO 1988].

Recurrence in Patients With Positive Risk Factors: (Morrow et al. Relationship between surgical-pathological risk factors
and outcome in clinical stage | an Il carcinoma of the endometrium: a Gynecologic Oncology Group study. Gynecol Oncol
1991;40:60)

Follow-Up:
* Pap smear every 3 months for twovpars, thep, pyery Aoonoths for A vpars.
* Chest x-ray once a year [Griffith's, 1999]

Literature review available.

Effective 1/15/99 Page 2




ENDOMETRIAL HYPERPLASIA

GYN 63

All Applicants:

- Symptoms
- Treatment
- Current status
- Recommendations for follow-up over the next 3 years.
If Applicable:
» Copy of ultrasound report with interpretation.
» Copy of biopsy report with interpretation.

» Specialist Evaluation (Gynecologist) within the past 1 year to include the following:

1. »N {or resalvet! yperplas

el

|story of uterine orendometnal canoer

621.3 Endometrial Hypemlasia

Cross Reference 1CD.9.CM

Effective 1/15/89




ENDOMETRIAL.HYPFRR!I ARIA,

Reviewers to Consider:

* None

Background: Endometrial hyperplasia is a pathologic condition that is usually associated with abnormal uterine bleeding.
Hyperplasia of the endometrium resuits from estrogenic stimulation of the endometrium without the usual cyclic
modification of progesterone and, therefore, is almost invariably found in anovulatory women. Women with endometrial
hyperplasia have 3 treatment options: 1) hormone therapy with progesteronal agents; 2) dilation and curettage, or 3)

hysterectomy. Patients treated with hormone therany, mav,be treated for up, to one vear and reayjire freayent follow-1p..
during treatment.

Literature review available.

Effective 1/15/89 Page 2




ENDOMETRIOSIS

Includes Uterine Adenomyosis.

GYN 64

i G
e

All Applicants:

- Symptoms to include severity
- Treatment
- Current status
- Recommendations for follow-up over the next 3 years.
» If laparoscopy, copy of most recent laparoscopy report with interpretation.

If Applicable:
* Discharge summary for all related hospitalizations.

= Specialist Evaluation (Gynecologist) within the past 1 year to include the following:

PCMO FOLLOW-UP

Periodic evaluation by a board certified gynecologist
provider.

oranupe_rie_m_e_d

 Current, moderateto severe, symptoms.
e ﬂsymptommnuoledmﬁmnamnrpmwmedmaﬂonmmun
over the counter medication, NSAIDs, or oral mntrgce ﬂvwepﬂis 225

* Current megutar orsﬂysfunchonalmeﬂnerblaedmg
. I-hstory ofadenomyns i
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ENDOMETRIOSIS

Reviewers to Consider:

e R e T IR TR R T TN AL IEIC R W - T[S

and bowel. More distant sites include the vagina, cervix, abdominal wall, arm, leg, pleura, lung, diaphragm, kidneys,
spleen, and gallbladder.

Symptoms: Dyspareunia, dysmenorrhea, dyschezia, chronic pelvic pain, premenstrual spotting, spontaneous abortion,
infertility, and lutenized unrupiured follicle syndrome.

Treatment: May require 6 months of treatment with androgenic medications, with the usual side effect of hot flashes.
Patients often need to wait 3 months after treatment to see if symptoms recur before being released by the GYN. Eighty
percent of women using hormonal medications have side effects, i.e., weight gain, fluid retention, fatigue, hot flashes,

el e e e ek e Currmimml timmm e mbinm mf maminmbe st beombma it mf mbe s im S e e e e e s







UTERINE CANCER

* Endometrial stromal sarcoma develops from the stromal component of the endometrium.

* Leiomyosarcoma develops in the myometrium or in a myoma (fibroid).

Surgical Staging of Uterine Fundal Tumors:

Stage Description

Stage | The tumor is confined to the uterine fundus.

Stage 1A Tumor is limited to the endometrium.

Stage IB Tumor invades less than one half of the myometrial thickness.

Stage IC Tumor invades more than one half of themyometrial thickness.

Stage | The tumor extends to the cervix. '

Stage IIA Cervical extension is limited to the endocervical glands.

Stage |1IB Tumor invades the cervical stroma.

Stage I There is regional tumor spread.

Stage IlIA Tumor invades the uterine serosa, adnexa, or positive peritoneal cytology.

