
Farmacia
HOSPITALARIA

www.elsevier.es/ farmhosp

Volumen 34. Número 1. Enero-Febrero 2010

ÓRGANO OFICIAL DE EXPRESIÓN CIENTÍFICA DE LA SOCIEDAD ESPAÑOLA DE FARMACIA HOSPITALARIA

Originales
  1 Evaluación de un programa de conciliación e información al paciente trasplantado cardíaco

J. Hernández Martín, M. Montero Hernández, I. Font Noguera, L. Doménech Moral, 

V. Merino Sanjuán y J.L. Poveda Andrés

 9 Intervención farmacéutica en el ámbito de la nutrición parenteral
D. Sevilla Sánchez, M.M. Placeres Alsina, M.T. Miana Mena, E. López Suñé, C. Codina Jané 

y J. Ribas Sala

16 Role of “health-related quality of life” measurements in the design of drug clinical trials
R. San Miguel, V. del Villar, C. Pérez, M. de Frutos, J. Mar y M.J. Coma

Originales breves
23 Influencia del tiempo de perfusión de pamidronato en la función renal de pacientes 

con mieloma múltiple
F. Sierra, E. Román, C. Barreda, M. Moleón, J. Pastor y A. Navarro

27 Determinación de linezolid en fluidos biológicos mediante cromatografía líquida de 
alta eficacia
L. Guerrero, M. Sarasa, Y. López y D. Soy

Revisión
32 Resistencia a la aspirina: prevalencia, mecanismos de acción y asociación con eventos 

tromboembólicos. Revisión narrativa
L. Cañivano Petreñas y C. García Yubero

Cartas al Director
44 Mifepristona como alternativa en el tratamiento de una coriorretinopatía serosa crónica

L. Sánchez-Pacheco Tardón, A. Pardo Saiz, J. Nebot Martínez y S. Jornet Montaña

45 Insuficiencia renal por rabdomiolisis inducida por simvastatina en un paciente con 
hipotiroidismo subclínico
E. Requena Carrión, L. Ayala Jiménez y F. Sierra García

47 Tratamiento con antitoxina botulínica en dos casos de botulismo alimentario
M. Tejada García y C. Guindel Jiménez

48 Cidofovir tópico para el tratamiento de verrugas plantares
A. Troncoso Mariño, J.R. Cuiña González, M.T. Inaraja Bobo y F. Allegue Rodríguez

50 Síndrome de resistencia insulínica tipo B
M. García Palomo, J.M. Martínez Sesmero y P. Moya Gómez

52 Agradecimientos

www.elsevier.es/farmhosp

1130-6343/ $ - see front  mat ter © 2008 SEFH. Published by Elsevier España, S.L. All rights reserved.

Farm Hosp. 2009;34(5):218−223

ORIGINAL ARTICLE

Assessing lenalidomide for treating multiple myeloma, 

myeloibrosis and myelodysplastic syndrome

C. Hernández Prats,a,* F. Romero Iborra,a E. Arroyo Domingo,a I.  Castillo Valerob,   
M. Real Panisello,a and M.I. Sánchez Casadoa

aServicio de Farmacia, Hospit al  General de Elda, Al icante, Spain 
bServicio de Hematología, Hospit al  General de Elda, Al icante, Spain

Received August  4, 2008; accepted February 10, 2010

*Corresponding author.  

 E-mail  address:  hernandez_carpra@gva.es (C. Hernández Prats).

Abstract
Obj ect ive:  Lenalidomide (LDM) is an immunomodulatory and ant i-angiogenic drug which has 

been shown t o be ef fect ive in several  haemat ological  disorders (mult iple myeloma [MM], 

myeloid metaplasia with myeloibrosis [MF] and myelodysplastic syndrome [MDS]). The objective 
of this study is to evaluate the effect iveness and tolerability of LDM in our pat ients. 

Method: Ret rospect ive observat ional study which included pat ients at  our hospital who were 

monitored by the haematology unit ,  diagnosed with MM, MF and MDS and candidates for LDM 

t reatment . Treatment  effect iveness was assessed after approximately 4 cycles of t reatment . 

