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Re: Citizen Petition and Overview of CMS ruling that will deny or  
limit access to life saving treatment for lymphomas 

Dear Honorable Members of Congress and Administrators: 
 
Patients Against Lymphoma represents the concerns of lymphoma patients, survivors and their 
families.  We are deeply concerned that the reimbursement rates for Bexxar and Zevalin, as set 
forth in the “final ruling” at approximately 50% of their cost, will prevent patients from receiving 
either of these life-saving treatments.     

Overview - CMS-1392-FC, Underpaying Hospitals for Radioimmunotherapies – invaluable 
targeted therapeutics with curative potential  

o Lym ph om a is  m ore com m on th an leuk em ia; affects about 500,000 Am ericans; k ills about 
27,000 of our citizens annually 

o Indolent lym ph om a (approxim ately 50% of lym ph om as) w as cons idered unlik ely to be 
cured until th e advent of targeted im m unoth erapie s . Radioim m unoth erapie s  are h igh ly 
active agents used to treat indolent and aggres s ive form s of th e disease .  

o Radioim m unoth erapie s  are targeted im m unoth erapie s  th at binds to a receptor on b-cell 
lym ph om as, th e m ost com m on subtype of lym ph om a.  RIT h as m ultiple tum or k illing 
m ech anism s, w h ich  are specific to b-cells, norm al and m alignant.  “Cold” and “w arm ” 
doses serve to clear norm al b-cells so th at subseq uent radiolabeled (h ot) doses are m ore 
focused on tum or cells.  “W arm ” doses are used to determ ine clearance rate of th e agent to 
personalize dosing to im prove both  safety and efficacy.  All doses h ave th erapeutic effects .  
(CM S h as m isclass ifie d th e  cold and w arm  dose s  as diagnostic.) 

o RIT (Bexxar and Z evalin) are invaluable  (irreplaceable) th erapie s  th at h ave curative 
potential and are proven to induce durable rem is s ions, m easured in years, in patients w ith  
lim ited or no re sponse to prior ch em oth erapie s :  

“Re spons e  rate s  of up to 9 5% h ave  be e n re porte d and e xciting ne w  data are  e m e rging 
from  large  trials again s h ow ing th e s e  drugs to be  th e  m ost active  s ingle  age nts in 
lym ph om a, w ork ing e ve n w h e n ch e m oth e rapy doe s  not.  …  Patie nts m ay actually be  cure d 
w ith  th e s e  age nts .  

~  Dr. R ich ard W ah l, le tte r to H H S Se cre tary M ik e  Le avitt 

Th us, th e CMS ruling directly affects th e survival of patients w ith  b-cell lym ph om as, and, 
as ASH  h as w ritten, th e ruling w ill h ave a ch illing e ffe ct on th e  de velopm e nt of future  
drugs for all cancers .  

o W e fear th e CMS ruling underm ine s th e NIH  / NCI vis ion. In a letter to H H S Secretary 
M ik e Leavitt, Dr. W ah l an inventor of radioim m unoth erapy, describes th is  effect: 



 

“Be xxar and Z e valin w e re  de velope d in part w ith  NIH  / NCI support. It is  ve ry h ard to 
de ciph e r th e  logic by w h ich  th e  true  fruits of th e  NIH , scie nce  translate d to practice , are  
not m ade  available  to th e  public by its s ibling in th e  H H S fam ily, CM S.   Th is sugge s ts a 
dysfunctional H H S fam ily, w h ich  I am  sure  is ne ith e r a de s ire d pe rce ption nor re sult.” 

o To our k now ledge no prior CMS ruling h as ever re sulted in dim inis h ed as s e s s  to a life 
saving th erapy until now .  An em inent expert com m ents on th e cons e quences of CMS-
139 2-FC:   

"I fe ar th at th e s e  products w ill s im ply not be  available  for tre atm e nt of non-H odgk in 
lym ph om a afte r th e  ne w  ye ar s ince  th e  provide rs  w ill los e  m one y w ith  e ve ry adm inistration 
of th e  drugs and com panie s  m ak ing th e m  w ill ce as e  production. Th e  paym e nt structure  
propos ed for 2008 w  ill not produce  s avings to th e  M e dicare  program  in th e  long run, and 
it w ill ce rtainly not e nsure  acce s s  to quality h e alth care ."  
 
