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Bortezomib iinj4W Multiple Myeloma 

(u'iJ14141 3 1 	83JUnn4 Mj  nfi 04162/' 1551 ii 20 5unou 2565) 

1. uni,'On,u,hvi 

Bortezomib inu,j OCPA 	innn 	 J11i11 

vuw r{ihi 	 1 	 (Protocol. BTZ-MM/AMY) 

2. 

hematopoietic stem cell transplantation 

11w l'tJ.?J 3 

n1?je)n1u1J'nJnm 

nininwi hematopoletic stem cell. transplantation 

3. 

Vi 
M 

11 

Jii 	 1wi 2 

4. inn'tiau 
St V 

4.1 	 1nnflnhlQV%1$ 2 	j1iJij 

4.1.1 Clonal bone marrow plasma cell a10% AD biopsy proven bone lesion vtu extrameduilary 

plasmacytoma 

4.1.2 Myeloma defining events (MDE) uiii 1 

1) wi evidence of end organ damage 

• Serum calcium >11 mg/dL AD >1 mg/dL higher trian  upper normal limit 

• Serum Cr >2 mgldL M Cr clearance <40 mL/min 

• Anemia Hb <10 g/dL i 	>2 g/dL below the lower normal limit 

• One or more osteolytic bone lesions on skeletal radiography or CT 
a 

2) 'vnJ biomarkers of malignancy 

• Clonal bone marrow plasma cell >60% 

• Abnormal serum free light chain ratio >100 (involved kappa) or --.0.01 (involved 

Lambda) 

• >1 focal lesions on MRI studies 

4.2 	wniisi conventional cytogenetic t@4 deletion 13 uat FISH cytogenetic 

'u 	gainlq, deletion 17, t(4,14), t(14,16) 	niinwi 
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5. fl1U 	wthnnjniitcw LALk1JflThfThfl 

5.1 ni nthv 	irntj 

5.2 	 CBC, BUN/Cr, electrolytes, albumin, calcium, serum LDH, and beta-2 

microglobutin 

5.3 ni 	k1t 	serum quantitative immunoglobulin, serum protein electrophoresis, 

serum immunoflxation, serum free tight chain 	 in 3  Am 
5.4 Film bone survey 

5.5 Bone marrow aspiration ± biopsy, bone marrow immunohistochemistry, and/or flow 

cytometry 

6. tnw,aun1LOfWhu1 

6.1 I'uI%x:*AA 'U transplant candidate lW'ffl Bortezomib based regimen &Finuiumn itii 

on Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone (VCD) 

6. 1A 'tlJn 	uiJti 4 cycles 	nu(ini partial response (<50%) nnn 

jaji titi Thalidomide i.iji Bortezomib + Thalidomide + Dexamethasone (VTD) 

8 cycles ( 'ij 	mAiN cycle 1 lufm Bortezomib) 

6.1.2 nui"LJu. 4 cycles 	 iwu complete response %O partial 

response 	 'rcw'i ASCT 'L 	1 	bU1i&Jl.fl14 8 cycles (n1l% cycle i 1 

-U104 Bortezomib) 	0nri ASCT 

6.2 l&'u non transplant candidate WFTI ~ Ml Bortezomib based regimen L1'Jrn11Lr) 

Jl1U1r Bortezomib + Dexamethasone ('ID), Bortezomib + Cyctophosphamide + Dexamethasone 

(VCD) 	Bortezomib + Melphalan + Prednisolone (VMP) 14td.h 8 cycles 

lntJ1"LlJL 	4 cycles 	nul'in+i partial response (<50%) ev ivri n 

J11J1 L 	tnJti VD 	 VCD fr 	VCD tJTIAU VTD 

iiThi 8 cyclesum4 ,3u0ni,514 cycle ct i Itia-3 Bortezomib) 	iiiniW Thalidomide 

maintenance therapy 
• 	 a 

6.3 liniuiwi 2 'uiilJ 	uninw 	nt,in, 	 9l'hi 4 

Bortezomib L lf@U 1 	 Bortezomib LMini partial response 

6 Au IvitiWEi 'lool Bortezomib + Dexamethasone (VD), 

Bortezomib + Cyclophosphamide + Dexamethasone (VCD), Bortezomib + Meiphalan + Prednisotone 