Resul t s:  Between February 2007 and March 2008,  16 pat ient s were l ist ed as candidates for 

receiving t reatment  with LDM (50% female/ 50% male, with a mean age of 69.6 years); of these 

candidates, 3 never init iated t reatment . Five of the six pat ients with MM t reated at  our hospital 

obtained some sort  of response (83.3%). Of the 4 pat ients with MF, 2 (66.6%) experienced some 

sort  of response to t reatment . Of the 6 pat ients diagnosed with MDS, t reatment  was init iated in 

3,  and it  had to be suspended in 2 cases due to dif ferent  reasons.  Treatment  only had to be 

suspended in two of the 13 pat ients who began it  (15.4%) due to adverse effects (AE). 

Conclusion: LDM is well-tolerated and produces sustained clinical beneits, especially in MM and 
MF. More studies are needed for in-depth examinat ion of t reatment  durat ion, new indicat ions 

and the use of t reatments combined with other drugs.  

© 2008 SEFH. Published by Elsevier España, S.L. All rights reserved.
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Introduction

Lenal i domi de (LDM)  i s an i mmunomodul at or y and 
ant iangiogenic analogue of  t hal idomide,  but  has great er 
potency and is bet ter tolerated. The most  frequent  adverse 
ef fect s (AE) are neut ropoenia and t hrombopoenia,  which 
tend to appear within the f irst  eight  weeks of t reatment . Its 
ef f icacy has been demonst rated in various haematological 
disorders (mult iple myeloma [MM], myeloid metaplasm with 
myelof ibrosis [MF],  and myelodysplast ic syndrome [MDS]), 
and its use in various solid tumours, such as prostate cancer, 
melanoma, and glyoma,1 is current ly being researched.

In pr i nci p l e,  t hi s medi cat i on was obt ai ned f or 
compassionate use in all of it s indicat ions, but  has recent ly 
been appr oved i n  Spai n f or  combi ned use w i t h 
dexamet hasone under  speci al  hospi t al  di agnost i c 
circumstances for the t reatment  of MM in pat ients that  have 
received at  least  one previous t reatment .

New studies are produced ever more f requent ly on t he 
experience wit h MM pat ient s t reated wit h new drugs, 2 as 
well as new st rategies for managing the AE without  the need 
f or  reducing or  suspending t reat ment . 3 However,  f ew 
references exist  for other pathologies, such as MF and MDS. 
For this reason, we consider it  of  interest  to communicate 
our experience wit h pat ient s wit h dif ferent  pat hologies, 
responses, and tolerances to t reatment .

Method

We performed a ret rospect ive observat ional  st udy t hat  
included MM, MF and MDS pat ients at  our hospital who were 

Evaluación de lenalidomida en el tratamiento del mieloma múltiple, la mieloibrosis y 
el síndrome mielodisplásico

Resumen

Obj et ivo:  La lenalidomida (LDM) es un agente inmunomodulador y ant iangiogénico que ha de-

mostrado su eicacia en varios trastornos hematológicos (mieloma múltiple [MM], metaplasma 
mieloide con mieloibrosis [MF] y síndrome mielodisplásico [SMD]). El objetivo de este estudio 
fue evaluar la efect ividad y la tolerabilidad de la LDM en nuest ros pacientes.

Método: Estudio retrospectivo observacional que incluyó a los pacientes de nuestro hospital en 
seguimiento por la consulta de Hematología que fueron diagnosticados de MM, MF y SMD, y que 
eran candidatos a recibir tratamiento con LDM. La evaluación de la eicacia se realizó transcu-

rridos aproximadamente 4 ciclos desde el inicio del t ratamiento.

Resul t ados: Desde febrero de 2007 hasta marzo de 2008 fueron 16 los pacientes candidatos a 

recibir tratamiento con LDM (50% mujeres, 50% varones, con una edad media de 69,6 años), 
aunque 3 de ellos no llegaron a iniciarlo. De los 6 pacientes con MM t ratados en nuest ro hospital,  

5 de ellos obtuvieron algún tipo de respuesta (83,3%). De los 4 pacientes con MF, 2 (66,6%) expe-

rimentaron algún tipo de respuesta al tratamiento. De los 6 pacientes diagnosticados de SMD, 
únicamente se inició el tratamiento en 3, y en 2 de ellos se tuvo que suspender por distintas 
causas. Destacamos que únicamente hubo que suspender el tratamiento en dos de los 13 pa-

cientes que lo iniciaron (15,4%) por los efectos adversos.