Stage 1lIB Vaginal metastases are present. |
Stage IIIC Tumor has spread to pelvic or pPiaRaiickiRabRaia :

PRSI TSSEEN TUNTOTS WiTT S ISHSION (0 vIX- HOWEVET, SU few pattertts ate placed in this category that
meaningful treatment data are not available. Very few patients with tumor spread outside of the uterus can be curatively
treated. Some women with small-volume regional disease have obtained long-term survival following external-beam
irradiation. However, most patients with advanced or recurrent disease ultimately experience disease progression and
die. [DeVita: Cancer: Principles and Practice of Oncology, 5th ed.,Copyright © 1997 Lippincoti-Raven Publishers]

Expected Course and Prognosis [Griffith’s, 1998}

Five year survival based on stage and tumor grade:
Grade 5 Year Survival (%)

IAG1
IBG2
ICG3
11A/B
1

v

252288

Follow-Up:
* Pap smear every 3 months for two years, then every 6 months for 3 years
* Chest x-ray once a year [Griffith’s, 1999]

| | Breaiture review available.

Effective 1/15/99 Page 2




UTERINE LEIOMYOMAS (FIBROIDS) GYN 6.6

All Applicants:
«  Report of Medical Examination within the past 1 year to include the following:
- Symptoms

- Clinical evidence of Gl, GU, or GYN obstruction.
- Current status, to include comment about stability of fibroids over the past 6 months.
- Treatment history, to include surgery.
- Assessment of need for medical intervention over the next 3 years.
- Recommendations for follow-up over the next 3 years.
.- Popyrtmnstrecentilirraovar.reopd, with. infrenpetation, tadnrlide size. Incaticon, ana numbper 6ftiproias.
If Applicable:
» Discharge summary for all related hospitalizations.

1. Size stable for at least the past 6 months determmed by exammmg health care prowder may be detemuned by pelvic exam or
ultrasound. TaE

2. Noirregular or dysfunctional uterine bleedmg

3. No,or mild, symptoms. :

4. If mild symptoms, well controlled non-narootlc med|cat|on eg., thh NSAIDs o birth controt pllls
5. No clinical evidence of GI, GU, or GYN obstruction. -

Meets clearance criteria1 - 5, AND % e ST RN CLEAR
« Ifleiomyectomy or hysterectomy, post surgery: grearer than 3 months

PCMO FOLLOW-UP !
Annual pelvic exam. |

| Does not meet clearance criteria due to one or more of the followin_g: RN DEFER
«  Size not stable for at least the past & months. '
« If leiomyomectomy. or hysterectomy, post surgery less than 3 months

Does not meet clearance criteria due to one or more of the following: MED ADVISOR
'+ Irregular or dysfunctional uterine bleeding. :
Mdoemfm;eextemgmjms ﬁmm:smm '

«  Symptoms controlied with narmtlcs or pam medlcam :fﬁiﬁh:'ﬂﬁilnsnr gl mmmm

blfth mntrol ptlls

218.0 Uterine Fibroids (Leiomyomas)
Cross Reference ICD.9.CM

Reviewers to Consider:
« None

Effective 4/23/2004 Page 1 of 2
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UTERINE LEIOMYOMAS (FIBROIDS) GYN 6.6

| Background: Uterine leiomyomas are well circumscribed, pseudo-encapsulated benign tumors of the uterus. ‘The majority are
asymptomatic and are only suspected from pelvic exam. Approximately 20-40% of all women have uterine fibroids. Fibroids frequently
regress after menopause. Approximately 10% recur following myomectomy. [Griffith’s, 1996]

Symptoms: The majority are asymptomatic and are only suspected from pelvic examination. The most common symptom is abnormal
uterine bleeding. Hypermenorrhea most common. Secondary anemia with associated symptomatology may result. Pressure on the
bladder may result in suprapubic discomfort, urinary frequency. Pressure on the rectosigmoid may result in low back pain. Edema and
varicosities of the lower extremities may result from large tumors. Pain may result from twisted, peduncalated myomas or degenerating,
hemorrhagic or infected myomas. Rapid growth particulary in perimenopausal or postmenopausal may indicate sarcoma (Griffiths,
2003).

Treatment: Treatment must be individualized. Patients with minimal symptoms may be managed with iron preparations and analgesics.

Conservative management: Asymptomatic myomas of less than 14 week's size gestation should be closely observed with pelvic
examinations and ultrasonography at 3-6 month intervals, as long as size is stable. Usually regress after menopause.

Nonsurgical therapies:

e Lutenizing hormone releasing hormone (LHRH) agonists induce an abrupt artificial menopause with cessation of bleeding and
shrinkage of myomas. Not recommended for more than 6 months. May be useful in perimenopausal patients or as an adjunct to
surgery.

»  Myolysis by needle cautery or cryotherapy. Long term outcome is unknown.

o Uterine artery embolization average 50% shrinkage; painful.

