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PRI OR AUTHORI ZATI ON CRI TERI A 
DRUG CLASS  TESTOSTERONE PRODUCTS  
   
BRAND NAME*     
(generi c)    
  ANDRODERM 
  (test ost er one transder mal pat ch)  
 
  ANDROGEL   
  (test ost er one t opi cal gel) 
 
  DELATESTRYL 
  (test ost er one enant hat e i nj ecti on) 
 
  DEPO- TESTOSTERONE 
  (test ost er one cypi onat e i nj ecti on) 
 
  FORTESTA  
  (test ost er one t opi cal gel) 
 
  JATENZO 
  (test ost er one undecanoat e oral) 
 
  NATESTO 
  (test ost er one nasal gel) 
   
  STRI ANT 
  (test ost er one mucoadhesi ve buccal syst em)  
 
  TESTI M 
  (test ost er one t opi cal gel) 
   
  TESTOPEL 
  (test ost er one pr opi onat e i mpl ant pell ets) 
 
  (test ost er one t opi cal sol uti on)  
 
  VOGELXO 
  (test ost er one t opi cal gel) 
 
  XYOSTED 
  (test ost er one enant hat e) 
  
St at us:  CVS Care mark Criteri a         
Type:  I niti al Pri or Authori zati on       Ref # 1210- A 
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* Dr ugs t hat ar e li st ed i n t he t arget drug box i ncl ude bot h br and and generi c and all dosage f or ms and strengt hs unl ess 
ot her wi se st at ed.  OTC pr oduct s ar e not i ncl uded unl ess ot her wi se st at ed.  
 
 
FDA- APPROVED I NDI CATI ONS  
Andr oder m, Andr ogel, Fortest a, Nat est o, Stri ant, Testi m, test ost er one t opi cal sol uti on, Vogel xo  
Topi cal , buccal , nasal , i mpl ant, and i nj ect abl e t est ost erone pr oduct s ar e i ndi cat ed f or repl acement t her apy i n adul t mal es 
f or condi ti ons associ at ed wi t h a defi ci ency or absence of endogenous t est ost er one.  
Pri mar y hypogonadi sm (congeni t al or acqui red) - t esticul ar f ail ure due t o condi ti ons such as crypt orchi di sm, bil at eral 
t orsi on, orchiti s, vani shi ng testi s syndr ome, orchi ect omy, Kli nef elt er Syndr ome, che mot her apy, or t oxi c damage from 
al cohol  or heavy met al s. These men usuall y have l ow ser um t est ost er one concentrati ons and gonadotropi ns (FSH, LH) 
above t he nor mal  range.  
Hypogonadotropi c hypogonadi sm (congeni t al or acqui red) - gonadotropi n or l ut ei nizi ng hor mone-r el easi ng hormone 
(LHRH) defi ci ency or pit uit ary-hypot hal ami c i nj ury from t umor s, trauma, or radi ati on. These men have l ow t estost er one 
ser um concentrati ons but have gonadotropi ns i n t he nor mal  or l ow range.  
 
Li mi t ati ons of Use 
Saf et y and effi cacy of t opi cal , buccal , nasal , i mpl ant, and i nj ect abl e t est ost er one product s i n men wi t h “age-rel at ed 
hypogonadi sm” (al so ref erred t o as “l at e- onset hypogonadi sm”) have not been establ i shed.  
 
Saf et y and effi cacy of t opi cal , buccal , nasal , i mpl ant, and i nj ect abl e t est ost er one product s i n mal es l ess t han 18 years ol d 
have not been est abli shed.  
 
Topi cal  t est ost er one pr oduct s may have diff erent doses, strengt hs or appli cati on instructi ons t hat may resul t in di ff erent 
syst emi c exposur e.  
 