Conclusión: La LDM consigue, con buena tolerancia, beneicio clínico mantenido sobre todo en 
el MM y la MF. Son necesarios más estudios que profundicen en la duración del tratamiento, en 
nuevas indicaciones y en el uso de t ratamientos combinados con ot ros agentes.

© 2009 SEFH. Publicado por Elsevier España, S.L. Todos los derechos reservados.
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monitored by the haematology unit  and were considered as 
candidates for LDM t reatment . We excluded pat ients that , 
even though they were diagnosed with these pathologies, 
were not  proposed for receiving the t reatment  due to non-
compl iance wit h t he inclusion cri t eria st ipulat ed in t he 
t reatment  protocols. Pat ient  recruitment  took place over 13 
mont hs (February 2007 t o March 2008) and a t ot al  of  16 
subjects took part in the study. The Haematology Department 
elaborated diagnost ic and t reatment  protocols for the use 
of LDM, which were approved by the Comisión de Farmacia 

y Terapéut ica (Pharmacy and Treatment  Commission).
According to these protocols, the t reatment  consisted of 

8 cycles (induct ion and consol idat ion phase) of  21 days 
taking 25 mg (MM) or 10 mg (MF and MDS) of LDM with one 
week of rest . The inclusion criteria for study pat ients were: 
1) for MM, 2nd line of t reatment  in pat ients with neuropathy 
that  could be worsened with bortezomib or thalidomide, or 
3rd l ine in ref ract ory pat ient s or  t hose wi t h an ear l y 
progression of  t he disease af t er receiving bort ezomib or 
t hal i domide;  2)  f or  MF,  t reat ment  i n pat i ent s wi t h 
neur opat hy t hat  coul d be aggr avat ed by appl yi ng 
thalidomide, or a 2nd line of t reatment  in pat ients refractory 
to thalidomide, and 3) for MDS, in pat ients with a 5q delet ion 
and dependence on t ransfusions,  pat ient s ref ract ory t o 
spacing with erythropoiet in (EPO), regardless of karyotype, 
or pat ient s over 80 years of  age wit h good performance 
status, dependence on t ransfusions, and poor prognosis.

Table 1 displays t he charact er ist ics of  t he pat ient s 
included in t he st udy,  as wel l  as t he previously received 
t reatments and the reasons for administering LDM.

Upon del ivering t he f irst  dose of  t he medicat ion in t he 
Pharmacy Department , the pharmacist  informed the pat ient  
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as t o t he char act er i st i cs of  t he dr ug,  t he f or m of 
administ rat ion, conservat ion, the AE, and special precaut ions 
to take given the potent ial teratogenous effects of the drug. 
In each of  the monthly visit s,  the pat ient  was interviewed 
on the tolerance and AE of the medicat ion.

MM pat ient s were considered t o have responded t o t he 
t reat ment  when paraprot ein (PP) levels were reduced 
t hrough immunof ixat ion.  In cont rast ,  t he absence of  a 
response was def ined as no react ion in t his cat egory or 
progression of  t he disease.  In t he case of  MF and MDS, 
ef f icacy was measured in t erms of  haemoglobin levels, 
independence from or reduct ion in t ransfusion requirements, 
the need for support  and/ or spacing with EPO, the tendency 
t owards normal i t y of  l eukocyt e/ plat el et  l evel s,  and 
splenomegaly.

In order to evaluate tolerance and safety of the t reatment , 
we used leukocyte and platelet  levels. 

The data were obtained f rom the outpat ient  dispensing 
programme (Farmasyst ®) and a review of the pat ient  clinical 
histories.

Results

During the study period (February 2007 to March 2008), 16 
candidat e pat ient s were incl uded f or  receiving LDM 
t reatment . The proport ion of males to females at  the start  
of  t he t reatment  was 50%, with a mean age of  69.9 years. 