Surgical Measures:

»  Surgical management is indicated in the following situations:
| o Excessive uterine size (> 14 weeks gestation) or excessive rate of arowth .
o Submucous location if associated with hypermenorrhea.
o Pedunculated myomas may undergo torsion, pam mecrosis and hemorraae,

| PR Cumnlnmnim fram mraneea e I-\I»AM.-- o~




BARTHOLIN GLAND INFECTIONS GYN 71
Includes Infection, Abscesses, and Cysts..

All Applicants:
+ Report of Medical Examination to include the following:
- Number of episodes
- Symptoms
- Treatment

- Recommendations for follow-up over the next 3 years.

= 1r|lect|on ‘abscess,: r-cyst resoived
2. No, or resolved, symptorns '
. If -treated, treatment: complete

A hrston,f ‘of: inmsmn and dramage nr» marsuplahzatlon post prooedure greater than 6 weeks.

Heetsclearancemtena‘l-ﬁ AND e gz RN
e Smg[e eprsode.. by P e

- ‘Multiple episodes, i.e., recurrent. A :
-« Definitely treated with marsupializaiton.

‘Meets: clearanca criteria 1-4, AND DR S RN ~ CLEARWITH
e Muﬁlple episodes, - - s o ek S - ~ 'RESTRICTION

* No ‘history of marsuptallzaltcn nrJar.le.cL n}am.r maa}uamﬁ_. pe _ ___GYN Accommodafion. |
Does not meets clearance criteria due to one or more of the followmg RN DEFER

-» |Intection, abscess, or cyst not resolved. Deferral lefter requires

« If treated, treatment not complete. ! ’e"ie’:“n;’;:::'em“g

» |f history of incision and drainage or marsupialization, post procedure
| less than 6 weeks.

Does not meets clearance criteria due to one or more of the following: . MED ADVISOR
= Current symptoms.

i | Risk varies - assess based
| ! on detailed history.

| DIAGNOSTIC CODES
|

616.3 Bartholin Gland Abscess
616.2 Bartholin Gland Cyst

~ Cross Reference .. ICD.9.CM

NOTES AND INSTRUCTIONS FOR REVIEWERS:

Reviewers to Consider:

. ‘;]‘



BARTHOLIN GLAND INFECTIONS

Background: Many women have a single infection that is easily treated and requires no special follow-up. Recurrent
abscesses, however, may require treatment by marsupialization.

Marsupialization: Process of raising the borders of an evacuated tumor or abscess sac to the edges of the wound and
stitching them there to form a pouch. The interior sac suppurates and gradually closes by granulation.

Literature review available.

Effective 111599 Page 2




VAGINA AND VULVA CANCER

All Applicants:
» Specialist Evaluation (General Surgeon or Oncologist) within the past 1 year to include the following:
- Documentation of recurrences within the past 5 years.
- Recommendations for follow-up over the next 3 years.
If Applicable:
» Discharge summary for all related hospitalizations.

e W :Traatment .compt'ate, / _
2. 'No history of recurrences for.at leastthe past ._5_yea_rs_;_'.




VAGINA AND VULVA CANCER

International Federation of Gynecology and Obstetrics--Classification of Vaginal Cancer:
Stage 0 Carcinoma in situ

Stage | Carcinoma limited to the vaginal wall
Stage Il Carcinoma involving the subvaginal tissues but not extending to the pelvic wall
Stagelll Carcinoma extending to the pelvic wall

Stage IV Carcinoma extending beyond the true pelvis or involving the mucosa of the bladder or rectum.
Stage IVA  Involvement of adjacent organs (bladder, rectum)
Stage IVB Involvement of distant organs

Prognosis: “The prognosis for patients with vaginal squamous cell carcinoma depends primarily on the extent of disease
at the time of diagnosis. Stage | disease treated with radiation therapy results in 5-year survival rates of 80% to 90%.
Five-year survival rates for higher stages are 45% to 58% for stage Il, 25% to 40% for stage lll, and up to 10% for stage
IV. The overall 5-year survival rate is approximately 45%.” [Ryan: Kistner's Gynecology: Principles & Practice, 6th ed.,
Copyright © 1995 Mosby-Year Book, Inc.]

“The rates of local control. distant metastasis. and survival are all correlated stronaly, with tumor staag. Tumor size_
also appears to be an important predictor of outcome. Chyle and colleagues reported a higher rate of local and distant
failure for tumors larger than 5 cm in diameter; Kirkbride and colleagues reported a significantly better survival rate for
patients with tumors smaller than 4 cm in diameter; and Stock and colleagues reported better survival when disease was
limited to one third of the vaginal canal. Most investigators have been unable to find a correlation between tumor site and
outcome. However, Chyle and colleagues reported higher rates of local recurrence and overall relapse in patients with
posterior wall lesions, and Kucera and Vavra reported a better survival rate for patients whose tumors involved the upper
one third of the vagina. Tumors that involve the entire vagina tend to have a poorer prognosis, probably reflecting the
larger size of these lesions.