Del at estryl  
Mal es 
Del at estryl (Test ost er one Enant hat e I nj ecti on) i s i ndi cat ed f or repl acement t her apy i n condi ti ons associ at ed wi t h a 
defi ci ency or absence of endogenous t est ost er one.  
Pri mar y hypogonadi sm (congeni t al or acqui red) - t esticul ar f ail ure due t o crypt orchi di sm, bil at eral t orsi on, orchi ti s, 
vani shi ng t esti s syndr ome, or orchi ect omy.  
Hypogonadotropi c hypogonadi sm (congeni t al or acqui red) - gonadotropi n or l ut ei nizi ng hor mone-r el easi ng hormone 
(LHRH) defi ci ency, or pit uitar y- hypot hal ami c i nj ury from t umor s, trauma, or radi ati on. ( Appr opri at e adr enal  corti cal and 
t hyr oi d hor mone repl acement t her apy ar e still necessary, however, and ar e act ually of pri mary i mport ance).  
If t he above condi ti ons occur pri or t o pubert y, andr ogen repl acement t her apy will be needed duri ng t he adol escent years 
f or devel opment of secondar y sexual  char act eri sti cs. Pr ol onged andr ogen treat ment will be requi red t o mai ntai n sexual  
char act eri sti cs i n t hese and ot her mal es who devel op test ost er one defi ci ency aft er pubert y.  
Saf et y and effi cacy of Del atestryl i n men wi t h “age-rel at ed hypogonadi sm” (al so ref erred t o as “l at e- onset hypogonadi sm”) 
have not been est abli shed.  
Del ayed pubert y - Del at estryl  (Test ost er one Enant hat e I nj ecti on) may be used t o sti mul at e pubert y i n car ef ull y sel ect ed 
mal es wi t h cl earl y del ayed pubert y. These pati ent s usuall y have a f ami li al patt ern of del ayed pubert y t hat i s not secondary 
t o a pat hol ogi cal  di sor der; pubert y i s expect ed t o occur spont aneousl y at a rel ati vel y l at e dat e. Bri ef treat ment wi t h 
conservati ve doses may occasi onall y be j ustifi ed i n t hese pati ent s if t hey do not respond t o psychol ogi cal support. The 
pot enti al adverse eff ect on bone mat ur ati on shoul d be di scussed wi t h t he pati ent and par ent s pri or t o andr ogen 
ad mi ni strati on. An X-ray of t he hand and wri st t o det ermi ne bone age shoul d be obt ai ned every si x mont hs t o assess t he 
eff ect of treat ment on t he epi physeal  cent ers.  
Fe mal es 
Met ast ati c Ma mmar y Cancer - Del at estryl (Test ost er one Enant hat e I nj ecti on) may be used secondaril y i n wo men wi t h 
advanci ng i noper abl e met ast ati c (skel et al ) ma mmar y cancer who ar e one t o fi ve years post menopausal . Pri mar y goal s of 
t her apy i n t hese wo men i ncl ude abl ati on of t he ovari es. Ot her met hods of count er acti ng estrogen acti vity are 
adr enal ect omy, hypophysect omy, and/ or anti -estrogen t her apy. Thi s treat ment has al so been used i n pr e- menopausal  
wo men wi t h br east cancer who have benefit ed from oophor ect omy and ar e consider ed t o a have a hor mone-responsi ve 
t umor. Judgment concer ni ng andr ogen t her apy shoul d be made by an oncol ogi st wi t h experti se i n t hi s fi el d.  
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Depo- Test ost er one 
Depo- Test ost er one I nj ecti on i s i ndi cat ed f or repl acement t her apy i n t he mal e i n condi ti ons associ at ed wi t h sympt oms of 
defi ci ency or absence of endogenous t est ost er one.  
Pri mar y hypogonadi sm (congeni t al or acqui red) - t esticul ar f ail ure due t o crypt orchi di sm, bil at eral t orsi on, orchi ti s, 
vani shi ng t est es syndr ome;  or orchi ect omy.  
Hypogonadotropi c hypogonadi sm (congeni t al or acqui red) - gonadotropi c or LHRH defi ci ency, or pit uit ary- hypot hal ami c 
i nj ury from t umor s, trauma or radi ati on.  
Saf et y and effi cacy of Depo- Test ost er one (t est ost er one cypi onat e) i n men wi t h “age-r el at ed hypogonadi s m” (al so ref erred 
t o as “l at e-onset hypogonadi sm”) have not been est abli shed.  
 
