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1. iuuuaummswnmﬂmm
lﬂ‘U’e]’e]uiiﬁm’]'iLUﬂ"ﬂ']Elﬂ'lEJ'] Bortezom|b IMNTEUY OCPA ﬂ@u%’]ﬂ’ﬁ’iﬂl‘ﬂ Iﬂﬂlmamuwmma
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2. ﬂmauumaeamuwmma
L‘lJuIi\‘lW?J’m’lavmﬂﬂilmwmwi‘umﬁﬂw’lmEJ hematopoietic stem cetl transplantatlon

Ve
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28IN15 N33 N¥I928. hematopoietic stem cell transplantation

3. AauanURvewnndgrianisinun
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4. \nsuain1s3tadey
4.1 Fesfideulvmendinauinasinisidadena 2 Yerwtelui
4.1.1 Clonal bone marrow plasma cell 210% ‘Mia biopsy proven bone lesion Y58 extramedullary
pLasmacytoma
4.1.2 Myeloma defining events (MDE) wusgiley 1 Farerelui]
1) WU evidence of end organ damage fuaimmaﬂUQﬂﬂmalﬂu
@ Serum calcium >11 mg/dL 938 >1 mg/dL higher than upper normal mit
® Serum Cr >2 mg/dL 38 Cr clearance <40 mL/min
® Anemia Hb <10 g/dL %38 >2 ¢/dL below t.he lower normal limit
® One or more osteolytic bone lesions on skeletal radiograbhy or CT
39 |
2) WU biomarkers of malignancy Feladaniderasioluid
® Clonal bone marrow plasma cell 260%
® Abnormal serum free light chain ratio 2100 (involved kappa) or <0.01 (involved

lambda)

® >1 focal lesions on MRI studies

4.2 wuziilnan19m3593 conventional cytogenetic 989 deletion 13 wag FISH cytogenetic

984 gainlq, deletion 17, t(4,14), t(14,16) ABUBNNIT Y




i

&
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5.1 ﬂ’li"?ﬁﬂ‘ﬂiu’m ATIIINNY Nﬂ']ii”UﬂﬂJ‘Wl‘U@ﬂNU’]ﬂ ﬂ']ﬁﬂﬁ]ﬁ“f)”‘ﬂaﬂiiﬂ LLa“i“ULLNUH']'ﬁﬂT‘ﬂ

iRLaU

52 m‘im’mwumu laun CBC, BUN/Cr electrolytes, albumin, calcium, serum LDH, and beta-2
microglobulin

5.3 N15R5IARLAY LALA serum quantitative immunoglobulin, serum protein electrophoresis,
serum immunofixation, serum free light chain dledfiade WazNn 3 1pU

- 5.4 Film bone survey .

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

cytometry

6. nauaiayslAnTsiinanen

6.1 Tué)ﬂlaﬁLﬂu transplant candidate T#l4en Bortezomib based regimen Ouenvuusn Teglien
&@m3 Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone (VCD)
6.1.1 Tunseiftldenluuda 4 cycles nuifinsmevausdidsinia partial response (<509%) a1ansn
UiULﬂa&Juamm T,mawv:u Thalidomide Lﬂuamim Bortezom|b + Thalidomide + Dexamethasone (VTD)
LLaUI%"Léflmmu 8 cycles (Hudaunsle cycle 9 1 ¥@4 Bortezomib)

6.1.2 nsdifldenluudy 4 cycles WUIHNITNDUAUDILUU complete response w38 partial
response widsldanunsavin ASCT 18 annsalifoselalaiiu 8 cycles (Tumeusnasld cycle i 1
484 Bortezomib) 52i195815%11 ASCT

6.2 IuﬁﬂlaﬁLﬂu non transplant candidate Iﬁmqm Bortezomib based regimen \Huguuuwsn
Iﬂﬂiﬁ’ﬂﬂ@ﬁi Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone
(VCD) 3@ Bortezomib + Melphalan + Prednisolone (vMP) TdlalsiiAu 8 cycles