Investinators_disaogee_about e Minuence 6 mstiogcgrate and wype-on-otncore."Severai Tnvesnganors nave
reported a correlation between increasing grade of squamous carcinomas and recurrence, whereas others have found no
correlation. Chyle and colleagues reported significantly poorer survival and local control rates for patients with
adenocarcinoma, but other investigators found no difference in outcome for patients with squamous carcinomas or

adenocarcinomas.” [DeVita: Cancer: Principles and Practice of Oncology, 5th ed.,Copyright © 1997 LippincatbRriave:
Publishers]

Recurrence: Recurrences often occur locally and are more common in higher stages. Distant metastases occur later and

usually involve the lung and bone. Radical surgery may be attempted in selected cases of isolated, local recurrence.

~'Chemotherapy is being evaluated for a possible role in cases with systemic recurrence. [Ryan: Kistner's Gynecology:
Principles & Practice, 6th ed., Copyright © 1995 Mosby-Year Book, Inc.]

Literature review available.

Fffectivwe* 117519y "Page’s




VAGINITIS

|
All Applicants:

* Report of Medical Examination to include the following:
- Number of episodes within the past 2 years.
- Etiology
- Symptoms
- Treatment
- Recommendations for follow-up over the next 3 years.
» Copy of related diagnostic tests, i.e, tests to rule out sexually transmitted diseases.

_ clearance criteria "
~++ Resolved for atleast

“Does not meets clearance criteria due to one or more of the following:
-+ :Notresolved - onths. '




Applicants Using an IUD:

Applicants Using Depo Provera:

CONTRACEPTION GYN 8.1

Includes Oral Contraception, Barrier Contraception, Intrauterine Devices (IUD), and Long-Acting Progestins.

All Appllcants . ‘
«  Report of Medical Examination to include the following: |

Current menstrual pattern
Complications

Applicants Using Norplant: i

Insertion date

If Norplant inserted greater than 2 years ago and applicant wishes to keep Norplant in place during PC service: Applicant
Personal Statement verifying plan to use barrier method of contraception at 5 years post the insertion date.

Insertion date
Type of IUD
Need for removal or replacement over the next 3 years.

Date injections started
Date of last injection

Caniraceptwe use
‘2. Nosignificant complications.

-j'brea_k:.thrbughI.blee‘ﬁing::

lﬂeets clearanceacﬁt 'a 1

“3. Stable amenorthea, i.e.; no, or m1

Meets clearance criteria1-3,AND e o 2RN ’- CLEAR
Cantraoeptwe method Oral Contracegtwe 1ncludes 91-d reglmen-..: g
(Seasonale) ;

Meets cteamncecntena1 3,AND CLEAR

+ Contraceptive method - Contracegtwe Patch

Meats-:‘:le‘ara_nce criteﬁa‘:1_‘3,:iﬁNp _ e R CLEAR :

»  Contraceptive method - Barrier,e.q., Diaphragm, Cervical Capwith | Peacs Corps does not
Spermicide (see Comments). - = PR SaRee : provide the cervical cap (see

T - e it wmrnenki] _

- assrmcnou'
PGMO vanrmtm of qualified

gynemloglstln country
: mﬂll’ﬁd i

PCMO FOLLOW-UP
Periodic evaluation, to include pelvic exam, by a qualified
gynecologist or an experienced provider.

(continued on next page)

Effective 2/12/2004 Page 10of 7




CONTRACEPTION GYN 8.1

o »  Contraceptive method - Depo Provera
«  Status post flrst Depo Provera znjectmn g

Ie -Wéélé'a'fa:hce?cﬂteria“i-';3'-5 "

PCMO FOLLOW-UP
Norplant should be removed at 5 years post the insertion date.
If removal is not possible in country, a bamier method of
contraception must be used until Norplant can be safely
removed.

implants in place- dunng PC serwce Ap
verifying plans to use barrier method of ccmtraceptaon at 5 yearspo
msemon date (see Comments) : e

Does not meet. ciearance criteria dua to one ur more of the follomqg MED ADVISOR
 Significant complications. - - : e S
Unstabke amenarrhea e, maderate or severebreak thmugh g, .| Riskvaries - assess based on
il - el e aE “defailed history.