Jat enzo 
Jat enzo i s an andr ogen i ndicat ed f or t est ost er one repl acement t her apy i n adul t mal es f or condi ti ons associ at ed wi t h a 
defi ci ency or absence of endogenous t est ost er one:  
Pri mar y hypogonadi sm (congeni t al or acqui red) - t esticul ar f ail ure due t o condi ti ons such as crypt orchi di sm, bil at eral 
t orsi on, orchiti s, vani shi ng testi s syndr ome, orchi ect omy, Kli nef elt er Syndr ome, che mot her apy, or t oxi c damage from 
al cohol  or heavy met al s. These men usuall y have l ow ser um t est ost er one concentrati ons and gonadotropi ns (FSH, LH) 
above t he nor mal  range.  
Hypogonadotropi c hypogonadi sm (congeni t al or acqui red) - gonadotropi n or l ut ei nizi ng hor mone-r el easi ng hormone 
(LHRH) defi ci ency or pit uit ary-hypot hal ami c i nj ury from t umor s, trauma, or radi ati on. These men have l ow t estost er one 
ser um concentrati ons but have gonadotropi ns i n t he nor mal  or l ow range.  
 
Li mi t ati ons of Use 
Saf et y and effi cacy of Jat enzo i n mal es l ess t han 18 years ol d have not been establ i shed.  
 
Test opel  
Mal es 
Andr ogens ar e i ndi cat ed f or repl acement t her apy i n condi ti ons associ at ed wi t h a defi ci ency or absence of endogenous 
t est ost er one.  
Pri mar y hypogonadi sm (congeni t al or acqui red) - t esticul ar f ail ure due t o crypt orchi di sm, bil at eral t orsi on, orchi ti s, 
vani shi ng t est es syndr ome;  or orchi ect omy.  
Hypogonadotropi c hypogonadi sm (congeni t al or acqui red) - gonadotropi c LHRH defi ci ency, or pit uit ary - hypot hal ami c 
i nj ury from t umor s, trauma or radi ati on.  
If t he above condi ti ons occur pri or t o pubert y, andr ogen repl acement t her apy will be needed duri ng t he adol escent years 
f or devel opment of secondar y sex char act eri sti cs. Pr olonged andr ogen treat ment wi ll be requi red t o mai nt ai n sexual  
char act eri sti cs i n t hese and ot her mal es who devel op test ost er one defi ci ency aft er pubert y.  
Saf et y and effi cacy of Testopel  (t est ost er one pell et s) in men wi t h “age-rel at ed hypogonadi sm” (al so ref erred t o as “l at e-
onset hypogonadi sm”) have not been est abli shed.  
Andr ogens may be used t o sti mul at e pubert y i n car ef ully sel ect ed mal es wi t h cl early del ayed pubert y. These pati ent s 
usuall y have a f ami li al patter n of del ayed pubert y t hat i s not secondary t o a pat hologi cal  di sor der; pubert y i s expect ed t o 
occur spont aneousl y at a rel ati vel y l at e dat e. Bri ef treat ment wi t h conservati ve doses may occasi onall y be justifi ed i n 
t hese pati ent s if t hey do not  respond t o psychol ogi cal  support. The pot enti al adverse eff ect on bone mat ur ati on shoul d be 
di scussed wi t h t he pati ent and par ent s pri or t o andr ogen admi ni strati on. An x-ray of t he hand and wri st t o deter mi ne bone 
age shoul d be t aken every 6 mont hs t o assess t he eff ect of treat ment on epi physeal  cent ers.  
 
Xyost ed 
Xyost ed (t est ost er one enant hat e) i nj ecti on i s an andr ogen i ndi cat ed f or t est ost er one repl acement t her apy i n adul t mal es 
f or condi ti ons associ at ed wi t h a defi ci ency or absence of endogenous t est ost er one:  

 Pri mar y hypogonadi sm (congeni t al or acqui red): t esti cul ar f ail ure due t o crypt orchi di sm, bil at eral t orsi on, orchiti s, 
vani shi ng t esti s syndr ome, or chi ect omy, Kli nef elt er’ s syndr ome, chemot her apy, or t oxi c damage from al cohol  or 
heavy met al s.  These men usuall y have l ow ser um t est ost er one concentrati ons and gonadotropi ns (f olli cl e-
sti mul ati ng hor mone [ FSH], l ut ei ni zi ng hor mone [ LH]) above t he nor mal  range.  

 Hypogonadotropi c hypogonadi sm (congeni t al or acqui red):  gonadotropi n or l ut ei nizi ng hor mone-r el easi ng 
hor mone (LHRH) defi ci ency or pit uit ary-hypot hal ami c inj ury from t umor s, trauma, or radi ati on.  These men have 
l ow t est ost er one ser um concentrati ons but have gonadotropi ns i n t he l ow or nor mal  range.  
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Li mi t ati ons of Use 

 Saf et y and effi cacy of Xyost ed i n mal es l ess t han 18 years of age have not been est abli shed.  
 
