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Th e  H onorable  H e rb B. Kuh n 
De puty Adm inis trator 
Ce nte rs  for Me dicare  and Me dicaid Se rvice s  (CMS) 
De partm e nt of H e alth  and H um an Se rvice s  
H ube rt H . H um ph re y Building 
200 Inde pe nde nce  Ave nue , SW  
W as h ington, DC 20201  

Re : CMS-139 2-P - Propos e d re im burs e m e nt rate s  for Radioim m unoth e rapy: Be xxar (I131 
tos itum om ab) and Z e valin (Y9 0 ibritum om ab)  

De ar Adm inis trator Kuh n:   

Patie nts  Agains t Lym ph om a is  a non-profit organiz ation, inde pe nde nt of h e alth  indus try 
funding.  In th is  le tte r w e  are  re pre s e nting th e  conce rns  of m any lym ph om a s urvivors   and 
th e ir love d one s i re garding propos e d CMS paym e nt policie s  for radioim m unoth e rapy (RIT) 
age nts  (Be xxar and Z e valin), adm inis tration, and s upply.ii     

As  s h ow n in th e  e nclos e d ch art iii, th e  propos e d re im burs e m e nt for Be xxar 
(I131Tos itum om ab) is  re gre ttably le s s  th an h alf its  cos t, w h ich  caus e s  h os pitals  to los e  
m one y, w h ich  if approve d w ould force  h os pitals  to s ubs idiz e  its  us e , w h ich  is  h igh ly unlik e ly. 

Th e s e  are  our m ain conce rns  about propos e d re im burs e m e nt rate s  for RIT for patie nts  w ith  
life -th re ate ning lym ph om as :    

o It w ill lim it patie nt acce s s  to h igh ly e ffe ctive  radioim m unoth e rapy iv by cre ating a 
s trong dis ince ntive  to pre s cribe  it.   

o It w ill e xace rbate d th e  “dis us e ”1 of RIT, contributing to los t opportunitie s v for 
patie nts  to live  longe r and be tte r w ith  lym ph om as .  

o It w ill contribute  to th e  te rm ination of radioim m unoth e rapy in th e  ne ar  
future .1, vi 

o It w ill be  a s trong dis ince ntive  for com panie s  to de ve lop nove l th e rapie s  for 
lym ph om as  and oth e r cance rs  in future .  

                                                
1 Market Forces Cited in Lymphoma Drugs’ Disuse - New York Times |  
  Journal of the National Cancer Institute, Volume 99, Issue 7, April 4, 2007 
  http://www.nytimes.com/2007/07/14/health/14lymphoma.html?ei=5070&en=842431405e3dca74&ex=1188100800&pagewanted=all   



W e  agre e  w ith  Dr. Mark  Kam ins k i, 2 a principal inve ntor of radioim m unoth e rapy, th at th e  low  
paym e nt policie s  for RIT w ill h ave  a “de vas tating” e ffe ct on lym ph om a patie nts  living w ith  th e  
dis e as e  today, on future  patie nts , and on cance r re s e arch  in ge ne ral – cre ating a dom ino 
e ffe ctvi de s cribe d in th e  appe ndix.   

Th e  ne e d:  Each  pe rs on’s  life tim e  ris k  of de ve loping a lym ph om a is  approxim ate ly 1 in 50. 
Pre s e ntly, in th e  Unite d State s  about 500,000 individuals  live  w ith  th e  dis e as e . 3  Mos t, but 
not all lym ph om as  are  of th e  b-ce ll type , w h ich  carrie s  th e  targe t re ce ptor for curre ntly 
approve d RIT. 

Th e  prove n im portance  of RIT:  Radioim m unoth e rapy is  a targe te d antibody-bas e d 
tre atm e nt th at m ore  s e le ctive ly binds  to cance r ce lls  and de live rs  radioactive  is otope s , w h ich  
k ill th e  tum or ce lls .  