| V25 Contraception
Cross Reference ICD.9.CM

By

Reviewers to Consider:
. None

| CONTRACEPTIVE METHODS (Source: Adaoted from the Food and Drya Administration. 12/03)

| Male Condom
. FDA Approval Date: Latex: use started before premarket approval was required. Polyurethane: cieared in 1989; available starting 1995.
| Description: A sheath placed over the erect penis blocking the passage of sperm.
Failure Rate: 11 (a,b)
Some Risks: Irritation and allergic reactions (less likely with polyurethane).
Protection from Sexually Transmitted Diseases (STDs): Except for abstinence, latex condoms are the best protection against STDs,
including gonorrhea and AlDs.
Convenience: Applied immediately before intercourse; used only once and discarded. Polyurethane condoms are available for those
with latex sensitivity
Availability: Nonprescription

' *OMS Policy: OMS recommends the use of condoms that do not contain the spermicide, nonoxynol-9 (N-9). N-3 may increase the
transmission of HIV (see OMS policy memo dated 8/22/2000).
|

Effective 2/12/2004 Page 2 of 7



CONTRACEPTION GYN 8.1

Female Condom
FDA Approval Date: 1993
Description: A lubricated polyurethane sheath shaped similarly to the male condom. The closed end has a flexible ring that is inserted
into the vagina.
Failure Rate: (number of pregnancies expected per 100 women per year): 21
Some Risks: Imitation and allergic reactions
Protection from Sexually Transmitted Diseases (STDs): May give some STD protection; not as effective as latex condom
Convenience: Applied immediately before intercourse; used only once and discarded.
Availability: Nonprescription

Diaphragm with Spermicide

FDA Approval Date: Use started before premarket approval was resyisnéu.
Description: A dome-shaped rubber disk with a flexible rim that covers the cervix so that sperm cannot reach the uterus. A spermicide is
applied to the diaphragm before insertion.
Failure Rate: (number of pregnancies expected per 100 women per year): 17 (b, d. )
Some Risks: Irritation and allergic reactions, urinary tract infection. (c) Risk of toxic shock syndrome, a rare but serious infection, when
kept in place longer than recommended.
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: Inserted before intercourse and left in place at least six hours after; can be left in place for 24 hours, with additional
spermicide for repeated intercourse.
Availability: Prescription

Lea's Shield

FDA Approval Date: 2002

Description: A dome-shaped rubber disk with a valve and a loop that is held in place by the vaginal wall. Covers the
upper vagina and cervix so that sperm cannot reach the uterus. Spermicide is applied before insertion.

Failure Rate (number of pregnancies expected per 100 women per year): 15

Some Risks: Skin irritation, spotting, discomfort (female and male partners), urinary tract infection. Theoretical risk of
toxic shock syndrome.

Protection from Sexually Transmitted Diseases (STDs): None

Convenience: Inserted before intercourse and left in place at least 8 hours after; can be left in place for up to 48 hours
with additional spermicide for repeated intercourse.

Availability: Prescription

Cervical Cap with Spermicide

FDA Anproval e "erefififGap-: 1986, FeniGap-200s
Description: A soft rubber cup with a round rim, which fits snugly around the cervix.
Failure Rate (number of pregnancies expected per 100 women per year): Prentiff Cap—17; FemCap--23 (b, d. ¢)
Some Risks: Irritation and allergic reactions, abnormal Pap test. (c) Risk of toxic shock syndrome, a rare but serious
infection, when kept in place longer than recommended.
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: May be difficult to insert; can remain in place for 48 hours without reapplying spermicide for repeated
intercourse.
Availability: Prescription

*OMS Policy: OMS does not supply the cervical cap due to difficulties with proper fitting and use.

Sponge with Spermicide
FDA Approval Date: 1983 (Not currently marketed)
Description: A disk-sbaped rpluyrethana devine roofaininafhaspprmicidarnonyspnbO..
| Failure Rate nimher of nieoganries.eynpeted.ngr. 1 000mnme, npe vpatk, 14-28Jdu sl
| Some Risks: Irritation and allergic reactions, difficulty in removal. (c) Risk of toxic shock syndrome, a rare but serious
| infection, when kept in place longer than recommended.
| Protection from Sexually Transmitted Diseases (STDs): None
Convenience: Inserted before intercourse and protects for repeated acts of intercourse for 24 hours without additional
spermicide; must be left in place for at least six hours after intercourse; must be removed within 30 hours of insertion. Is
discarded after use.
Availability: Nonprescription; not currently. markefed. .

*OMS Policy: OMS does not supply, nor recommend the use of, the cervical sponge.