Co mpendi al Uses 
Gender Dysphori a14- 15, 18- 21  
 
 
COVERAGE CRI TERI A 
The request ed dr ug will be cover ed wi t h pri or aut hori zati on when t he f oll owi ng crit eri a ar e met:  

 The request ed dr ug i s bei ng pr escri bed f or pri mar y or hypogonadotropi c hypogonadi sm [ Not e: Saf et y and effi cacy 
of t est ost er one pr oduct s i n pati ent s wi t h “age-rel at ed hypogonadi sm” (al so ref erred t o as “l at e- onset 
hypogonadi sm”) have not been est abli shed.] 
AND 
o Bef or e t he st art of t est ost erone t her apy, t he pati ent has at l east t wo confi r med l ow mor ni ng t est ost er one 

l evel s accor di ng t o current pr acti ce gui deli nes or your st andar d l ab ref er ence val ues OR 
o For conti nuati on of t est ost erone t her apy: bef or e t he pati ent st art ed t est ost er one t her apy, t he pati ent had a 

confi r med l ow mor ni ng t estost er one l evel  accor di ng t o current practi ce gui deli nes or your st andar d l ab 
ref er ence val ues 

OR 

 The request ed dr ug i s bei ng pr escri bed f or gender dysphori a i n a pati ent who i s abl e t o make an i nf or med 
deci si on t o engage i n hor mone t her apy 

OR 

 Test ost er one enant hat e i njecti on (generi c Del at estryl ) i s bei ng pr escri bed f or i noper abl e met ast ati c breast cancer 
i n a pati ent who i s 1 t o 5 year s post menopausal  AND the pati ent had an i ncompl et e response t o ot her t her apy f or 
met ast ati c breast cancer  

OR 

 Test ost er one enant hat e i njecti on (generi c Del at estryl ) i s bei ng pr escri bed f or a pre menopausal  pati ent wi t h breast 
cancer who has benefit ed from oophor ect omy and i s consi der ed t o a have a hor mone-responsi ve t umor  

OR 

 Test ost er one enant hat e i njecti on (generi c Del at estryl ) or t est ost er one pr opi onat e impl ant pell et s ( Test opel ) i s 
bei ng pr escri bed f or del ayed pubert y  
 

 
RATI ONALE 
The i nt ent of t he crit eri a i s to pr ovi de cover age consi stent wi t h pr oduct l abeli ng, FDA gui dance, st andar ds of medi cal  
pr acti ce, evi dence- based drug i nf or mati on, and/ or publ i shed gui deli nes. Topi cal , buccal , nasal , i mpl ant, oral, and 
i nj ect abl e t est ost er one pr oduct s ar e i ndi cat ed f or replace ment t her apy i n adul t mal es f or condi ti ons associ ated wi t h a 
defi ci ency or absence of endogenous t est ost er one: congeni t al or acqui red pri mary hypogonadi sm (t esti cul ar f ail ure due t o 
condi ti ons such as crypt orchi di sm, bil at eral t orsi on, orchi ti s, vani shi ng t esti s syndro me, or orchi ect omy, Kli nefel t er 
Syndr ome, chemot her apy, or t oxi c damage from al cohol  or heavy met al s), congeni t al or acqui red hypogonadotropi c 
hypogonadi sm ( gonadotropi n or l ut ei ni zi ng hor mone-r el easi ng hor mone [ LHRH] defi ci ency or pit uit ary-hypot hal ami c i nj ury 
from t umor s, trauma, or radi ati on). Saf et y and effi cacy of t opi cal, buccal , nasal , i mpl ant, and i nj ect abl e t est oster one 
pr oduct s i n men wi t h “age-rel at ed hypogonadi sm” (al so ref erred t o as “l at e- onset hypogonadi sm”) have not been 
est abli shed. 1- 16 
 