It com bine s  radioth e rapy w ith  im m unoth e rapy, w h ich  m ay e xplain both  th e  pote ncy and th e  
long duration of be ne fit th at is  ofte n ach ie ve d and m e as ure d in ye ars . ivvii  Inde e d, RIT 
th e rape utics  are  th e  m os t pote nt and e ffe ctive  th e rape utic age nts  e ve r inve nte d for 
lym ph om a, and arguably for any cance r:   

Dr. Bruce  Ch e s on – an inte rnationally re cogniz e d e xpe rt on lym ph om as  and long-
s tanding form e r m e m be r of th e  FDA Oncological Drug Advis ory com m itte e  – re ce ntly 
s tate d:   

"RIT is  th e  m os t e ffe ctive , le as t us e d tre atm e nt in oncology. "Com panie s  are  
both  los ing m one y. Done  once , it's  ove r. 70-80%  CR (com ple te  re s pons e  
rate s ); up to h alf th e  patie nts  de pe nding on th e  conte xt. It's  e as ily tole rate d, 
but you can't s e ll it. .... Re as ons  you can't do it?" Com plicate d, but m ainly: 
Re q uire s  th e  oncologis t to s e nd th e  patie nt s om e w h e re  e ls e  to ge t 
tre atm e nt." 4 

Als o, in orde r to h igh ligh t th e  im pact of RIT: 

“In clinical trials  of Be xxar, obje ctive  re s pons e  rate s  range d from  54% -71%  in 
h e avily pre tre ate d patie nts . In th e  pivotal trial, th e  num be r of patie nts  w ith  a 
longe r duration of re s pons e  afte r tre atm e nt w ith  Be xxar w as  s ignificantly 
gre ate r th an th e  num be r of patie nts  w ith  a longe r duration of re s pons e  afte r 
th e ir las t q ualifying ch e m oth e rapy re gim e n. In 76 ne w ly diagnos e d patie nts , 
th e  obje ctive  re s pons e  rate  w as  9 7% , and 63%  of patie nts  ach ie ve d com ple te  
re s pons e s .”   
 

Be xxar: nove l radioim m unoth e rapy for th e  tre atm e nt of low -grade  and trans form e d low -grade  non-

                                                
2 Letter to CMS from Dr. Mark Kaminski dated 10/10/2006 

3  SEER FastStats 
http://seer.cancer.gov/faststats/sites.php?stat=Incidence&site=Non-Hodgkin+Lymphoma&x=10&y=12  

4 Follicular Lymphomas, Dr. Bruce Cheson,  LRF Education Forum - 2006 
http://www.presentme.com/FLASH/20061027LRFCheson/  



H odgk in's  lym ph om a. Oncologis t. 2004;9 (2):160-72. Re vie w . PMID: 150479 20 Se e  for de tails  and oth e r 
s tudy findings  be low .

  iv 

It’s  w orth  noting th at RIT is  m any tim e s  an alte rnative  to m ore  e xpe ns ive  and h igh e r-ris k  
s te m  ce ll trans plantation5 (SCT), w h ich  can be  e ffe ctive  but h as  a s ignificantly h igh e r 
m ortality ris k  and a gre ate r ne gative  im pact on q uality of life . Im portantly, SCT is  ofte n 
contraindicate d in olde r patie nts  – w h ich  is  th e  population m os t de pe nde nt on Me dicare . 

So w e  urge  th e  le ade rs h ip w ith in CMS to re cons ide r th e  “m e an unit m e th odology” for 
de te rm ining paym e nts  to h os pitals  for RIT in orde r to s afe guard and utiliz e  a prove n e ffe ctive  
tre atm e nt for patie nts  in ne e d, as  outline d in th e  appe ndix viii    

In s um m ary: 
Low  paym e nt rate s  to h os pitals  for RIT s e ts  a dange rous  and dis turbing 
pre ce de nt th at:  
    
o W ould incre as e  pain, s uffe ring, and los s  of life .  

Re al pe ople , s uch  as  m y s pous e  as  w e ll as  th e  unde rs igne d,i and m any th ous ands  
m ore  m ay los e  th e  opportunity to be ne fit from  RIT in orde r to live  longe r and be tte r, to 
provide  for th e m s e lve s  and th e ir fam ilie s  and to contribute  to s ocie ty.  

Th e  alte rnative  to RIT w ill m any tim e s  be  de ath , or re s cue  via le s s  e ffe ctive  or h igh e r-
ris k  th e rapy and m ore  e xpe ns ive  in-patie nt tre atm e nts , s uch  as  Ste m  Ce ll 
Trans plantation.  

 
o W ould lim it a ph ys ician's  ability to pre s cribe  a h igh ly e ffe ctive  th e rapy today 

A w e ll-e s tablis h e d body of lite rature   cle arly s h ow s  th at RIT is  h igh ly e ffe ctive  ye t 
unde rutiliz e d; and th at RIT can induce  durable  com ple te  re s pons e s  in a s iz able  
pe rce ntage  of patie nts  re fractory to ch e m oth e rapie s . 

 
o Could le ad to th e  te rm ination of radioim m unoth e rapy in th e  ne ar future .  

