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* Dugstha aeligedinthetarge drug boxind ude bath brand and generic and dl dosage fa ns and strengt hs un ess
o herwse saed OTC products are nat ind uded un ess aher wse saed

FDA- APPROVED | NO CATI ONS

Androder m Androge, Fortesta Natesto, Sriant, Testi m testosteronetopica sd uion Voge xo

Top cd, buccd, nasd, i ndant, andirjectald etestosterone products areind caed fa red acement therapyinadut nd es
fa condtions assod @ ed wth a defid ency o absence of endogenous test ost er one.

Pri mary hypogonad sm(congenitd o acqured) - testicd a fdl ue dueto condtions such as cypgochidsm hilaerd
tagon oachtis vanshngtestis syndrone, achiectony, Hinddte Syndromne, chenotherapy, o tox c damage from
dcohd a heavy netds These men usudly havelow ser umtest ost er one concentrati ons and gonadatrop ns (FSH LH
above the nor el range.

Hypogonaddatrop ¢ hypogonad sm(congenitd o acqured) - gonadatrop n o | td iz ng hor none-rd eas ng hormone
(LHRH ddidency o gtutary-hypahd amcijuwyfromtunors, traumg, o rad aion. These nen havel owt estost erone
serumconcentrdions bu have gonadatrop nsinthe nor md o lowrange.

Li nitetions d Use
Saf ety and eficacy o top cd, buccd, nasd, i ng ant, andirjectal etestosterone productsin men wth“age-rel & ed
hypogonad sni (dsoreferedto as “1d e onset hypogonad sni) have na been estalished

Saf ety and efficacy o top cd, buccd, nasd, i ndant, andirjecald etestosterone productsin nd eslessthan 18 years dd
have na been est ali shed

Topi cd testosterone products may have dffeent doses, sreng hs a apgicaioninstrucionstha nay resudtin dfferent
systenmc exposure

Del a estryl

Mal es

Del aestryl (Testosterone Enanthaelrjedion) isind catedfa red acement therapy incondtions assod &ed wth a

defid ency or absence o endogenous test ost erone.

Pri mary hypogonad sm(congenitd a acquired) - testicu ar fdluwe duetoaypachdsm hlaerd tason achtis

van sh ngtestis syndrone, or archiectony.

Hypogonaddatrop ¢ hypogonad sm(congenitd o acqured) - gonadatrop n o | ud nz ng hor none-rd eas ng hormone
(LHRH ddfidency, o gtutary-hypathd amciuyfromtunors, traunmg, o rad aion (Appropriae adrend corticd and
thyrd d hor nrone red acenent therapy are ill necessary, however, and are actudly o pri naryi nportance).

If the above condti ons occur pri ar to puberty, androgen red acemnent therapy wil be needed duri ngthe add escent years
fa devd opnent o secondary sexud charact eri gics. Prd onged androgentrea ment wil berequiredto na rta n sexud
charact erigicsinthese and daher nd es who devd op test ost erone defid ency ater puberty.

Saf ety and efficacy o Dd aestryl in men wth“age-rd ated hypogonad sni (dsorefaredto as “l & e onset hypogonad s ni)
have na been estalli shed

Del ayed puberty - Dd @ estryl (Testost erone Enantha e Irjection) nay be usedto stimid @ e pubertyincarefuly sd ected
mal es wth d early dd ayed puberty. These patients usudly have afanilid patern d dd ayed pubertytha isna secondary
toapahdogcd dsorder; pubertyis expectedto occur sportaneousy & ard aivdylae dae Bid trea nent vith
conservaive doses may occas ondly bejudifiedi nthese paientsif they do na respondto psychd og cd support. The
paenid adverse fect on bone n&t uraion shou d be d scussed wththe paiert and parents pri o to androgen
admndgraion An Xray d the hand and wi g to determ ne bone age shou d be olt d ned every sx nonthsto assess the
effedt d trea ment onthe ep physed centers

Fe mel es

Met astaic Mammary Cancer - Dd aestryl (Testosterone Enanthatelrjection may be used secondarilyin wonmen wth
advand nginoperad e netastaic(skd eed) mammary cancer who are onetofive years post menopausd. Ri nmary gods o
therapy inthese woneninclude ald a&ion o the ovaries. Qher nethods o court eracti ng estrogen activity are

adrend et ony, hypophysectony, and o arti-estrogen therapy. Thistrea nent has d so been usedin pre- menopausd
women wth breast cancer who have benefited fromoophorectony and are consderedto a have a hor nbne-respons ve
tunor. Judgnment concerni ng andr ogen ther apy shou d be nade by an oncd og st with expertiseinthisfidd
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Depo- Test ost er one

Depo-Testosteronelrjedionisind caedfo red acenent therapyinthe md eincondti ons assod aed wth symptons o
defid ency ar absence o endogenous test ost erone.

