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2. AT UINEIUIE

Wulsangrwnafdidnenwdudunissnesae hematopoietic stem cell transplantation
iadulsmeuaifumdimenemitszylihude 3 uasiuwdianzmenrdudmiausugua
Sntlymunsndeuiieneasdaannlsauas/miensinw sauainsdenserulsmeuraiiifnenm
28IN15WN5INEIRI8 hematopoietic stem cell transplantation

3. uautAvasunnddiinasinem
DuunmdfiForngilssumidesylivioydinsanummeaniluailadinine vieangseans
Laden Fsujuinuluaauwervailasuniseydflude 2

4. \nueinnsidiede
4.1 Feafifeulvmerdiinaunasinsiladei 2 Yedwialudl
4.1.1 Clonal bone marrow plasma cell 210% %3® biopsy proven bone lesion 38 extramedullary
plasmacytoma
4.1.2 Myeloma defining events (MDE) wueatniae 1 Fosuoluil
1) wu evidence of end organ damage Yeladoniiasasoluil
® Serum calcium >11 mg/dL %38 >1 me/dL higher than upper normal limit
® Serum Cr >2 mg/dL 3@ Cr clearance <40 mL/min
® Anemia Hb <10 ¢/dL %38 >2 g/dL below the lower normal limit
® One or more osteolytic bone lesions on skeletal radiography or CT
e
© 2) wu biomarkers of malignancy Yelatanisfeluil
® 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 wustiinan15m339 conventional cytogenetic 984 deletion 13 Wag FISH cytogenetic

789 gainlq, deletion 17, t(4,14), t(14,16) fleudunIsnwn




ol : dw | as = ot
5 wang'mmmumaﬂi:naumsw%aﬂT'smsammmumﬁnm

5.1 MygnUazdn avrasime dnsseylgmeetin Mvuaszuzeealsa LazssyULHUNTINE
Aoy

5.2 mimnﬁ"ljﬁ'}u IAun CBC, BUN/Cr, electrolytes, albumin, calcium, serum LDH, and beta-2
microglobulin

5.3 MINTIRLEY lAWA serum quantitative immunoglobulin, serum protein electrophoresis,
serumn immunofixation, serum free light chain deAfiady wagvn 3 oy

- 5.4 Film bone survey

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

cytometry

6. tnauaiausiAnasdndnen
6.1 Tuhefdiu transplant candidate Wlden Bortezomib based regimen [ugnwuuusn Tagliten
g»3 Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone (VCD)

6.1.1 Tunsdifilfienluudn 4 oycles wuindinsnavauadldsiingy partial response (<50%) ansa
IJ‘%'ULIJE{E!UQMEH Iﬂ&lLﬁIQJ Thalidomide L'fluqﬁlia’l Bortezomib + Thalidomide + Dexamethasone (VTD)
warldlalaiifu 8 cycles (FunsunasTy cycle 7i 1 989 Bortezomib)

6.1.2 n3difldnlUudy 4 cycles wuihiinismeuaneduuu complete response 3 partial
response wagsliaunsavh ASCT 16 anunsolvendelslaiiiu 8 cycles (Tumausinasté cycle 7 1
¥84 Bortezomib) 5¥1W311939n13%11 ASCT

6.2 luﬁgﬂwﬁ 1y non transplant candidate WEJ'IQM Bortezomib based reg¢imen Wuervuuwsn
Tﬂﬂlﬁmqm Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone
(VCD) vi3® Bortezomib + Melphalan + Prednisolone (vMP) TafleiladiAiu 8 cycles

Tunsalfldenluuds 4 cycles wuinfinmsneuauesléimnia partial response (<50%) a@unsa
USuwdougnsen wu gasusnidu v annsoufuiiindu vep vle gasusnifiu ved Usudu vip
wazldlaluiifiu 8 cycles (unsusnsle cycle 71 1 ¥949 Bortezomib) warliuriinsly Thalidomide
\u maintenance therapy

6.3 Midugnmusivui 2 fuly luftheitinmsnduiuredse munasinisitedvedsalute 4
lucgﬂﬁaﬁlﬁLﬂalﬁﬂﬁ Bortezomib aniau %3s iALRBUALBIAE Bortezomib laifindn partial response
waziinsnduAuvedlsavawmgagniu 6 ifiau laeliengns Bortezomib + Dexamethasone (VD),
Bortezomib + Cyclophosphamide + Dexamethasone (VCD), Bortezomib + Melphalan + Prednisolone
(VMP) %0 Bortezomib + Thalidomide + Dexamethasone (VTD) wagldlalaiiiu 8 cycles

6.4 1ﬂﬂ‘l§ﬁm‘ﬂﬁhﬂu consolidation %38 maintenance treatment

7. YUINBIUATITHSLIATYDINTTING

YURE Bortezomib 1.3 mg/m?/dose 31U 4 adalu 1 cycle Molaluifiu 8 cycles

7.1 Transplant candidate g»s VCD, VTD, VD 4 repeat cycle NN 3 - 4 §Uavi

7.2 Non transplant candidate g#5 VCD, VD, VID W repeat cycle NN 3 - 4 e d?u%m VIMP
19 repeat cycle wn 5 - 6 dUam =N,




8. puamsnsuseidunanssnen
8.1 Witlnsuszifiunanasldesau 4 wazduann1ssny

8.2 Transplant candidate %in15Useidiu hematopoietic cell transplantation (HCT) — specific
comorbidity index 1N 2 saULBINS LN Ll,azﬁgﬂ’sﬂﬁlﬁ'f partial remission Yuly Tdsdavi1 autologous
stem cell transplantation (ASCT)

9. ineusinINE AL

9.1 n3ell transplant candidate
9.1.1 Linauauassianissnw Tnedl progressive disease (nsdifin1sifinnisle Thalidomide
ignisnevausmdanislden Thalidomide waa)
9.1.2 flanshlutaramdslssunissnw Tneuseiiu hematopoietic cell transplantation

(HCT) - specific comorbidity index innnmMsamianuy 4

9.2 n36l non transplant candidate

9.2.1 linauausnansinen Tnedl progressive disease
v e
922 1@\51}87@?\.] 8 cycles AUVININUA

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

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

Arrhythmia ; Atrial fibrillation or flutter, sick sinus syndrome, or ventricular il
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 '

Hepatic, mild Chronic hepatitis, Bilirubin >ULN to 1.5 x ULN, or AST/ALT 1
>ULN 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 polymyalgia rheumatica 2

-Peptic ulcer Requiring treatment 2

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

renal transplantation '




Comorbidity Definitions of comorbidities included in the new HCT-Cl | HCT-Cl
Moderate DLCO and/or FEV1 66% - 80% or dyspnea on slight activity z
.pulmonary :

Prior solid tumor | Treated at any time point in the patient’s past history, excluding g -
non melanoma skin cancer -

Heart valve dis Except mitral valve prolapse S

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.