(VMP) &i Bortezomib + Thalidomide + Dexamethasone ('TED) iUJ'u 8 cycles 

6.4 13nTNLJu consolidation 141V maintenance treatment 

7. J1v11n1fl1 

nwui Bortezomib 1.3 mg/m 2/dose 	4 	tti 1 cycle lv"i Wnu 8 cycles 

7.1 Transplant candidate mil VCD, VTD, VD 't repeat cycle n 3 - 4 Jn 

7.2 Non transplant candidate 	VCD, VD, VTD1.I1 repeat cycle %fl 3 - 4 Ji'i 	'IMP 

W repeat cyc.e vin 5 - 6 'iJc'n 



8. 

8.1 ll1 J 	 4 L fl1'flfl 

8.2 Transplant candidate ln 	hematopoletic cell transplantation (HCT) - specific 

comorbidity indexn 2 u 	niThn 	'ii*1Ji' partial remission l,J l*i autologous 

stem cell transplantation (ASCT) 

Lflfl%iEJ1 

9.1 n'50 transplant candidate 

	

9.1.1 	 ni'rnn ciu progressive disease (n 	ni.inW Thalidomide 

nniWii Thalidomide u.) 

	

9.1.2 	ni 	 run'n'tn tciiuthu hematopoietic cell transplantation 

(HCT) - specific comorbidity index vinn TaLyhn'U 4 

9.2 nct non transplant candidate 

	

9.2.1 	uninr 	progressive disease 

	

9.2.2 	uuwrij 8 cycles 	riwuc 

10. Hematopoietic ceU transplantation (HCT) - specific comorbidity index 

Comorbidity Definitions of comorbidities included in the new HCT-CI HCT-CI 

Arrhythmia Atrial fibrillation or flutter, sick sinus syndrome, or ventricular 

arrhythmias  

1 

Cardiac Coronary artery disease, congestive heart failure, myocardial 

nf&rction, or FE <50%  

1 

Inflammatory 

bowel disease 

Crohn disease or ulcerative colitis 1 

Diabetes Requiring treatment with insulin or oral hypoglycemics but 

not diet alone 

1 

Cerebrovascular 

disease 

Transient ischemic attack or cerebrovascular accident I 

Psychiatric 

disturbance 

Depression or anxiety requiring psychiatric consult or treatment 1 

Hepatic, mild Chronic hepatitis, Bilirubin >ULN to 1.5 x ULN, or AST/ALT 

>ULN to 2.5 x ULN  

1 

Obesity Patients with a body mass index >35 kg/M 2 
 1 

Infection Requiring continuation of antimicrobial treatment after day 0 1 

Rheumatologic SLE, RA, polymyositis, mixed CTD, or polymyalgia rheumatica 2 

Peptic ulcer Requiring treatment 2 

Moderate/severe 

LI1I 

Serum creatinine >2 mg/dL, on dialysis, or prior renal 

transpl.antation  

2 
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Comorbidity Definitions of comorbidities included in the new HCT-CI HCT-Cf 

Moderate DLCO and/or FEV1 66% - 80% or dyspnea on slight activity 2 

pulmonary 

Prior solid tumor Treated at any time point in the patient's past history, excluding 3 

non melanoma skin cancer 

Heart valve dis Except mitral valve prolapse 3 

Severe pulmonary DLCO and/or FEV1 <1=65% or dyspnea at rest or requiring 3 

oxygen  

Moderate/severe Liver cirrhosis, Bit.irubin >1.5 x ULN, or AST/ALT >2.5 x ULN 3 

hepatic I_________ 

§One or more vessel- coronary artery stenosis requiring medical treatment, stent, or bypass 

graft. 
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