The evaluat ion of  LDM t reat ment  was performed af t er 
receiving t he 4t h cycle,  at  which point ,  according t o 
protocol, the response to t reatment  must  be assessed. If  no 
response was observed,  t he t reat ment  was abandoned. 
Table 2 describes t he causes for which pat ient s did not  
init iate t reatment  (4,  5,  and 6) and the reasons for which 
already started t reatment  sessions were interrupted (7, 2, 
and 3).  Five pat ient s f inished the 8 t reatment  cycles. 1,8-11 
Table 3 summarises the evolut ion of  pat ients t reated with 
LDM.

Patients with multiple myeloma treated  
with lenalidomide (Figure)

Of  t he 6 pat ient s t reat ed at  our  hospi t al ,  5 of  t hem 
responded to t reatment  (response rate of 83.3%). Of these, 
2 pat ient s (10 and 12;  40%) had a reduct ion in plasma PP 
levels of  at  least  50%, and another pat ient  (13) had a very 
signi f icant  cl inical  response (disappearance of  cost al 
plasmacytoma and a 36% reduct ion in LDH levels). Pat ient  1 
was diagnosed with oligosecretory MM that  manifested itself  
more in general  sympt oms t han quant i t at ive signs (PP 
levels),  and so we could not  evaluat e t he ef f icacy of 
t reat ment  in t erms of  PP levels.  In t his inst ance,  t he 
improvement  was most ly cl inical  and radiological ,  wit h 
diminished bone damage t hat  resul t ed in reduced bone 
pain, which was the principal limitat ion before start ing the 
pat ient ’s t reatment .

Table 1 Characterist ics of the candidate pat ients for lenalidomide t reatment

Patient Sex Age Diagnosis Previous treatments Justiication of LDM treatment

1 F 68 MM VBMCP/ VBAD, bortezomib Progression, grade I neuropathy

2 F 44 MDS Erythropoiet in No response to erythropoiet in

     High t ransfusion requirements

3 M 79 MF NA No response to erythropoiet in

     High t ransfusion requirements

4 M 85 MDS Erythropoiet in Not  indicated, not  started

5 M 84 MDS Erythropoiet in Not  indicated, not  started

6 M 85 MDS Erythropoiet in Not  indicated, not  started. Acute kidney failure

7 F 68 MDS Erythropoiet in No response to erythropoiet in. High t ransfusion  

      requirements

8 M 54 MM VBMCP/ VBAD, thalidomide Progression, grade II neuropathy

9 M 67 MF Cort icosteroids thalidomide, Progression, thalidomide intolerance 

     hydroxyurea 

10 F 59 MM VBMCP/ VBAD, bortezomib,  Progression, grade II neuropathy 

     adriamycin liposomal 

11 M 67 MF Cort icosteroids thalidomide, Progression, grade II neuropathy 

     hydroxyurea 

12 M 70 MM VBMCP/ VBAD Progression, grade II neuropathy

13 F 69 MM VBMCP/ VBAD, bortezomib Progression

14 F 77 MF Cort icosteroids thalidomide Progression

15 F 64 MM VBMCP/ VBAD Progression, grade I neuropathy

16 F 73 MDS Erythropoiet in No response to erythropoiet in. High t ransfusion  

      requirements

F indicates female; LDM, lenalidomide; M, male; MDS, myelodysplastic syndrome; MF, myeloibrosis; MM, multiple myeloma; NA, no 
informat ion available; VBMCP/ VBAD, vincrist ine, carmust ine, melphalan, cyclophosphamide and prednisone/ vincrist ine, carmust ine, 

doxorubicin and dexamethasone.
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Two months after f inishing the LDM t reatment , the pat ient  
developed mul t iple cut aneous plasmacyt omas,  which 
responded to 2 further cycles of LDM. One pat ient  (15) had 
negat ive immunofixat ion after receiving the 5th t reatment  
cycle. Pat ient  8 was the only pat ient  diagnosed with MM and 
had a delet ion of the 13q gene, a marker associated with a 
poor prognosis. This pat ient  did not  respond to t reatment , 
al t hough t he disease did not  progress ei t her.  Even so, 
cont inued t reatment  is being evaluated unt il the appearance 
of toxicity or disease progression. In one of the pat ients that  

i ni t i al l y r esponded t o t r eat ment ,  ot her  t her api es 
(bortezomib) were required one month af ter f inishing the 
LDM t reatment  due to signs of disease progression.

