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Clinical Re search  Division 

November 17, 2007         
 
 
Th e  H onorable  Maria Cantw ell 
U.S. Senator 
511 Senate  Dirk s en Building 
W ash ington, D.C.  20510 
 
Dear Senator Cantwell, 
 
I am the Director of Clinical Research for Hematology and Hematologic Malignancies at the 
Seattle Cancer Care Alliance and the Chairman of the Scientific Advisory Board of the 
Lymphoma Research Foundation and am writing to express my grave concerns about th e  
paym ent levels e stablis h ed by CMS for th e  calendar year 2008 h ospital outpatient prospective 
paym ent system  (H OPPS) for radioim m unoth e rapy of patients w ith  non-H odgk in’s Lym ph om a.  
Unles s  extraordinary action is  tak en to addre s s  th e s e  re im burs em ent rates before  th ey go into 
effect on January 1, 2008, I fear th at patient acce s s  to th e s e  th e rapie s  m ay be significantly 
lim ited, if not elim inated.  
 
Radioim m unoth e rapie s  – tositum om ab (Bexxar) and ibritum om ab tiuxetan (Z evalin) – repre s ent 
an im portant treatm ent option for individuals w ith  non-H odgk in lym ph om a, including patients 
w h o h ave undergone  oth e r treatm ent th at is no longer providing a th e rapeutic benefit.  For som e  
of th e s e  patients, th e  radioim m unoth e rapie s  m ay truly be life -prolonging.  It is  also im portant to 
note  th at th e s e  th e rapie s  are  only given to patients for a s ingle cours e  of th e rapy and are  not 
given in succe s s ive  cycles  of treatm ent.    
 
Adm inistration of th e  radioim m unoth e rapie s  is  som ew h at com plex and m ust be undertak en in 
facilitie s  th at are  e q uipped for th e ir adm inistration.  Th is  fact pre s ents an initial ch allenge  to 
patient acce s s , but th e  proposed paym ent rate s  for 2008 repre s ent a m uch  m ore  s e rious barrie r to 
acce s s .  It is our understanding th at th e  paym ent rate s  for 2008 w ill be s ignificantly les s  th an th e  
cost of acq uis ition, preparation, and h andling of radioim m unoth e rapie s .  If th is paym ent 
s ituation is not addre s s ed, h ospital outpatient departm ents w ill be unable to stock  th e s e  th e rapie s , 
and th is  treatm ent option w ill be effectively elim inated for non-H odgk in lym ph om a patients.  
 
W e  recom m end th at s everal specific steps be tak en to addre s s  th is  s ituation: 

? ? Th e  Centers for Med icare  &  Med icaid Service s  (CMS) s h ould conside r th e  
radioim m unoth e rapy regim en a specified covered outpatient drug, or SCOD .  In th e  CY 
2008 rule, th e  agency im properly splits th e  radioim m unoth e rapy regim en into s eparate  
elem ents and conside rs th e  first dose a diagnostic dose rath e r th an a th e rapeutic dose.  
Th is  is  at odds w ith  th e  Food and Drug Adm inistration labeling of th e  products and 
current practice . 

? ? CMS sh ould cover th e  cost of com pounding radioim m unoth e rapie s .  Elim ination of th e  
com pounding fe e  create s  anoth e r obstacle to th e  w illingnes s  of institutions to m ak e  th is  



th e rapy available to th e ir patients, because  th e s e  institutions find th e  paym ent inadeq uate  
to m e et th e ir costs .  

? ? Th e  agency sh ould conside r s etting paym ent for radioim m unoth e rapie s  on th e bas is of 
106 percent of average sales  price  (ASP) or a com posite  am bulatory paym ent 
class ification (APC) th at w ould reflect th e  entire  cost of th e  radioim m unoth e rapy 
regim en.  W e  understand th at th e APC Advisory Panel review ed th e s e  options at a recent 
m e eting, and w e  urge  CMS to conside r th e s e  proposals.  Because  th e  effective date  of th e  
paym ent system  is  im m inent, an ASP-based system  m ay repre s ent th e  m ost feas ible 
alternative .  

 
At th e  fund-rais ing event I attended in north  Seattle at Dr. Douglas Lee’s h om e before your last 
election as Senator you spok e  convincingly of your support for m edical oncology service s .  I 
believe th is  is  an opportunity for you to intervene  personally and m ak e  a m ajor difference  for th e  
h alf m illion Am ericans living w ith  lym ph om a.  I fear th at th e s e  products w ill sim ply not be 
available for treatm ent of non-H odgk in lym ph om a after th e  new  year s ince  th e  providers w ill 
lose  m oney w ith  every adm inistration of th e drugs and com panie s  m ak ing th em  w ill ceas e  
production.  Th e  paym ent structure  proposed for 2008 w ill not produce savings to th e  Med icare  
program  in th e  long run, and it w ill certainly not ensure  acce s s  to q uality h ealth  care .  
 
 
Sincerely,  
 
 
 
Oliver W. Press, MD, PhD 
Member, The Fred Hutchinson Cancer Research Center 
Recipient, Dr. Penny E. Petersen Memorial Chair for Lymphoma Research 
Professor of Medicine and Biological Structure 
University of Washington  
Director of Clinical Research in Hematology and Hematologic Malignancies 
Seattle Cancer Care Alliance 
Chairman, Scientific Advisory Board of the Lymphoma Research Foundation 