~  Dr. Olive r Pre s s , Le tte r to Se nator Cantw e ll 

 
CONCISE SUMMARY OF OUR FINDINGS: 

Patients Against Lym ph om a review ed th e raw  CMS data and m ade public  
com m ent w h en th e CMS ruling w as in th e proposal stage on Sept 11, 2007.  
See   http://www.lymphomation.org/CMS-RIT.pdf     

Sum m ary of CMS judgm ents and calculations in th is  m atter:  
1. Misclassified cold and warm doses of Bexxar as diagnostic 

Dr. Wahl writes:  "classifying the dosimetry or biodistribution dose of Bexxar and 
Zevalin as a "diagnostic scan",  like a PET scan, which they clearly are NOT (we 
already know the patients have lymphoma). 

2. Discriminated against RIT by not using average sales price (ASP)  
   "ASP ... that would reflect the entire cost of the radioimmunotherapy regimen." ~ 
Dr. Oliver Press, Letter to Senator Cantwell – Nov 2007)  

3. Used flawed claims data to calculate Mean cost - as low as 4 dollars  
 (See PAL Letter & Letter from Dr. Wahl ) 

4.  Includes no consumer or patient group on ruling committee  
(based on conversation with CMS committee member) 

5. Did not follow recommendations of ASCO and ASH ;ignored or disregarded 
warnings about consequences to patients. (ASH and ASCO are respected clinical 
associations See commentary by ASH)  
http://www.lymphomation.org/CMS-RIT-points.htm#ASH-CMS  

6. Chose not to include payments to cover costs to hospitals of compounding of 
these agents  (Dr. Oliver Press, Letter to Senator Cantwell) 



 

 
In sum m ary, patients are understandably upset and frigh tened about th e loss of an invaluable, 
potentially curative th erapy.  Advocates and clinical as sociations are concerned about potential 
loss of life and th e ch illing effects on future re s earch .  W e believe th at NIH  / NCI s h ould be 
e q ually concerned about th e s e effects and tak e steps to safeguard th e s e rem ark able scientific 
innovations – “th e true fruits of th e NIH , science translated to practice.” 

 
REQUESTED ACTION:  W e urge  our elected repre s entative s  to re store  th e  
re im burs em ent rate s  for 2007 during 2008 in orde r to give patients  continued 
acce s s  to th e s e  m uch  ne e ded drugs  and allow  CMS th e  tim e  it ne e ds  to collect th e  
nece s s ary data to bas e  re im burs em ent rate s  for 2009  on accurate data and 
appropriate  clas s ifications   on w h ich  to s ets  th e  rate s  for 2009 . 
 

Th ank  you for your tim e and attention to th is urgent m atter.  W e look  forw ard to your reply and 
your tim ely actions on beh alf of your constituents .  
 
Sincerely, 
 

 
 
Karl Sch w artz  
 
Pres ident and cofounder of Patients Against Lym ph om a 
Patient Consultant to th e FDA/O ncologic Drug Advisory Com m ittee (ODAC) 
Participant: NCI Progres s  Review  Group for Blood Cancers (LMPRG) 
Participant: Biospecim en Acces s  and Eth ical, Legal, and Policy Is sue s  W ork s h op (ELP) 
Participant: Custodians h ip and O w ners h ip Is sue s  in Biospecim en Research  Sym posium    

 

ATTACH ED: 

Attach ed is a list of 4,016 citizens (as of Dec 1, 2007) w h o join us in our re q ue st, 
representing taxpayers  from  every state in th e nation.  Th e unders igned approved our letter to 
CMS dated Septem ber 11, 2007: http://www.lymphomation.org/CMS-RIT.pdf     


