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uu'm'mn'mumsn,unmﬂmm Bortezomlb douald Multlple Myeloma
(Uwﬂseﬁsaw 3 mwueﬁansuumﬂnma il nA 0416.2/9 1551 agdui 20 §urax 2565)

1. szuvaydiinadndredien
Tweeyilinisidndruanen Bortezomib a1ns¥uy OCPA Aauvhnis§nu Tnolfaniumeuia
o ) v o o o
amuidouuwng giae wagdsloyameasidunnsinvmlusinneaininvun (Protocol BTZ-MM/AMY)

2. AEuURAYDEAUNEIUIE

Wulsangunadiidnenwdmiunisinuedae hematopoietic stem cetl transptantation
Wﬁ@Lﬂiﬂﬁ\?WU'\U'ﬁ‘VﬂJLLWVIULﬂW']w‘Vl']\?G‘]']?JV)SuUl’ﬂU‘U@ 3 LLﬁ"iJLL‘WVIEJLQWW"W'NWI‘U']E]U‘U\TWS'P]JJ‘\]“‘S'JNV;]LLﬁ
3nmﬂcymtmm%auwmﬁm"mml'mTSﬂLLau/wsan’lsiﬂm ‘i’mmum’a‘L“ﬂamanu‘liawmmamuﬁﬂﬂmw‘
Y9INFINNSINWNY hematopoietic stem cell transplantation

3. arusudRvewnnddfiitnisines
o ¢ o o A\L v o Qe a o A oo ] ¢
WuiwndglGemngilaiunidesuifvieydithsmnunneanituaivlaiinine vieengseans
Tsmidion SaufjiRenlusnumerunaildsumseytilude 2

4. inauain1silase
4.1 fiasiifeulvmnendinaananinsidedts 2 teswelusl
4.1.1 Clonal bone marrow plasma cell 210% v biopsy proven bone lesion %38 extramedullary
plasmécytoma
4.1.2 Myeloma defining events (MDE) wueghaios 1 Yasasieluil
1) WU evidence of end organ damage toladentiasolui
® Serum calcium >11 mg/dL %5@ >1 me/dL higher than upper normal limit
® Serum Cr >2 mg/dL %38 Cr clearance <40 ml/min
® Anemia Hb <10 g/dL %38 >2 ¢/dL below the lower normal limit

~® One or more osteolytic bone lesions on skeletal radiography or CT

2) W biomarkers of malignancy Teladandafasialud
® Clonal bone marrow plasma cell 260%
® Abnormal serum free light chain ratio 2100 (involved kappa) or <0.01 (involved
lambda)
® >] focal lesions on MRI studies
4.2 wusriinan1sms39 conventional cytogenetic 989 deletion 13 Wag FISH cytogenetic
489 gainiq, deletion 17, t(4,14), t(14,16) fewiun1sinw




5. wéngwiikaaiilaussneuntsitadelsauasiinnnunisine

5.1 M3tnUsw iR #519319me dnsssylymvesdian fvuaszevuedsn uazsEYwHUNTINY
Ao

5.2 n’ﬁm’mﬁuﬁ’m 1own CBC, BUN/Cr, electrolytes, albumin, calcium, serum LDH, and beta-2
microglobulin

5.3 AsasaenikAY TALA serum quantitative immunosglobulin, serum protein electrophoresis,
serum immunofixation, serum free light chain ile3fede waLnn 3 ieu

5.4 Film bone survey

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

cytometry

6. nauatpydiinindnenen
61 Iuﬁﬂwﬁlﬂu transplant candidate Tl4en Bortezomib based regimen ilugnuunuusn laelvien
gn3 Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone (VCD)

6.1.1 Tunsdliilfenluudn 4 cycles wudiinameuauadldsnga partial response (<50%) @130
U'%'ULU?\‘EJNQWEH Tagifin Thalidomide L’ﬂuqmm Bortezomib + Thalidomide + Dexamethasone (VTD)
warldlalaiiAu 8 cycles Gumawsinisléf cycle 7 1 289 Bortezomib)

6.1.2 nsdiftlgnluuds 4 cycles WuMENMINBUAUBILUY complete response 3o partial
response wadslianunsari ASCT 16 anansolviorseldlaiAu 8 cycles (Sumendnsly cycle # 1
U9 Bortezomib) 5813195801591 ASCT

6.2 Iué'ﬂ’mﬁ'lﬂu non transplant candidate g3 Bortezomib based regimen 1lugnvwnusn
Tnelviengms Bortezomib + Dexamethasone (VD), Bortezomib + Cyclophosphamide + Dexamethasone
(VCD) vi3e Bortezomib + Melphalan + Prednisolone (VMP) Tdfléilalifiu 8 cycles

Tunsdlldonluuda 4 cycles wuinfimaneuaussldshnd partial response (<50%) #1150
UFuwasugnsen Wy gasusnifu Vo amnsaufuiindu vep vde gasusniiu veo vsuidu vio
wasld il 8 cycles (uausnsTel cycle 7 1 vae Bortezomib) waglaiuugiinistd Thalidomide
\u maintenance therapy

6.3 Wiluendausivuil 2 Fulu lufthediinsnduiuresise munasimsiteduvesdsalute 4
luﬁﬂuﬁﬁlﬁLﬂﬂiﬁaﬂ Bortezomib 111iay vi3e auRevauswie Bortezomib liWanda partial response
wagdnsnduanveslsavdagaoniiu 6 e lnliengns Bortezomib + Dexamethasone (VD),

‘Bortezomib + Cyclophosphamide + Dexamethasone (VCD), Bortezomib + Melphalan + Prednisolone
(VMP) %3® Bortezomib + Thalidomide + Dexamethasone (VTD) wagldlalaiiiu 8 cycles
6.4 VLiJalgﬂﬁﬂ'l'ﬂﬁLfJu consolidation %38 maintenance treatment

7. VUINPIUATITLHZLIAVDINNTINE ,
ne1 Bortezomib 1.3 me/m?/dose 31U 4 adelu 1 cycte T4laldiiu 8 cycles
7.1 Transplant candidate g VCD, VTD, VD 194 repeat cycle ws3-4 &Ua
7.2 Non transplant candidate gns VCD, VD, VTD W repeat cycle 9 3 - 4 &Uavi daugns VMP
i repeat cycle wn 5 - 6 dUaw




8. LLU’JVI'I\?ﬂ’I'S'U'i“’L&JUNﬂﬂ"l'iim:}’l
8.1 Wiilnsusuidunavdelionseud 4 LLauauammssnm
8.2 Transplant candidate Tin3Usgidiy hematopoietic cell transplantation (HCT) - specific

LY

stem cell transplantation (ASCT)

9. ininITNYAEN

9.1 ns6l transplant candidate
9.1.1 Limauauasanisinw Taefl progressive disease (n3difinsifunisld Thalidomide
Tignsnevanewmdsnislden Thalidomide waa)
9.1.2 formsimluiaramddldsunisinu Tngussifiu hematopoietic cell transplantatlon
(HCT) - specific comorbidity index annn3amsewinfiu 4
9.2 N8 non transplant candidate
9.2.1 limavausidenssne Imm progresswe disease
9.2.2 l#5uBnAsu 8 cycles muditvun

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

. e . 24 [l &l . . A’ 1 13
comorbidity index y)n 2 FOUVBINIS LN Ltasr;l,'ﬂ’aﬂm‘lﬁ partial remission Pl Widad 9 autologous

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

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

w

Prior solid tumor | Treated at any time point in the patient’s past history, excluding
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.
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