A t est ost er one det er mi nati on, i n conj uncti on wi t h a free t est ost er one or sex hor mone- bi ndi ng gl obuli n l evel , i s t he 
t hreshol d t est i n t he eval uat i on of suspect ed mal e hypogonadi sm (ser um t ot al t estost er one l evel s l ess t han 300 ng/ dL 
[ nanogr ams per decilit er]). Test ost er one l evel s shoul d be det er mi ned i n t he mor ning, and st udi es shoul d be repeat ed i n 
pati ent s wi t h subnor mal  l evel s.17 The nor mati ve ranges f or t ot al and free t est ost er one l evel s i n heal t hy young men vary 
a mong l abor at ori es and assays. I n some l abor at ori es, t he l ower li mi t of t he nor mal  range f or t ot al t est ost er one l evel  i n 
heal t hy young men i s 280-300 ng/ dL and f or ser um free t est ost er one l evel  i s 5–9 pg/ mL (pi cogr ams per millilit er).  
Cl i ni ci ans shoul d use t he l ower li mi t of nor mal  range f or heal t hy young men est ablished i n t hei r l abor at ory. 17, 18  For i niti al 
t her apy, t est ost er one will be appr oved f or pati ent s wi th at l east t wo confi r med l ow mor ni ng t est ost er one l evel s accor di ng 
t o current pr acti ce gui deli nes or st andar d l ab ref er ence val ues. If t he pati ent i s al ready on t est ost er one t her apy and di d 
not get a repeat t est ost er one l evel  bef or e st arti ng t her apy, it woul d be i nappr opri ate f or t he pati ent t o st op treat ment t o get 
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a repeat t est ost er one l evel . For conti nuati on of t her apy, one l ow mor ni ng t est ost erone l evel  i s requi red bef or e t he pati ent 
st art ed t est ost er one t her apy.  
 
Test opel  and Del at estryl may al so be used t o sti mul ate pubert y i n car ef ull y sel ected mal es wi t h cl earl y del ayed pubert y. 
Bri ef treat ment wi t h conservati ve doses may occasi onall y be j ustifi ed i n t hese patient s if t hey do not respond t o 
psychol ogi cal support.5, 12, 15,16 
 
Del at estryl may be used secondaril y i n wo men wi t h advanci ng i noper abl e met ast ati c (skel et al ) ma mmar y cancer who ar e 
one t o fi ve years post menopausal . Pri mar y goal s of t her apy i n t hese wo men i ncl ude abl ati on of t he ovari es. Ot her 
met hods of count er acti ng estrogen acti vity are adr enal ect omy, hypophysect omy, and/ or anti -estrogen t her apy.1, 15, 16 Si nce 
t est ost er one i s not a first-li ne dr ug f or breast cancer, t he pati ent must have had an i ncompl et e response t o other br east 
cancer t her apy bef or e usi ng t est ost er one.  
 
Del at estryl has al so been used i n pr e- menopausal  women wi t h br east cancer who have benefit ed from oophor ect omy and 
ar e consi der ed t o a have a hor mone-r esponsi ve t umor. Judgment concer ni ng androgen t her apy shoul d be made by an 
oncol ogi st wi t h experti se i n t hi s fi el d. 5, 15, 16   
 
I nj ect abl e, or al, pell et, and transder mal  t est ost er one f ormul ati ons have a compendi al  use f or gender dysphori a i n 
transgender pati ent s who wer e assi gned f emal e sex at bi rt h. 19- 21  
 
Tr ansgender persons seeking t o devel op t he physi cal  char act eri sti cs of t he desi red gender requi re a saf e, effecti ve 
hor mone regi men t hat will suppr ess endogenous hor mone secr eti on and mai nt ai n sex hor mone l evel s wi t hi n t he nor mal  
range f or t he person’ s desi red gender. The t wo maj or goal s of hor monal  t her apy are t o reduce endogenous hor mone 
l evel s and, t her eby, t he secondar y sex char act eri sti cs of t he i ndi vi dual’ s bi rt h-assi gned gender and t o repl ace 
endogenous sex hor mone level s wi t h t hose of t he affirmed gender. The Endocri ne Soci et y suggest s t hat pubert al 
devel opment of t he affir med gender be i niti at ed at about t he age of 16 years, usi ng a gr aduall y i ncr easi ng dose schedul e 
of gender-affir mi ng hor mones. However, t he Endocri ne Soci et y Gui deli nes al so st at e t hat i dentifyi ng an age at whi ch 
pubert al devel opment i s i niti at ed can be diffi cult and may depend on sever al f act ors (such as t he age when pubert al 
suppr essi on was begun, medi cati ons used t o i niti at e pubert al suppr essi on, rel ati ve ri sks of prol onged pubertal  
suppr essi on, and t he l evel  of severit y of t he pati ent’ s di stress due t o gender dysphori a), and t he goal  i s t o start t he 
pr ocess at a ti me when t he i ndi vi dual  will be abl e t o make i nf or med, mat ur e deci sions t o engage i n t he treat ment. Some 
pati ent s may advance t o Tanner st age 2 of pubert al devel opment at an earl y age (such as 9 or 10) and usi ng pubert al 
suppr essi on t her apy f or 6 or 7 years may be deemed inappr opri at e. Medi cal  prof essi onal s i nvol ved i n t he patient’ s car e 
shoul d be i nvol ved i n assessi ng whet her t he pati ent i s ready t o make t he deci si on to begi n hor mone t her apy and pubert al 
devel opment.19 Ther ef or e, indi vi dual s who ar e abl e t o make an i nf or med deci si on t o engage i n hor mone t herapy will be 
appr oved.  
 