Th e s e  drugs  are  alre ady at a financial dis advantage  be caus e  oncologis ts  m us t re fe r 
patie nts  to nucle ar m e dicine  ph ys icians  or radiation oncologis ts  and th us  oncologis ts  
are  m ore  lik e ly to pre s cribe  drugs  w h ich  th e y can adm inis te r. 

CMS s tatis tics  on us age  alre ady s h ow s  th at th e s e  age nts  are  rare ly pre s cribe d in 
re lation to oth e r protocols  th at are  not as  e ffe ctive . ix 

Th e  m ark e tplace  difficultie s  face d by both  Be xxar and Z e valin h ave  both  be e n w e ll 
docum e nte d in national pre s s , including a re ce nt fe ature  in th e  NY Tim e s  and JCNI. 

Couple d w ith  th e  re fe rral proble m , m any e xpe rts  and advocate s  be lie ve  th at th e  
propos e d re im burs e m e nt w ill s pe ll th e  e nd of th e s e  drugs . 

 
o W ould be  a dis ince ntive  for th e  ph arm ace utical indus try to de ve lop ne w  cance r drugs .  

                                                
5 Blood and marrow transplantation compensation: perspective in payer and provider relations. Biol Blood 
Marrow Transplant. 2004 Jul;10(7):427-32. Review.  PMID: 15205664 



As  you k now , de ve loping and te s ting ne w  cance r drugs  is  h igh  ris k , tim e -
cons um ing, and e xpe ns ive  proce s s .  Re ce nt e s tim ate s  s h ow  th e  cos t m ay be  
as  h igh  as  $9 00 m illion to de ve lop and as s e s s  a ne w  cance r drug.   

W e  ne e d to adopt policie s  th at w ill m ak e  com panie s  m ore  w illing to tak e  th e  
cons ide rable  financial ris k s , not le s s  w illing, if w e  to m ak e  good on our 
s ocie ty’s  com m itm e nt to w age  w ar on cance rs . 

It's  im portant to note  and to fully cons ide r th at m os t ne w  drugs  don't w in 
m ark e ting approval. Th us , it's  e s s e ntial th at s pons ors  w h o s ucce e d in 
de ve loping urge ntly ne e de d drugs  for cance r be ne fit financially.   
Profit ince ntive  drive s  innovation and s us tains  th e  "w ar agains t cance rs ", 
dis e as e s  th at tak e s  s uch  a m igh ty toll on Am e ricans  e ach  ye ar. x 

Th e  re porting s ys te m  doe s  not le nd its e lf to s tak e h olde r participation and com m e nts : 
   

o Th e  pe ople  affe cte d by cance r and th e ir love d one s , are  th e  prim ary s tak e h olde rs , as  are  
patie nts  w h o w ill be  diagnos e d in future  (th e  public).  

As  patie nts  and  care give rs  of cance r patie nts , w e  re s pe ctfully re q ue s t th at 
CMS cons ide r e valuating and m odifying th e  m anne r in w h ich  re gulatory 
inform ation is  conve ye d.  As  a group, w e  include  individuals  w e ll ve rs e d in 
m e dical te rm inology and re ading re gulatory publications .  None th e le s s , w e  
h ope  it w ill be  h e lpful to CMS to k now  th at alth ough  w e  w ork e d as  a group, w e  
found it e xtre m e ly difficult to de ciph e r th e  m e aning and im pact of th e  propos e d 
re gulations  affe cting re im burs e m e nt for Z e valin and Be xxar.  It’s  our h ope  th at 
CMS w ill m odify th e  m anne r in w h ich  s uch  inform ation is  conve ye d in orde r for 
laype ople  to com pre h e nd th e  conte nt and it’s  pote ntial im pact on our live s .   

     In clos ing, w e  cannot afford to ignore  th e s e  is s ue s  or to be  s ile nt. Unde rpaying h os pitals  
for cos ts  of providing radioim m unoth e rapy is  alre ady h aving a ne gative  im pact on th e  le ve l of 
care  for patie nts  w ith  lym ph om a, w h o now  h ave  an im proving h ope  of conq ue ring or be tte r 
m anaging th e  dis e as e  and living norm al, productive  live s .  W e , as  w e ll as  th e  unde rs igne d i 
w h o s h are  th e ir conce rns  in th e  attach m e nts  to th is  le tte r, urge  CMS to fully re im burs e  for th e  
us e  of Be xxar and Z e valin. 