Pri mary hypogonad sm(congernitd a acqured) - testicu ar fdluwe duetoaypachdsm hlaerd tadon achtis

vani shingtestes syndrone; a achedony.

Hypogonadatr op ¢ hypogonad sm(congenitd a acqured) - gonadatropg ¢ o LHRH defid ency, a ptutay- hypathd anic
inuyfromtunors, trauna or rad dion

Saf ety and efficacy d Depo- Test ost erone (test osterone cypionat €) in nen wth“age-rd @ ed hypogonad sni (d soreferred
to as “ld e-onset hypogonad sni) have na been est ablished.

Jatenzo

Jatenzois an androgenindca edfa testosterone red acement therapy in addt nalesfa condtions assod aed wth a
defidency or absence d endogenous t est ost er one:

Pri mary hypogonad sm(congenitd o acqured) - testicd a fdl ue dueto condtions such as cypgochidsm hilaerd
tadon ochtis van shngtestis syndronme, achectomnmy, Hingdte Syndrone, chenotherapy, o toxc damagefrom
dcohd a heavy netds These nen usudly havel ow ser umtest ost erone concertrati ons and gonadatrop ns (FSH LH
above the nor md range.

Hypogonadatrop ¢ hypogonad sm(congenitd o acqured) - gonadatrop n o | ud iz ng hor none-rd eas ng hormone
(LHRH ddfidency o ptutary-hypathd amcirjuyfromtunors, traunme, o rad aion These men havel owtestost erone
serumconcerntrdions bu have gonadatrop nsinthe nor md o lowrange.

L mtaions o Use
Saf ety and efficacy d Jaenzoin nmd eslessthan 18 years d d have na been estabished

Test opé

Mal es

Androgens areind caedfor red acenent therapyin condtions assod aed wth a defid ency or absence d endogenous
test ost erone

Pri mary hypogonad sm(congernitd a acquired) - testicu ar fdluwe duetoaypachdsm hlaerd tadon achitis
vanishingtestes syndrone; a achecony.

Hypogonadatrop ¢ hypogonad sm(congernitd o acqured) - gonadatrop ¢ LHRH defid ency, o gtutay - hypothd anic
ijuyfromtunors, trauma or rad aion

If the above condti ons occur priar to puberty, androgenred acenent therapy wil be needed duringthe add escent years
fa devd opnent d secondary sex char act eri gics. A donged androgentrea ment will berequredto e rtansexud
characterigicsinthese and dher md es who devd op test ost er one defid ency dter puberty.

Saf ety and efficacy o Testopd (testosterone pdlds)in men wth“age-rd @ ed hypogonadsni (dsorderredtoas‘lae
onset hypogonad sni) have na been est adished

Androgens may be usedtosti mi ae pubertyincarefuly sdected nd es wth d early dd ayed puberty. These patiernts
usudly have afanilid patern o dd ayed pubertytha is na secondaryto a pahdog cd dsoder; pubertyis expectedto
occur sportaneoudy & ard divdylae dae Bid treat ment wth conservative doses may occas ondly bejustifiedin
these paiertsifthey do na respondto psychd og cd support. The pa ertid adverse efect on bone et uraion shou d be
d scussed wththe patiert and parents pria to androgen adnin sraion An xray of the hand and wi & to deter nnne bone
age shou d betaken every 6 nonthsto assess the dfect d trea ment on eg physed centers.

Xyosted
Xyost ed (test ost erone enantha €) irjedionis an androgenind caedfo testosterone red acement therapyinadut nd es
fa condtions assod @ ed wth a defid ency o absence of endogenous test ost er one:
e Pri nary hypogonad sm(congenitd a acquired): testicd ar fal wre duetocryporchidsm hlaerd tardon achitis
vari shingtestis syndrone, orchiectony, Kinddte’'s syndrome, chenuot herapy, o tox c damage fromd cohd or
heavy netds These nmen usudly havel ow ser umtestost erone concertraions and gonadatrop ns (fdlid e
sti mu aing hor none [FSH, [udrang hor none[LH) abovethe nor md range
e Hypogonadatrod ¢ hypogonad sm(congeritd a acquired): gonadarodn a ludriz ng hor mone-rd eas ng
hor mone (LHRH defidency o dtutary-hypathd amcin uyfromtunors, traunme, or rad aion These nen have
| owt est ost er one serumconcertr i ons bu have gonadarop nsinthel ow o nor e range.
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Li nitetions o Use
o Safety and eficacy d Xyostedin nmd eslessthan 18 years d age have na been est adi shed.