Patients with myeloibrosis treated  
with lenalidomide

Of the 4 pat ient s t hat  started LDM t reatment ,  one had to 
have t he t reatment  suspended due t o erythema that  was 
produced at  t he st art  of  t he 2nd cycle (pat ient  3).  Two 

Table 2 Reason for not  start ing or discont inuing lenalidomide t reatment

Pat ient  Diagnosis Reason for exclusion/ suspension of t reatment

4 MDS Age>80 years (does not  comply with protocol)

5 MDS Age>80 years (does not  comply with protocol)

6 MDS Age>80 years (does not  comply with protocol).  Acute kidney failure

7 MDS 5q− Did not inish 1st cycle due to acute lymphoblastic leukaemia
2 MDS Due to neut ropoenia, the dosage was reduced by 50% in the 4th cycle,  

   and ilgastrim was added, leading to a recuperation of leukocyte levels.  
  Last ly, t reatment  was suspended for lack of posit ive results and poor tolerance

3 MF Treatment  was suspended in the 2nd cycle in spite of having reduced the dosage  

   due to exanthema

MDS indicates myelodysplastic syndrome; MF, myeloibrosis.

Table 3 Summary of the response and pat ient  evolut ion of lenalidomide t reatment

Pat ient  Diagnosis Response/ evolut ion

1 Oligosecretory MM  Clinical evaluation of response to treatment. Two months after inishing LDM  
   t reatment , developed mult iple cutaneous plasmacytomas and so reinit iat ion  

   of t reatment  is considered

8 MM with 13q delet ion No response. Marker for poor prognosis

10 MM Good response. One month after halt ing t reatment , suffered an increase in PP,  

   and so bortezomib t reatment  was started

12 MM Good response

13 MM No available data on PP levels. Other markers improved (36% reduct ion of LDH).  

  Clinical and radiological impromente. Disappearance of massive costal  

   plasmacytoma 

15 MM 12% reduct ion in PP levels. Was receiving the 5th cycle when the study  

   was published 

3 MF Treatment  was suspended in the 2nd cycle due to exanthema

9 MF 40% reduct ion in splenomegaly and 26% reduct ion in leukocytes. Upon suspending  

   t reatment  due to oedemas, leukocyte levels and spleen size increased,  

   t reatment  was reinit iated 

11 MF Major reduction in splenomegaly, with progressive reduction in haematopoetic  
   support  therapy 

14 MF Receiving the 4th cycle with no improvement  in blood parameters 

7 MDS 5q− Developed lymphoblastic leukaemia during the 1st cycle 
2 MDS Treatment  was suspended after the 4th cycle due to lack of posit ive results  

   and poor tolerance (developed neut ropenia)

16 MDS Developed erythema during the 2nd cycle, which was cont rolled with support   

   t reatment . Has started the 3rd cycle with a reduced dosage

LDM indicates lenalidomide; MDS, myelodysplastic syndrome; MF, myeloibrosis; MM, multiple myeloma; PP, paraprotein.
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pat ients (9 and 11) had some type of response to t reatment  
(66.6%). The splenomegaly that  was produced in pat ient  9 
was reduced by 40% after 5 cycles, and the leukocyte count  
dropped from 35,000 to 9,100/ µl (26%) at  the 4th cycle. The 
8t h cycle had t o be delayed due t o t ibiomal leolar and 
conjunctivital oedemas that did not respond to diuretics. 
Dur i ng t he t i me i n whi ch t he LDM was suspended 
(approximately 2 months),  t he pat ient ’s leukocyte levels 
increased t o 20,000/ µl ,  and t he size of  t he spleen also 
increased, requiring an 8th cycle. Pat ient  11 experienced an 
init ially signif icant  reduct ion in splenomegaly (demonstrated 
by physical and ult rasound exams), as well as a progressive 
reduct ion in haemat opoiet ic support  t herapy.  Treat ment  
was cont inued,  and the pat ient  is about  t o start  t he 10th 
cycle. Pat ient  14 is current ly receiving the 4th cycle, but  no 
response has yet  been noted, with blood parameters at  the 
same levels as when LDM t reat ment  was st art ed,  wi t h 
furt her t ransfusions required along wit h EPO support  and 
t reatment  with lenogast rim.