Effective 2/12/2004 Page 3 of 7




CONTRACEPTION GYN 8.1

Spermicide Alone
FDA Approval Date: Use started before premarket approval was required. Since November 2002, only one active
ingredient has been allowed.
Description: A foam, cream, jelly, film, suppository, or tablet that contains nonoxynol-9, a sperm-killing chemical
Failure Rate (number of pregnancies expected per 100 women per year): 20-50 (studies have shown varying
effectiveness rates)
Some Risks: Iritation and allergic reactions, urinary tract infections (c)
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: Instructions vary; check labeling. Inseited between 5 and 90 minutes before intercourse and usuallv left in
place at least six to eight hours after.
Availability: Nonprescription

Oral Contraceptives - Combines Pill
FDA Approval Date: First in 1960; most recent in 2003
Description: A pill that suppresses ovulation by the combined actions of the hormones estrogen and progestin. A
chewable form was aspprueedn Meuvethoe”203..
Failure Rate (number of pregnancies expected per 100 women per year): 1-2
Some Risks: Dizziness; nausea; changes in menstruation, mood, and weight; rarely, cardiovascular disease, including
high blood pressure, blood clots, heart attack, and strokes
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: Must be taken on daily schedule, regardless of frequency of intercourse. Women using the chewable
tablet must drink 8 oz. of liquid immediately after taking.
Availability: Prescription

Oral Contraceptives - Progestin-Only Minipill
FDA Approval Date: 1973
Noescirtinan." < Phreotrqinmyohny nd-nornanprogeSm fnarréuaces antd iinkrens cerincartinatas wprevent the sperm
from reaching the egg.
Failure Rate (number of pregnancies expected per 100 women per year): 2
Some Risks: Irregular bleeding, weight gain, breast tenderness, less protection against ectopic pregnancy
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: Must be taken on daily schedule, regardless of frequency of intercourse.
Availability: Prescription

Oral Contraceptives - 91-Day Regimen (Seasonale)
FDA Approval Date: 2003

Description: A pill containing estrogen and progestin, taken in 3-month cycles of 12 weeks of active pills followed by one |
week of inactive pills. Menstrual periods occur during the 13th week of the cycle. Ii
Failure Rate (number of pregnancies expected per 100 women per year): 1-2 [
Some Risks: Similar to oral contraceptives—-combined pill

Protection from Sexually Transmitted Diseases (STDs): None

Convenience: Must be taken on daily schedule, regardiess of frequency of intercourse. Since users will have fewer
periods, they should consider the possibility that they might be pregnant if they miss scheduled periods. May have more
unplanned bleeding and spotting between periods than with 28-day oral contraceptives.

Availability: Prescription

Patch (Ortho Evra)

FDA Approval Date: 2001

Description: Skin patch worn on the lower abdomen, buttocks, or upper body that releases the hormones progestin and i

estrogen into the bloodstream.

Failure Rate (number of pregnancies expected per 100 women per year): 1-2 (Annpessdalodssseactivednremae, |
weighing more than 198 pounds.) ‘
Some Risks: Similar te oral contraceptives--combined npill ‘

~ Protection from Sexually Transmitted Diseases (STDs): None

- Convenience: New patch is applied once a week for three weeks. Patch is not worn during the fourth week, and woman
has a menstrual period.

| Availability: Prescription

Effective 2/12/2004 Page 4 of 7



CONTRACEPTION

Vaginal Contraceptive Ring (Nuva Ring®)

A



CONTRACEPTION GYN 8.1

Some Risks: Irregular bleeding, weight gain, breast tenderness, headaches, difficulty in removal

rotection from Sexually Transmitted Diseases (STDs): None

Convenience: Implanted and removed by health-care provider in minor outpatient surgical procedure; effective for up to
five years.

Availability: Prescription. In July 2002, Norplant's manufacturer announced that it will no longer distribute the Norplant
system. Women using the system should contact their doctors about what their contraceptive options will be after the
five-year expiration date of their Norplant systems.

Additional Information: Causes complication in approximately 50% of users. These complications, usually amenorrhea or frequent
bleeding, require evaluation by a GYN. The findings are almost always negative. A woman on Norplant with amenorrhea needs access
tn reliable nrepnancy. fegfino... A.woman.an Nomlant with freonant hlessizomgmieas™a’ts rvbveirautm o Turg odraomuaitiamiss triar are
causing the bleeding. If the exams are negative, she requires no special follow-up. Norplant must be surgically removed or replaced
every 5 years.