For transgender mal e persons, regi mens t o change secondar y sex char act eri sti cs f oll ow t he gener al pri nci ple of hor mone 
repl acement treat ment of mal e hypogonadi sm.  Test oster one gener all y can be gi ven or all y, transder mall y, or par ent er all y 
(I M) t o achi eve t est ost er one val ues i n t he nor mal  mal e range (320- 1000 ng/ dL).18,21 The agent pri maril y used f or 
endocri ne treat ment of transgender mal e or trans masculi ne pati ent s i s t est ost er one. When det er mi ni ng t he appr opri at e 
met hod of t est ost er one deliver y, many consi der ati ons shoul d be t aken i nt o account. The most well -descri bed f or mul ati on 
of t est ost er one t her apy used t o treat transgender mal e pati ent s i s i nj ect abl e t est ost erone est ers (cypi onat e or 
enant hat e).20 Because i ntramuscul ar t est ost er one cypionat e or enant hat e i s oft en ad mi ni st er ed every 2- 4 weeks, some 
pati ent s may noti ce a cycli c vari ati on i n eff ect s as well as mor e ti me out si de t he nor mal  physi ol ogi c l evel s.21 Due t o t hi s 
cycli c vari ati on, ot her pr eparati ons such as transder mal t est ost er one, oral t est ost erone, weekl y subcut aneous 
t est ost er one enant hat e i nj ecti on or subcut aneous t est ost er one i mpl ant pell et s may be consi der ed. Tr ansder mal  
t est ost er one has been shown t o pr ovi de l ess vari ati on i n ser um t est ost er one l evel s compar ed wi t h i nj ect abl e pr epar ati ons 
and mor e cl osel y mi mi cs physi ol ogi c t est ost er one l evel s. However, transder mal  pr epar ati ons achi eve l ow- nor mal  ranges 
of t est ost er one l evel s i n hypogonadal  men, whi ch may transl at e t o a l essened change i n physi cal appear ance and 
vi rili zati on i n t he transgender mal e pati ent.20 Or al t est ost er one undecanoat e f or mul ati ons avail abl e out si de t he Uni t ed 
St at es resul t i n l ower ser um t est ost er one l evel s t han nonor al  prepar ati ons. 21 However, st udi es f or Jat enzo indi cat e t hat it 
achi eves nor mal  ser um t estost er one l evel s i n hypogonadal  pati ent s, i ndi cati ng t hat nor mal  l evel s can be achi eved f or 
transgender pati ent s. 
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CRI TERI A FOR APPROVAL 
 

1  Is t he request ed dr ug bei ng prescri bed f or pri mar y or hypogonadotropi c hypogonadi sm? 
[ Not e: Saf et y and effi cacy of t est ost er one pr oduct s i n pati ent s wi t h “age-rel at ed 
hypogonadi sm” (al so ref erred t o as “l at e- onset hypogonadi sm”) have not been 
est abli shed.] 
[If no, t hen ski p t o questi on 5.] 
 

Yes No 

2  Is t hi s request f or a conti nuati on of t est ost er one t her apy? 
[If no, t hen ski p t o questi on 4.] 
 

Yes No 
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3  Bef or e t he pati ent st art ed test ost er one t her apy, di d t he pati ent have a confi r med l ow 
mor ni ng t est ost er one l evel  accor di ng t o current practi ce gui deli nes or your st andard l ab 
ref er ence val ues? 
[ No f urt her questi ons.] 
 