     W e  als o urge  CMS, th e  m e dical com m unity, advocate s , and our e le cte d re pre s e ntative s , 
to w ork  coope rative ly in orde r to fully fund CMS and ide ntify re s pons ible  w ays  to re duce  
h e alth  care  cos ts  in orde r to m e e t th e  urge nt ne e ds  of cance r patie nts , pre s e nt and future .  
Th ank  you for your atte ntion to our conce rns .  

Re s pe ctfully,  

 

Karl Sch w artz   (care give r) Pre s ide nt, Patie nts  Agains t Lym ph om a 
Be ts y de  Parry (s urvivor)   
Kate  Cors m e ie r (care give r) Es q . 
Linda Ge rs tle y (care give r) Ph .D.  
 
cc: our re pre s e ntative s  



Appendix i – ix (details and references) 
                                                
i    The public outcry against the proposed cuts is further evidenced by the fact that this 
letter was endorsed by more than 1,500 citizens representing every region of the United 
States in the very short time period of approximately 14 days since we learned about this 
issue. Among the names are  physicians who specialize in treating lymphoma patients, which 
validates and reinforces our concerns.  
 
  The confidential list has been mailed separately because of the privacy concerns of 
some patients. 

ii  Federal Register / Vol. 72, No. 148 / Thursday, August 2, 2007 / Proposed Rules 
  http://www.cms.hhs.gov/QuarterlyProviderUpdates/downloads/cms1392p.pdf  
 
Proposed mean cost for Bexxar:  8,283.41 and Zevalin: 12,030.02  (page 42740) 
 
pg 42740 / 42845 
A9545 . I131 tositumomab, rx 1645 ..... K ........... 8,283.41 (Proposed CY 2008 mean cost/payment rate) 
A9545 I131 tositumomab, rx 1645 ..... K ........... 8,283.41 (Proposed CY 2008 mean cost/payment rate) 

Pg 43035 
G3001 ........ Admin + supply, tositumomab  $1,925.11 (Proposed CY 2008 payment rate) 

iii  Table: Estimated Cost versus Reimbursement - produced by Patients Against Lymphoma 

COMPARISON OF COST TO PROPOSED REIMBURSEMENT FOR I131TOSITUMOMAB 
  

  COST 
PROPOSED 

REIMBURSEMENT LOSS 
      
DOSIMETRIC DOSE*     
     DOSE 1 $2,188.75 $1,925.11 $263.64 
     DOSE 2 $2,188.75 $1,925.11 $263.64 
      
DIAGNOSTIC (DX) DOSE** $2,317.50 $1,022.88 $1,294.62 
      
THERAPEUTIC (RX) DOSE $20,085 $8,283.41 $11,801.59 
      
COMPOUNDING $3,000 $0.00 $3,000.00 
      
TOTAL $29,780.00 $13,156.51 $16,623.49 
      
*Categorized as Admin and Supply 
**Categorized as Tumor Imaging, Whole Body     
 
 
 
 
 



                                                                                                                                                   

iv Select RIT Abstracts – highlighting the ability of RIT to induce durable remissions 
 
* Be xxar radioim m unoth e rapy for re laps e d or re fractory B-ce ll non-H odgk in lym ph om a:  
update d re s ults  and long-te rm  follow -up of th e  Unive rs ity of Mich igan e xpe rie nce .  
Blood. 2000 Aug 15;9 6(4):1259 -66. PMID: 109 42366  
 
”For all 42 re s ponde rs , th e  m e dian progre s s ion-fre e  s urvival w as  12 m onth s , 20.3 for th os e  w ith  
CR. Se ve n patie nts  re m ain in CR 3 to 5.7 ye ars . Sixte e n patie nts  w e re  re -tre ate d afte r progre s s ion; 9  
re s ponde d and 5 h ad a CR. Re ve rs ible  h e m atologic toxicity w as  dos e  lim iting.” 