Removal of Norplant After 5 Years: The manufacturers “strongly recommend the removal of Norplant System after five years. As the
Norplant System is a progestin-only contraceptive method, it is presumed that if a pregnancy occurs it may be more likely to be an
ectopic pregnancy. In addition, since the extended use of the Norplant System has not been studied, we cannot recommend use beyond
five years in patients who are using another method of contraception”. [Beamish, 1997

IUD (Intrauterine Device)
FDA Approval Date: 1976 (f)
Description: A T-shaped device inserted into the uterus by a health professional.
Failure Rate (number of pregnancies expected per 100 women per year): less than 1
Some Risks: Cramps, bleeding, pelvic inflammatory disease, infertility, perforation of uterus
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: After insertion by physician, can remain in place for up to one or 10 years, depending on type.
Availability: Prescription.
\dditional Information: Associated with an increased risk of pelvic infection, which may be higher in less hygienic
Jtuations abroad.]

Periodic Abstinence .

FDA Approval Date: NIA

Description: To deliberately refrain from having sexual intercourse dufing times when pregnancy is more likely.
Failure Rate (number of pregnancies expected per 100 women per year): 20

Some Risks: None

Protection from Sexually Transmitted Diseases (STDs): None

Convenience: Requires frequent monitoring of body functions (for example, body temperature for one method).
Availability: Instructions from health-care provider

Trans-Abdominal Sugical Sterilization - Female (Falope Ring, Hulka Clip, Filshie Clip)

FDA Approval Date: Early 1970s (q)

Description: The woman's fallopian tubes are blocked so the egg and sperm can't meet in the fallopian tube, preventing
conception. (h) '

Failure Rate (number of pregnancies expected per 100 women per year): less than 1

Some Risks: Pain, bleeding, infection, other post-surgical combligations. ectanic (tubal) preanancv.

Protection from Sexually Transmitted Diseases (STDs): None

Convenience: One-time surgical procedure that requires an abdominal incision.

Availability: Surgery

Sterilization Implant - Femaile (Essure System)
FDA Approval Date: 2002
= Description: Small metalfic implant that is placed into the fallopian tubes. The device works by causing scar tissue to
form, blocking the fallopian tubes and preventing conception. (h)
ailure Rate (number of pregnancies expected per 100 women per year): less than 1
,ome Risks: Mild to moderate pain after insertion, ectopic (tubal) pregnancy.
" Protection from SexualhvEsarraniinihGir LaseasesT 378 Mone
‘Convenience: Minor surgical procedure, permanent sterilization. Device is inserted through the vagina using a catheter.




CONTRACEPTION GYN 8.1

Surgical Sterilization - Male
| FDA Approval Date: NIA
| Descriptjon: Sealing. fyina. gr cutting. 3 man's xasdeferens, sndbatthe snerm canth raval s the tésticles 1o the penis. |
(h)
Failure Rate (number of pregnancies expected per 100 women per year): less than 1
Some Risks (serious medical risks from contraceptives are rare): Pain, bleeding, infection, other minor postsurgical
complications .
Protection from Sexually Transmitted Diseases (STDs): None
Convenience: One-time surgical procedure.

Availability: Surgery Ld m NP L L L Lkm
Mdm S e e R G S S P e e Lo e i . S ... W
M.RMPV_M. dgatekiiom sixesmonth study,and adiysted for nse.nf pmetgosy,~ookwacepuon.
km (b) If spermicides are used with barrier methods, be sure that the spermicide is compatible with the condom or *
VO N P | Nipphragm (wort paug itfo weglenier break)nPil-based lubricants (such as petroleum jelly or baby oil) will cause latex
¢ to weaken and should not be used with these methods.
dpb (c) Spermicides used alone, with barrier devices, or with condoms can cause iritation to the skin lining the vagina,

especially when the spermicide.is used freauentlv.. There is A nnssihilifv. fhat snermiridevinh increasetha fiskaf ..,
acquiring some sexually transmitted diseases because of disruption of the vaginal skin. Spermicide has not been proven
to be effective against bacteria and viruses in people. Therefore, there is no reason to use spermicide during pregnancy.
(d) Medications for vaginal yeast infections may decrease effectiveness of spermicides.

(e) Less effective for women who have had a baby because the birth process stretches the vagina and cervix, making it
more difficult to achieve a proper fit.

(f) First approval date of currently marketed IUDs. Some IUDs were sold before premarket approval was required. Those
products are no longer on the market.

() Sold before premarket approval was required (1976).

(h) A contraceptive option for people who don't want children. Considered permanent because reversal is typically
unsuccessful.

Literature review available.
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TERMINATION OF PREGNANCY - GYN 82
Includes Therapeutic and Elective Abortion.

All Applicants:
* Report of Medical Examination to include the following:
- Report of negative pregnancy test if procedure within the past 2 months.

Does not meet clearance criteria:due to one or more of the following: MED ADVISOR ' ‘

!

* Unresolved medical complications. _ Risk varies - assess based
on detailed history.

| : .
T, % | f

‘MHC

i Risk varies < assess based
|
|

* Unresolved emotional complications.

| Does not meet clearance criteria due toone or. more of the’ followmg
‘ on detailed history. !