Patients with myelodysplastic syndrome treated 
with lenalidomide 

Only 3 pat ient s wi t h MDS st art ed t reat ment  wi t h LDM. 
Pat ient  7 had a 5q delet ion and did not  make it  to the end of 
the 1st  cycle, due to a lymphoblast ic leukaemia. From the 
st art  of  t reat ment ,  pat ient  2 experienced a reduct ion in 
leukocytes (from 3600 to 1600/ µl), which required reducing 
the LDM dose by 50%. In spite of this, and start ing t reatment  
with f i lgast rim (7 monthly doses of  300 µg),  neut ropoenia 
persisted after the 4th cycle (500 neut rophils/ µl), for which 
t reatment  was suspended due to lack of  ef f icacy and low 
tolerance.

Pat i ent  16 i s cur rent l y recei ving t he 2nd cycl e of 
t reat ment .  This pat ient  developed a skin rash t hat  was 
cont r o l l ed  w i t h  t he  cor r espond i ng med i cat i on 

(cort icost eroids and ant ihist amines).  The 3rd cycle was 
started with the dosage reduced by 50%.

Treatment tolerance

Of  t he 13 pat ient s t hat  st ar t ed LDM t reat ment ,  t he 
t reatment  was suspended in only 2 (15.4%) due t o t he AE 
caused.  In t he rest  of  t he pat ient s,  t he most  f requent  AE 
wer e:  gast r i c compl i cat i ons,  ast heni a,  moder at e 
neut ropoenia,  ur inary infect ions,  and sel f -l imi t ed skin 
react ions.

Discussion

MM is a malignant  haematological disease characterised by 
the clonal proliferat ion of plasma cells in the bone marrow. 
The past decade has been characterised by major 
advancements in understanding the physiopathology of this 
disease, as well as in it s t reatments,  which has t ranslated 
int o a signi f icant  improvement  in pat ient  survival .  The 
disease is approached by t reat ing the specif ic cause and/ or 
the clinical manifestat ions (hyperkalaemia, musculoskeletal 
complicat ions,  anaemia,  infect ions,  and pain).  To a great  
extent , the t reatment  is determined by the age and general 
state of the pat ient . Since 1998, three new act ive agents for 
MM have been ident i f ied (t hal idomide,  bort ezomib,  and 
LDM),  whereas in earl ier decades,  alkylat ing agents were 
used (melphalan, carmust ine, and cyclophosphamide) along 
wit h cort icosteroids. 4 However,  exposure t o melphalan is 
associat ed wit h an increased risk of  myelodysplasia and 
acut e l eukemi a. 5 Wi t h convent i onal  t r eat ment , 
approximat ely 5% of  pat ient s have complet e remission. 
Sal vage t herapy uses vi ncr i st i ne,  doxorubi ci n,  and 
dexamet hasone,  reaching response rat es of  30% t o 50%. 6 
With the new agents, whether taken alone or in combinat ion, 
the response rate and durat ion of posit ive results increases, 
leading to improved survival. 

The ef f ect iveness of  LDM in ref ract ory MM has been 
demonst rated in two parallel phase III clinical t rials in which 
pat ient s were randomised for LDM and DXM t reatment  or 
only DXM. 7 In both studies,  the response rate (58% vs 22%) 
and durat ion of  posit ive result s (11 mont hs vs 5 mont hs) 
were greater in the LDM group. The AE required suspension 
of t reatment  in 20% of pat ients. These result s led to other 
studies in which LDM was administered along with DXM as a 
pr imary t herapy,  producing response rat es of  91% wit h 
minimal toxicity.8 Our study produced similar results (83.3% 
of our pat ients had some type of response). We wish to point  
out  that  these results are not  ent irely comparable, since the 
evaluat ion of the response was somewhat  premature (near 
the 4th cycle) with the goal of  reducing unnecessary costs 
when the t reatment  was not  effect ive.