Conpend d ses
Gender Dysphori a4 151821

COVERAGE CRTER A
The request ed drug wil be covered wth pri a aut hori zati on whenthe fdlowng criteia ae net:

e Therequested drugis bd ng prescribed fa pri mary o hypogonadatrop ¢ hypogonad sm[ Not e Saf ety and efficacy
of testosterone productsinpatients wth“age-rd @ ed hypogonad sni (dsorderedto as “1d e onset
hypogonad sni) have nd been estalished]

AND

o Beforethe gat d testosteronetherapy, the paiert has a | east two corfir med | ow norn ngtest ost erone
levd s accord ngto curent practice gu ddines o your standardl ab reference vd ues OR

o For cortinuaion o testost erone therapy. beforethe patient satedtest ost erone therapy, the paient had a
corfir red l ow norn ngtestosteronelevd accord ngtocurrent practice gu ddines or your standardlab
reference vd ues

OR
e Therequested drugis bd ng prescribedfa gender dysphoriaina paient whois ad eto nmake anirfo ned
ded d onto engagein hor none t her apy
OR
e Testosterone enantha eirjection (generic Dd aestryl) is bd ng prescri bed far i noper ald e net ast &i ¢ breast cancer
inapaien whois 1to 5 years post nenopausad ANDthe patient had aninconp eteresponseto a her therapy far
met ast &i ¢ breast cancer
OR
e Testosterone enanthat eirjection (generic Dd @ estryl) is be ng prescribed far a premenopausd paiert wth breast
cancer who has benefited fromoophorectony andis cons deredto a have a hor none-respons ve tunor
OR
o Testosterone enantha eirjection (generic Dd aestryl) or testosterone prod onateimpl ant pdles (Testopd) is
be ng prescribedfa dd ayed puberty

RATI ONALE

Theirntent d the citeriaisto provi de coverage cons sent wth product | abding FDA gu dance, sandards d medi cd
practice evi dence-based drugirfor metion, and or puldished gu ddines. Top cd, buccd, nasd, i ng art, ard, and

ifectad etestosterone products areindcaedfa redacenent therapyin adut md esfa condtions assod aed wth a
defid ency ar absence o endogenous testosterone congenitd a acqured pri mary hypogonad sm(testicd a falue dueto
condtions such as cypachdsm klaerd tason achtis vanshngtesis syndrome, o achecony, Kinddter
Syndrone, chenot herapy, or tox c danage fromd cohd o heavy netds), congenitd o acqured hypogonadatrop ¢
hypogonad sm(gonadatropin o | ue i ng hor none-rel eas ng hor none [LHRH defid ency o gtutay-hypathd amcinuy
fromtunors, traune, o radidion). Saf ey and dficacy of top cd, buccd, nasd, i ng art, andirjectad etest oster one
productsin men wth“age-rd aed hypogonad sni (dsoreferedto as “l d e onset hypogonad sni) have na been

est aldi shed. - 16

Atestost erone det er nnaion, i ncorj unction wth afree testosterone o sex hor none-hind ng d obdinlevd, isthe
threshd dtest inthe evd uation o suspected nmd e hypogonad sm(serumta d testost eronel evd sless than 300 ng dL
[nanograns per dedlite]). Testosteronelevd s shod d be deter mmnedinthe norrning, and stud es shod d be repeatedin
pati erts vith subnor mel 1eve .27 The nor netiveranges fa tad andfreetestosteronelevd sin hedthy young men vary
anong | abor a ai es and assays. Insone | abora aries, thel ower li it d the nor el rangefar tad testosteronelevd in
hedthy young nenis 280-300 ng dL andfa serumfreetestosteronelevd is 5-9 pg nL (gcogranms per nilliliter).
Qirnidans shod d usethelower li nit & nor mel range for hedthy young nen estadishedintherlaboraay. 1”18 Forintid
therapy, testosterone wil be approvedfa paierts wth a least t wo corfir medlow norningtestosteronelevd s accard ng
tocurent pradice guddines o gsandardlabre erence vd ues. If the patiert is dready ontest osterone therapy and d d
nat get arepea testosteronelevd befare sartingtherapy, it wod d beinappropri ee fa the patient to soptreat ment to get
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arepea testosteronelevd. For cortinuation o therapy, onelow nmornngtestosteronelevd isrequred bef orethe patiert
startedtest ost er one t her apy.