Yes No 

4  Does t he pati ent have at l east t wo confi r med l ow mor ni ng t est ost er one l evel s accor di ng t o 
current practi ce gui deli nes or your st andar d l ab ref er ence val ues?  
[ No f urt her questi ons.] 
 

Yes No 

5  Is t he request ed dr ug bei ng prescri bed f or gender dysphori a i n a pati ent who i s abl e t o 
make an i nf or med deci si on t o engage i n hor mone t herapy? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

6  Is t hi s a request f or t est oster one pr opi onat e i mpl ant pell et s ( Test opel )? 
[If yes, t hen ski p t o questi on 10.] 
 

Yes No 

7  Is t hi s a request f or t est oster one enant hat e i nj ecti on (generi c Del at estryl )? 
[If no, t hen no f urt her questions.] 
 

Yes No 

8  Is t he request ed dr ug bei ng prescri bed f or a pr e- menopausal  pati ent wi t h br east cancer 
who has benefit ed from oophor ect omy and i s consi dered t o have a hor mone-r esponsi ve 
t umor ? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

9  Is t he request ed dr ug bei ng prescri bed f or i noper abl e met ast ati c breast cancer i n a pati ent 
who i s 1 t o 5 years post menopausal  AND has t he patient had an i ncompl et e response t o 
ot her t her apy f or met ast ati c breast cancer ? 
[If yes, t hen no f urt her questi ons.] 
 

Yes No 

10  Is t he request ed dr ug bei ng prescri bed f or del ayed pubert y? 
 

Yes No 

 
 

Mappi ng I nstructi ons 

 Yes No DENI AL REASONS – DO NOT USE FOR MEDI CARE PART D 

1.   Go t o 2 Go t o 5  

2.   Go t o 3 Go t o 4  

3.   Appr ove, 36 
mont hs 

Deny You do not meet t he requi re ment s of your pl an. Your pl an covers t hi s dr ug when 
you have had a t est i n t he mor ni ng t hat showed l ow t est ost er one l evel s bef or e 
you st art ed t est ost er one t her apy. Your request has been deni ed based on t he 
i nf or mati on we have.  
[ Short Descri pti on:  No conf ir mati on of di agnosi s (t est s, l abs, et c.)] 

4.   Appr ove, 36 
Mont hs 

Deny You do not meet t he requi re ment s of your pl an. Your pl an covers t hi s dr ug when 
you have had t wo t est s i n the mor ni ng t hat showed l ow t est ost er one l evel s. Your 
request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on:  No conf ir mati on of di agnosi s (t est s, l abs, et c.)] 

5.   Appr ove, 36 
Mont hs 

Go t o 6  

6.   Go t o 10 Go t o 7  

7.   Go t o 8 Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers t hi s dr ug when you meet one of t hese condi ti ons:  
-  You have pri mary or hypogonadotropi c hypogonadi s m 
-  You have gender dysphori a and you can make an i nf or med deci si on t o use t hi s 
dr ug 
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Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on:  No approvabl e di agnosi s (all drugs except Del at estryl and 
Test opel )] 

8.   Appr ove, 36 
Mont hs 

Go t o 9  

9.   Appr ove, 36 
Mont hs 

Go t o 10  

10.   Appr ove, 36 
Mont hs 

Deny You do not meet t he requi re ment s of your pl an.  
Your pl an covers t hi s dr ug when you meet one of t hese condi ti ons:  
-  You have pri mary or hypogonadotropi c hypogonadi s m 
-  You have gender dysphori a and you can make an i nf or med deci si on t o use t hi s 

dr ug 
-  You have del ayed puberty 
-  For t est ost er one enant hat e i nj ecti on (generi c Del at estryl ), you ar e a 

post menopausal  pati ent wi th met ast ati c breast cancer, sur gery i s not possi bl e, 
and ot her dr ugs f or your cancer di d not work f or you 

-  For t est ost er one enant hat e i nj ecti on (generi c Del at estryl ), you ar e a 
pr emenopausal  pati ent wi t h breast cancer, have a hormone-r esponsi ve t umor, 
and had your ovari es removed 

Your request has been deni ed based on t he i nf or mati on we have.  
[ Short Descri pti on:  No approvabl e di agnosi s ( Del at estryl and Test opel )] 

 