* Targe te d Radio-Im m unoth e rapy w ith  Be xxar Produce s  Durable  Re m is s ions  in Patie nts   
w ith  Late  Stage  Low  Grade  Non-H odgk in's  Lym ph om as .  
Trans  Am  Clin Clim atol As s oc. 2004;115:255-72. PMID: 170609 72  
 
”Re s pons e  rate s  w e re  56%  (ove rall) and 30%  (com ple te ). W ith  a m e dian follow -up of 44.6 m onth s ,  
30%  of th e  patie nts  ach ie ve d a long-te rm , durable  re s pons e ; m e dian tim e  to progre s s ive  dis e as e   or 
de ath  w as  5 ye ars . Be xxar radioim m unoth e rapy for re laps e d or re fractory B-ce ll non-H odgk in 
lym ph om a:  update d re s ults  and long-te rm  follow -up of th e  Unive rs ity of M ich igan e xpe rie nce .  Blood. 
2000 Aug 15;9 6(4):1259 -66. PMID: 109 42366 | Re late d abs tracts   
 
For all 42 re s ponde rs , th e  m e dian progre s s ion-fre e  s urvival w as  12 m onth s , 20.3 for th os e  w ith  
CR. Se ve n patie nts  re m ain in CR 3 to 5.7 ye ars . Sixte e n patie nts  w e re  re -tre ate d afte r progre s s ion; 9  
re s ponde d and 5 h ad a CR. Re ve rs ible  h e m atologic toxicity w as  dos e  lim iting. 

* Efficacy and s afe ty of Be xxar in B-ce ll lym ph om a, progre s s ive  afte r rituxim ab.  
J Clin Oncol. 2005 Fe b 1;23(4):712-9 . Epub 2004 De c 21. PMID: 1561369 5  
 
th e  OR and CR rate s  w e re  86%  and 57% . Es tim ate d 3-ye ar Progre s s ion Fre e  Survival (PFS) in  
th is  s ubgroup w as  48% , com pare d w ith  11%  for all oth e rs  (P = .002).  
Trans ie nt grade  3 to 4 m arrow  toxicity w as  s e e n in 50%  of patie nts . Tw o patie nts , one  of w h om  
re ce ive d tw o s ubs e q ue nt ch e m oth e rapy re gim e ns , de ve lope d s e condary m ye lodys plas ia.  
  
CONCLUSION: (131)I tos itum om ab is  e ffe ctive  in CD20-pos itive  lym ph om a progre s s ive  afte r 
rituxim ab, w ith  a 65%  O R rate  and m e dian Progre s s ion Fre e  Survival (PFS) of 24.5 m onth s  for 
re s ponde rs . Patie nts  w ith  follicular grade  1 or 2 h is tology and tum ors  < or = 7 cm  ach ie ve d ve ry h igh  
OR and  CR rate s , w ith  48%  PFS at 3 ye ars .” 
 
* Be xxar: nove l radioim m unoth e rapy for th e  tre atm e nt of low -grade  and trans form e d low -
grade  non-H odgk in's  lym ph om a. Oncologis t. 2004;9 (2):160-72. Re vie w . PMID: 150479 20  
 
In clinical trials  of Be xxar, obje ctive  re s pons e  rate s  range d from  54% -71%  in h e avily pre tre ate d 
patie nts . In th e  pivotal trial, th e  num be r of patie nts  w ith  a longe r duration of re s pons e  afte r tre atm e nt 
w ith  Be xxar w as  s ignificantly gre ate r th an th e  num be r of patie nts  w ith  a longe r duration of re s pons e  
afte r th e ir las t q ualifying ch e m oth e rapy re gim e n. In 76 ne w ly diagnos e d patie nts , th e  obje ctive  
re s pons e  rate  w as  9 7% , and 63%  of patie nts  ach ie ve d com ple te  re s pons e s .  

* A clinical and s cie ntific ove rvie w  of tos itum om ab (Z e valin) and iodine  I 131 tos itum om ab (Be xxar). 
Se m in Oncol. 2003 Apr;30(2 Suppl 4):22-30. Re vie w . PMID: 12728404  
 
"th e s e  s tudie s  s h ow  th at tos itum om ab and iodine  I 131 tos itum om ab tre atm e nt is  s afe  and  
induce s  h igh  re s pons e  rate s  and durable  re m is s ions  in h e avily pre tre ate d patie nts  w ith   
low -grade  or trans form e d low -grade  NH L"  



                                                                                                                                                   
* Tos itum om ab (Z e valin) and iodine -131 tos itum om ab (Be xxar) produce s  durable  com ple te  
re m is s ions   in a s ubs e t of h e avily pre tre ate d patie nts  w ith  low -grade  and trans form e d non-
H odgk in's  lym ph om as . J Clin Oncol. 2005 Oct 20;23(30):7565-73. Epub 2005 Se p 26. PMID: 
16186600  
 
Re s pons e  rate s  in th e  five  trials  range d from  47%  to 68% ; CR rate s  range d from  20%  to 38% .  
 