Testopd and Dd @ estryl may d so be usedto gi mi ae pubertyincarefuly sd eded nd es wth d early dd ayed puberty.
Bri ef trea ment with conservati ve doses may occad ondly bejugtifiedi nthese paientsif they do na respond to
psychd og cd support.5121516

Del @ estryl may be used secondarilyin women wth advand nginoperal e netastatic (skd eéd) mammary cancer who are
onetofive years post mnenopausd. Ri nary gods o therapyinthese wonenind ude al aion d the ovaries. G her

met hods d count er acti ng estrogen activity are adrend ectony, hypophysect ony, and o arti-estrogen t herapy.® 1516 §nce
tetosteroneis na afirg-line drugfor treast cancer, the patient nust have had anincony eeresponseto aher breast
cancer therapy bef are ud ng test ost erone.

Del aestryl has d so been usedin pre- nenopausd women wth breast cancer who have benéfited fromoophorect oy and
are cond deredto a have a hor none-respons ve tunor. Judgnment concer ri ng androgen ther apy shou d be nade by an
oncd og & with expertiseinthsfidd 51516

Ifedad e ad, pdld, andtransder md test ost erone farmul éi ons have a conpendd usefa gender dysphoriain
transgender patierts who were ass gnedfend e sex a hirth 192

Transgender persons seekingto deve opthe phys cd charac erigtics o the desired gender require a sa e efective

hor none reg nentha wil suppress endogenous hor none secr éion and na ndn sex ha nonelevd s wth nthe nor e
range fa the personi's desired gender. Thetwo g o god s o hor nond therapy are toreduce endogenous hor none
levd s and, thereby, the secondary sex characteridics of theindvidud’s hirthrassgned gender andtored ace
endogenous sex hor none levd s wththose o the &firmed gender. The Endocrine Sod ety suggeststha pubertd

devd opnent d the &fir med gender beiritided & about the age d 16 years, us ng a gradudlyincreas ng dose schedu e
o gender-dfir mng hor nones. However, the Endocrine Sod €y Qu ddines dso staetha idertifying an age a wh ch
pubertd deve opnent isiritiaded can be dfficdt and may depend on severd fadt ors (such asthe age when pubertd
suppress on was begun, ned caions usedtoiritiae pubertd suppress on rd aive risks o prd onged puberta
suppresson andthelevd o severity d the paient’s disress dueto gender dysphoria), andthe god isto gart the
process & ati me whentheindvidud will be adeto makeirfo med, met wre ded Sonsto engageinthe trea ment. Some
patierts may advanceto Tanner sage 2 o pubertd deved opnent & an early age (such as 9 a 10) and us ng pubertd
suppressiontherapy fa 6 or 7 years may be deenmedinappropride Medcd prdess ondsinvdvedinthe paient’s care
shou d beinvd vedin assess ng whet her the paiert isready to make the ded s onto beg n hor none therapy and pubertd
devd opnent.?® Therefare ind\vidud s who are ad etomake anirfa ned ded s onto engagein hor none therapy wil be
approved

For transgender nd e persons, reg nens to change secondary sex charact eri gics fdlowthe generd pindde o hor none
red acenment treat ment & nd e hypogonad sm Test oster one generdly can be gven ardly, transder mdly, o parenterdly
(IMtoachevetestosterone vd uesinthe nor mel el e range (320- 1000 ng dL).1821 The agent pri narily used far

endocri netrea ment o transgender nd e o transmascuine paierntsistestosterone. When deter i ngthe appropriae
met hod o test ost erone ddivery, nany cons der aions shou d betakenirto account. The nost wel-described fa md &ion
of testosteronetherapy usedtotrea transgender md e paientsisirjectald etestosterone esters (cyp onae o

enant ha €).20 Becauseinramuscu ar testosterone cyponate o enanthaeis dtenadmn sered every 2-4 weeks, sone
patierts may naice acydic vaidaioningfeds as wel as noreti me ouusdethe nor nd physdogclevd s Duetoths
cydic vari dion dher preparaions such astransder mal testosterone, ard testosterone, weeky subcut aneous

testost erone enant hat eirjection o subcut aneous testosteronei nd art pdles nmay be cons dered Transder md
test ost erone has been shownto provideless variaioninserumtestosteronel evds conpared wthirjectal e prepar ai ons
and nore dosdy minics physidog ctestosteronelevd s. However, transder nd prepar aions achi evel ow nor mel ranges
of testosteronelevd sin hypogonadd men, whch nay trand @ eto al essened changein physcd appearance and
virilizati oninthe transgender nd e patient.?° Qd test osterone undecanoat e for mulaions avalad e ous dethe United
Saesresutinlower serumtestosteronelevd sthan nonord preparaions.?! However, sud esfa Jaenzoind caetha it
achi eves nor nd serumtestost eronel evd sin hypogonadd patierts, ind caingthat nor el levd s can be acheved far
transgender pdierts.
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CR TER A FOR APPROVAL