MF i s char act er i sed by spl enomegal y,  i mmat ur e 
eryt hrocyt es,  and granulocyt es in per ipheral  blood.  In 
addi t ion t o clonal  prol i f erat ion,  myeloid met aplasia is 
characterised by colonizat ion of ext ramedullary sites, such 
as the spleen and liver. The majority of patients are over 60 
years old when diagnosed, and 33% are asymptomat ic. The 
median survival is 3.5-5.5 years, but  pat ients under 55 years 
of age have a median survival of 11 years.9 The main causes 
of death are progressive medullary failure, t ransformat ion 

Figure Response t o l enal idomide in mul t ipl e myeloma 

pat ient s wi t h measurable paraprot ein levels.  IG indicat es 

immunoglobulin; PAT, pat ient .
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int o acut e leukaemia,  infect ion,  t hrombohaemorrhagic 
episodes,  heart  fai lure,  and port al hypert ension. 10 In t he 
case of asymptomat ic pat ients, no t reatment  is required. In 
t he rest ,  t ransfusions are required for t reat ing anaemia, 
and erythropoiet in,  hydroxyurea, cladribine, thalidomide, 
LDM,  and int erferon are also administ ered.  Favourable 
responses to t halidomide and LDM are produced in 20% to 
60% of cases.11 According to our experience, response rates 
were on t he order of  66.6%.  We bel ieve t hat  t hese dat a 
justify the need to carry out further studies in order to 
determine the role t hat  LDM could play in t his pathology, 
above all for acquiring data on improving survival.

Regarding t he t reat ment  of  MDS wit h LDM,  List  et  al 12 
achieved a 55% cyt ogenic response rat e,  and a complet e 
haematological response in 29% of cases, the pat ients of this 
st udy having 5q- delet ions.  Furt hermore,  t he need for 
t ransfusion was reduced in 76% of  pat ient s.  The response 
was rapid (median of  4.6 weeks) and sust ained. 12 These 
studies presumed that  the FDA would approve LDM t reatment  
of MDS with 5q- delet ion (5q- syndrome),13 since the impact  
of  LDM in ot her pat ient s is st i l l  unclear.  However,  our 
experience with MDS is limited, due to the reduced number 
of pat ients that  started t reatment  and the AE that  required 
suspending t reat ment  in t wo of  t hem.  Pat ient  16 was 
recent ly included and it  is st i l l  t oo early t o evaluate t his 
case.

In general, the AE were manageable and t reatment  had to 
be suspended in only 15.4% of pat ients, comparable to the 
20% obtained in other studies.7

In conclusion,  our experience has shown t hat  LDM can 
produce clinical benefits, above all in MM and MF, with good 
tolerance. We believe that  these are suff icient  reasons for 
support ing the current  opt imism regarding the t reatment  of 
t hese pat hologies.  Indeed,  survival  has improved f rom 3 
years in t he decades of  1960-1990 to 5 years t oday.  Some 
aut hor s cl ai m t hat  wi t h cur r ent  r egi mens and t he 
int roduct ion and combinat ion of new agents, survival could 
increase to over 7 years in the future. 14,15 We wish to point  
out  that  an important  limitat ion of our study was, in addit ion 
t o i t  being a ret rospect ive st udy,  we made premat ure 
evaluat ions (halfway through the t reatment ) for the sake of 
suspending those t reatments that  were ineffect ive as soon 
as possible,  and we did not  perform any long-term follow-
up. In our opinion, the improvement  in this group of pat ients 
amply justifies the economic costs associated with LDM, not 
t aki ng i nt o account  t hat  di mi ni shi ng t he need f or 
t ransfusions,  hospit al izat ions,  and pat ient  t ransfers also 
reduced cost s.  Also,  given t hat  t his is a novel  drug,  few 
studies have researched it s use, and those that  have been 
published are very heterogeneous. We believe that , although 
a limit  has been placed at  8 cycles in our hospital, and given 
that  no studies exist  that  clarify the durat ion of t reatment , 
the best  opt ion would be to cont inue t reatment  unt il disease 
progression or drug intolerance. In light  of this, we believe 
that  more studies are necessary that  research the opt imal 

durat ion of  t reat ment  and new possible indicat ions, 
prescript ions, and combined t reatments.
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