MAMMOGRAPHY

Female Applicants Age 50 or Over:

* Mammography report with interpretation within the past 1year to include the following:
- Recommendations for follow-up over the next three years.
If Applicable:

* Comparison films

GYN 83

foltow-up, OH no mcommendatlons Specﬂmd

) Flad:ologist or: examnmghealth care: pmwderfec_ 1 mand mutme A

Annual mammogram.

‘Meets: clearance critena AND

_B_e_gn___dmg (Includes Densltles Irregulanttes nd Nodulantles).

- Radloboglst or exarmnmg heatth care prowder recornmend routms
foilow-up

PCMO FOLLOW-UP
Annual mammogram.

Meets t:learause.criteua., ,Ahlll

o _mnab!uﬁemmﬂlm (includes Densmes Irregulanhes and
‘Nodularities). -

. Radlologlst or-examining -heaith care provider recommend a short
mterval follow-up to confirm no change in an abnonna! fmdlng

RN.

'-Meéts’-élé'a:rani:e-:gﬁteria : 'AND
- = Radiologist or examining health care prowdermcommend additional

views, magnification,: ultrasound -or advanced mammographic
studies.

RN o

‘Meets clearance criteria , AND ks o Sl
~» Suspicious Finding o Do S
~+ Radiologist orhealth care provider recommend 'biopgy-‘

RN

“Meets clearance criteria , AND
. Hadidlogist:or..examining:health carenovidec e

RN

Effective 1/15/99
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MAMMOGRAPHY

87.37 Mammography

Cross Reference [CD.9.CM

Reviewers to Consider:

* Applicants cleared to a mammography country should bring, to their country of assignment, their most recent
mammogram films for comparison.

Background: In addition to regular breast examination, the Public Health Service (and other groups) recommend that

warpAn'@vEl the age of 50 receive mammography every one to two years. Mammography is expected to detect 2-4
cancers per 1000 women who are reqularly screened. The detection rate is expected to be higher for women havina their
“nrst mammaogram.

Literature review available.
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GYNECOLOGY SURGICAL PROCEDURES GYN 8.4

Inrlidas L anetngiarostspy, Laparotomy, Hysterectomy, Salpingectomy, and Oophorectomy.

All Applicants:
«  Report of Medical Examination to include the following:
- Date of surgery
- Type of surgical procedure
| - Reason for surgery

- Etiology, if known.

- Post surgical complications, if any.

- Treatment, if any, e.g., hormone replacement.

- Recommendations for follow-up over the next 3 years,
«  Copy of pathology report if underlying malignant etiology.
If Surgery Within the Past 1 Year:
» Discharge summaries for all related hospitalizations.
« Documentation of release from surgical care.

| CLEARANCE CRITERIA

4 Tlabam: of ciim el 10




GYNECOLOGY SURGICAL PROCEDURES

GYN 8.4

ﬂaetsf:clearance ntana1 3" A N

 MED ADVISOR

'MEDADVISOR

Risk varies - assess based on

- detailed history.

-« “Malignant etlology

| see spegiic cancer guideiine.

Laparoscopy
Laparotomy

Tubal Ligation
Hysterectomy
Salpingectomy
Oophorectomy, Bilateral
Oophorectomy, Unilateral

Cross Reference ICD.9.CM

Reviewers to Consider:
«  Shorter deferral period with adequate documentation and review by Medical Advisor.

ST R B AR

Literature review and abstract available.

Effective 11/15/2002
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OTHER GYNECOLOGY DISORDERS GYN 85
includes Ectopic Pregnancy, Pelvic Mass, and Uterine Prolapse.

All Applicants:
= Report of Medical Examination

If Medical Advisor Requests:
» Specialist Evaluation (Gynecologist)

 MEDADVISOR

‘3. Uterine Prolépsia ;

633.0 Ectopic Preganancy
789.3 Pelvic Mass
618.1  Uterine Prolapse

Cross Reference ICD.9.CM

Reviewers to Consider:

* None

Ectopic Preganacy: Extrauterine pregnancy - any pregnancy existing outside the confines of the uterine cavity.

Uterine Prolapse: Occurs when the integrity of supporting structures is lost. The allows the uterus to descend into the
vagina. In advanced cases, complete protrusion with inversion of the vagina occurs. Approximately 1 in 10 women
experince some degree of prolapse. Signs and symptoms include pelvic pressure and low back pain, dyspareunia, and
difficulty with urination and defecation. Treatment includes Kegel exercises, estrogen replacement therapy, and surgery.

Literature review available.
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