1 Istherequested drug ba ng prescribed far pri mary o hypogonadatrod ¢ hypogonad s nf? Yes No
[Note Safey and eficacy of testosterone productsin patiernts wth“age-rd a ed
hypogonad s (dsorderredto as ‘| & e-onset hypogonad sni) have na been
est alli shed ]
[If na then sk pto question 5]

2 Isthisrequest far a cortinuation o test ost erone t herapy? Yes No
[If na then ski pto question 4.]
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3 Bef orethe patient gatedtest osteronetherapy, ddthe patient have a corfir med | ow Yes No
mor i ngtestosteronel evd accord ngto curent practice gu ddines or your ¢ andardlab
ref erence vd ues?
[ Nofuther questions.]
4 Does the paiert have a least two corfir med | ow norningtestosteronelevd s accord ngto Yes No
currert practice gu ddines or your sandardlabreerence vd ues?
[ Nofuther questions.]
5 Istherequested drug ba ng prescribedfar gender dysphoriaina patiert whois adeto Yes No
make anirfa med ded d onto engagein hor none t herapy?
[If yes, then nofuther questions.]
6 Isthis arequest fa testoster one prop onatei np ant pdl eés(Testopd) ? Yes No
[If yes, then skipto question 10.]
7 Isthis arequest fa test oster one enant ha eirj ecti on (generic Dd a estryl) ? Yes No
[If na then nofuther questions.]
8 Istherequested drug be ng prescribedfar a pre- mnenopausd paient wth breast cancer Yes No
who has benefited fromoophorectony andis cons dered to have a hor none-respons ve
tunor ?
[If yes, then nofuther questions.]
9 Isthe request ed drug be ng prescri bed far i noperad e met ast &ic kreast cancer ina paient Yes No
whois 1to 5 years post mrenopausd AND has the patient had aninconp e eresponseto
o her therapy far netastdic kreast cancer ?
[If yes, then nofuther questions.]
10 Istherequested drug be ng prescribedfa dd ayed puberty? Yes No
Mappi ng I nstructi ons
Yes No DEN AL REASONS — DONOT USE FOR MEO CARE PART D
1 | Goto2 Goto5
2 | Goto3 Goto4
3. | Approve 36 | Deny You do na neet therequrenents o your dan Your pan coversths dug when
mont hs you have had atest inthe morrnngtha showed|owtestosteronelevds befare
you s atedtestosteronetherapy. Your request has been deni ed based onthe
i rfar meti on we have.
[ Short Descripgiont No corfir nation o dagnosi s (tests labs, &c)]
4. | Approve, 36 | Deny You do na neet therequrements d your dan Your p an coversths drug when
Mont hs you have hadtwotestsinthe nmorrnngtha showedlowvtestosteronelevds Your
request has been den ed based ontheirfa netion we have
[ Short Descripgiont No corfir nation of dagnosi s (tests |abs, ec)]
5 | Approve 36 | Goto6
Mont hs
6. | Goto 10 Goto7
7. | Goto8 Deny You do na neet therequrenents d your dan

Your dan coversthis dugwhen you rmeet one d these condtions:

- You have pri mary o hypogonadatrop ¢ hypogonad s m

- You have gender dysphoria and you can nmake aninfa nmed dedsontouseths
drug
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Your request has been denied based onthei rf o mati on we have.

[ Short Descripgion No approvad e d agnosi s (dl drugs except Dd aestryl and
Test opd)]

8 | Approve 36 | Goto9
Mont hs
9. | Approve, 36 | Goto 10
Mont hs
10. | Approve, 36 | Deny You do na mneet therequrements o your dan
Mont hs Your dan coverstlis dugwhen you nmeet one o these condtions:

- You have pri mary o hypogonadatr opi ¢ hypogonadsm

- You have gender dysphoria and you can nmeke aninfa med dedsonto usethis
drug

- You have dd ayed puberty

- For testosterone enant hateirj ection (generic Dd a estryl), you ae a
post nenopausd paiernt vith netastaic breast cancer, surgeryis na poss e
and aher drugs fa your cancer dd na work fa you

- For testosterone enant hateirj ection (generic Dd a estryl), you ae a
prenmenopausd paiernt wth lreast cancer, have a hormone-respons ve tunor,
and had your ovariesrenoved

Your request has been denied based ontheirfa nmetion we have

[ Short Description No approval e d agnosi s (Dd aestryl and Test opd )]
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