”W ith  a m e dian follow -up of 5.3 ye ars , th e  5-ye ar progre s s ion-fre e  s urvival w as  17% .  
Eigh ty-one  (32% ) of 250 patie nts  h ad a tim e  to progre s s ion of > or = 1 ye ar  
(te rm e d durable  re s pons e  population). For th e  durable  re s pons e  population, 44%  h ad not 
progre s s e d at > or = 2.5 to > or = 9 .5 ye ars  and h ad a m e dian duration of re s pons e  of 45.8 m onth s .  
 
Th e  m e dian duration of com ple te  re s pons e  w as  not re ach e d. Th e  durable  re s pons e  population h ad 
m any poor prognos tic ch aracte ris tics , including bone  m arrow  involve m e nt (41% ), bulk y dis e as e  > or = 
5 cm  (49 % ), and trans form e d h is tology (23% ). Forty-th re e  pe rce nt of th e  patie nts  h ad be e n tre ate d 
w ith  m ore  th an four prior th e rapie s  and 36%  h ad not re s ponde d to th e ir m os t re ce nt th e rapy.” 

* Z e valin radioim m unoth e rapy produce s  h igh  re s pons e  rate s  and durable  re m is s ions   
in patie nts  w ith  pre vious ly tre ate d B-ce ll lym ph om a.  Clin Lym ph om a. 2004 Se p;5(2):9 8-101. 
PMID: 154539 24  
 
”In patie nts  ach ie ving a CR/CRu, th e  m e dian TTP w as  24.7 m onth s  for patie nts  tre ate d  
w ith  9 0Y ibritum om ab tiuxe tan com pare d w ith  13.2 m onth s  for rituxim ab-tre ate d patie nts  (P = 
0.41), and ongoing re s pons e s  of > 5 ye ars  h ave  be e n obs e rve d. 

* Durable  re s pons e s  afte r ibritum om ab tiuxe tan radioim m unoth e rapy (Z e valin) for  
CD20+  B-ce ll lym ph om a: long-te rm  follow -up of a ph as e  1/2 s tudy.  
Blood. 2004 Jun 15;103(12):4429 -31. Epub 2004 Mar 11. PMID: 15016644 
 
"Nine  patie nts  (24%  of re s ponding patie nts ) h ad a TTP of m ore  th an 3 ye ars .  
Long-te rm  re s ponde rs  (> 5 ye ars ) h ave  be e n ide ntifie d."  

 
* Leonard JP, Zelenetz AD, Vose JM, et al. Iodine I 131 tositumomab (Bexxar) for patients with low grade 
or transformed low grade NHL: complete response data.  
Blood. 2000;96(suppl 1):728a. Abstract 3148. 
 
”Summary data on 251 patients treated on various phase 1 to 3 tositumomab trials from 1990 to 1999.   Those 
characteristics statistically associated with a lower probability of achieving CR include bulky disease, prior 
chemotherapy, lack of response to last chemotherapy, and prior radiotherapy.   
 
Nonetheless, CR rates of 30% (confirmed) to 35% (not confirmed) may be expected in the group  
as a whole, with 3-year median duration of CR in those without confirmed CR and  almost 5 years in those with 
confirmed CR status.”   

 

 

 

 

 



                                                                                                                                                   
v Los t opportunitie s :  

For patie nts  – th e  prim ary s tak e h olde rs  – th e  low  paym e nt rate s  to h os pitals  for RIT h ave  
alm os t ce rtainly le d to los t opportunitie s  to live  longe r and be tte r w ith  lym ph om as .   

Th is  as s e rtion is  s trongly s ugge s te d by th e  durable  re m is s ions  re s ulting from  RIT, am ong 
patie nts  w ith  advance d dis e as e , re fractory to s tandard ch e m oth e rapy in clinical trials . iii  

Notably, th e  re m is s ions  from  RIT can las t m any ye ars  - a s iz able  num be r of ve ry durable  
re m is s ions  s ugge s ting th at s om e  of th e s e  patie nts  m ay e ve n be  cure d.  
 

vi Th e  dom ino e ffe ct:   

W e  s ubm it th at th e  conce rns  e xpre s s e d by le ading inve s tigators , patie nt advocate s , and 
indus try organiz ations  about th e  future  of RIT are  alre ady tak ing place  in part be caus e  of 
m ark e t factors  influe nce d by CMS paym e nt policie s .   