Tunsdlfildenluuda 4 cycles nudndinsmouauasldsinit partial response (<50%) d1u15a
Vsuwdsugasen 1w gesusnidu VD asnsauduidisndu vep viie gasusmidu veo vudu vip
uarl IRl 8 cycles (Humausnslel cycle 7 1 a9 Bortezomib) wazliuuzhnisty Thalidomide
1Y maintenance therapy . :

6.3 M duedausiound 2 Fuly Tugtheitinnsndufiuvedlse munasin1sidasuvedsalude 4
’Luﬁﬂwﬁlﬁmdﬁm Bortezomib 1rieu wie wnemeuauesse Bortezomib laifndn partial response
waziinminduAuredlsandwmgaeniu 6 e laglviengns Bortezomib + Dexamethasone (VD),
Bortezomib + Cyclophosphamide + Dexamethasone (VCD), Bortezomib + Me(phalan + Prednisolone
(VMP) %38 Borteiomib + Thalidomide + Dexamethasone (VTD) wazldlaluiiiu 8 cycles

6.4 TiayidRnnsTidu consolidation %39 maintenance treatment

7. VUINBIRATTSYY L'?ﬂ']‘lla\‘iﬂ'l'iiﬂﬂ"l
yuIAE Bortezomib 1.3 mg/m¥/dose $1uau 4 ass Tu 1 cycLe TlalaiAiu 8 cycles
7.1 Transplant candidate gns VCD, VTD, VD i repeat cycle nn3-4 o
7.2 Non transplant candidate 43 VCD, VD, VTD T repeat cycle Wi 3 - 4 §ant daugns VMP
¥ repeat cycle wn 5 - 6 dlamt |




8. uuI9N1IUTZIIUNANIISNEn
8.1 Wilimsuszliunavddlaaseud 4 uazAuganisinw
8.2 Transplant candidate Thfinqsuszifiu hematopoietic cell transplantation (HCT) — specific

comorbidity index 1A 2 sauvBINsWien wazUefildl partial remission July Tiideiavia autologous

stem cell transplantation (ASCT)

9. INaIINISUE AL

-9.1 n34l transplant candidate ,
9.1.1 llnavaussienissne Ineil progressive disease (n3eiin1sifiunnsld Thalidomide
Tignsneuausmdamslden Thalidomide udd)
9.1.2 flormsiluianamdsldsunisine Tasuseiu hematopoietic cell transplantation

(HCT) - specific comorbidity index Innniwaini 4

9.2 n36l non transplant candidate

9.2.1 lilpavausssanisine laedl progressive disease

Yo o
9.2.2 l#5ue1Asu 8 cycles muAifinun

10. Hematopoietic cell transplantation (HCT) - specific cdmorbidity index

Comorbidity Definitions of comorbidities included in the new HCT-Cl | HCT-Cl

Arrhythmia Atrial fibrillation or flutter, sick sinus syndrome, or ventricular 1
arrhythmias

Cardiac Coronary artery disease, congestive heart failure, myocardial 1
infarction, or EF <50% '

Inflammatory Crohn disease or ulcerative colitis 1

bowel disease

Diabetes Requiring treatment with insulin or oral hypoglycemics but 1
not diet alone

Cerebrovascular Transient ischemic attack or cerebrovascular accident 1

disease

Psychiatric Depression or anxiety requiring psychiatric consult or treatment 1

disturbance _ - V

Hepatic, mild Chronic hepatitis, Bilirubin \>ULN to 1.5 x ULN, or AST/ALT 1
SULN to 2.5 x ULN | - |

Obesity Patients with a body mass index >35 kg/m? 1

Infection Requiring continuation of antimicrobial treatment after day 0 1

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

Péptic ulcer Requiring treatment 2

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

renal transplantation '




r’\ |

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

Moderate DLCO and/or FEV1 66% - 80% or dyspnea on slight activity 2
pulmonary i
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 </=65% or dyspnea at rest or requiring 3
oxygen ,
Moderate/severe Liver cirrhosis, Bilirubin >1.5 x ULN, or AST/ALT >2.5 x ULN 3
hepatic '

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

graft.