Th e  dom ino e ffe ct:  
(A) h os pitals  los e  m one y w h e n RIT is  pre s cribe d,  
(B) le ading ph ys icians  to pre s cribe  it le s s  ofte n,  
(C) re ducing s ale s ; and caus ing th e  com panie s  to los e  m one y.”, 3,vi  
(D) le ading th e  com panie s  to cons ide r dis continuing, or trying to s e ll, th e  drugs , vi  
(E) re s ulting in fe w e r patie nts  h aving th e  opportunity to be ne fit from  h igh ly e ffe ctive  RIT 
th e rapy,  
(F) le ading to a dis ince ntive  for oth e r com panie s  to de ve lop nove l targe te d drugs  for any 
cance r.   

vii CMS Table on Minimum Unit Costs 

 
CMS139 2P_ Drug_ Biologicals _ and_ radioph arm ace uticals _ M e dian_ File _ REVISED_ .xls   

CY 2006 
CPT/ 
H CPCS 

CY 2006 De s cription CY 2006 
Days  

CY 2006 
Units  

CY 2006 
Min Unit 
Cos t 

CY 2006 Max Unit 
Cos t 

CY 2006 Me an Unit 
Cos t 

A9 544 I131 tos itum om ab, dx 225 227 16.57  18,9 9 7.21    1,547.9 2 
A9 545 I131 tos itum om ab, rx 243 320 4.34  65,830.73    8,283.41 
A9 543 Y9 0 ibritum om ab, rx 413 420 4.77  51,156.48  12,030.02 
 
 
 
 
 
 
 
 
 
 



                                                                                                                                                   

viii Re garding CMS calculations :  

Since  Z e valin’s  approval in 2002 and Be xxar’s  approval in 2003, CMS h as  clas s ifie d th e  
com pone nts  of th e  tre atm e nt s e parate ly. For Cale ndar Ye ar (CY) 2008, CMS propos e s  
paym e nt rate s  to h os pitals  for RIT age nts , adm inis tration and s upply bas e d on m e an unit 
cos t as  re porte d in th e  2006 Outpatie nt De partm e nt Pros pe ctive  Paym e nt Sys te m  (OPPS) 
claim s  data.    

Standing out in our analys is  is  th at th e  range  from  w h ich  th e  m e an is  calculate d s tarts  at at 
$16.57(dx) and $4.34(rx) for Be xxar, and $37.27 (dx) and $4.77(rx) for Z e valin, w h ich  are  
unre alis tically low  e s tim ate s  of cos t for radio ph arm ace uticals , w h ich  als o calls  into 
q ue s tion th e  validity of th e  calculate d CMS paym e nt rate  to h os pitals .  

W h ate ve r th e  bas is  for th e  m e an cos ts  by CMS – in both  th e  th e rape utic (rx) and diagnos tic 
(dx) s e tting – th e  calculations , according to m ultiple  re liable  s ource s , re s ults  in s ubs tantial 
re im burs e m e nt re ductions , re s ulting in paym e nts  to h os pitals  th at “are  too low  and 
inade q uate ”. *    

* ASTRO letter to CMS: MS-1206-FC: Medicare Program; Changes to the Hospital Outpatient Prospective Payment System and Calendar Year 2003 Payment Rates  

https://www.astro.org/PublicPolicy/CommentLettersTestimonyAndReports/documents/cy03oppsfr1202.pdf  

 
ix CMS-1506-P  Page 281: 
 
Units recorded by CMS ranged from 191 to 362 for CY2005 for tositumomab and  Zevalin, respectively 
HCPCS codes: C1080 = 249 units, C0181 = 191 units , C1083 = 362 units in 2005 
 
 
x SEER data  Inform s  us  th at dire ctly or indire ctly alm os t e ve ry Am e rican fam ily w ill 
e xpe rie nce  cance r  
 
1 in 3 m e n, 1 in 2 w om e n w ill ge t a s e rious  cance r.    
 
In 2003 ne w  cas e s  toppe d 1.3 m illion, re s ulting in approxim ate ly 556,500 de ath s  in th at ye ar 
alone .   


