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Aktivni klinické studie - MM

Nova diagnoza

e Studie EMNO2 — AKADEMICKA
e Studie Denosumab

e Studie CLARION

Relaps

 Studie ENDEAVOR

e Studie MLN C16010
 Studie ADMYRE
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Pripravované klinickeé studie - MM

Nova diagndza
e Studie MLN 16019

— Pacienti s novée diagnostikovanym MM, kteri absolvovali AutoTx (HDM) s
|écebnou odpovédi PR a lepsi

— MLN9708 vs. Placebo —den 1., 8., 15. ve 28dennim cyklu

— 24 mésicu, popr. do progrese Ci netolerovatelné toxicity

Relaps
e Studie ARRAY

— Pacienti po nejméné dvou léCebnych liniich s relabovanym MM,
progredujicim nejdéle po 60 dnech

— ARRY-520 (dny 1., 2., 15., 16.) + low dose Dexamethasone
(2.,9., 16., 23.) ve 28dennim cyklu
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Amyloiddza AL
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Aktivni klinické studie - Amyloidoéza

Nova diagnoza
 Studie EMNO3 AKADEMICKA (Ostrava, Brno, ...)

Relaps
e Studie MLN C16011 (Ostrava)

Pripravovanée klinické studie - WM

e Studie EWMC-1 AKADEMICKA
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Amyloidoza — nova diagnoza

EMNO3

A randomized open-label multicenter phase lll trial of
Melphalan and Dexamethasone (MDex) versus
Bortezomib, Melphalan and Dexamethasone (BMDex)
for untreated patients with systemic light-chain (AL)
amyloidosis
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Hlavni vstupni kritéria

* Histologicky prokazana diagnoza amyloidozy
* Pacienti nevhodni ¢i odmitajici Tx

e ECOG 0-2

 Méritelné onemocnéni v séru

e Postizeni srdce, ledvin, GIT Ci periferniho
nervoveho systému

e Adekvatni laboratorni hodnoty
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Hlavni vylucovaci kriteéria

* Onemocnéni hereditarni formou amyloidozy

* Pritomnost non-AL amyloiddzy

* Predesla |écba onemocnéni plazmatickych bunéek
* Pocet plazmocytu v kostni dreni nad 30%

e Pacienti se srdecnim onemocnénim (NYHA llI-1V)
 Onemocnéni mnohocetnym myelomem
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Schéma protokolu

SCREENING

RANDOI\TIIZATION
| |

ARM A - 3 cycles ARM B - 3 cycles
* Melphalan * Bortezomibe
* Dexamethasone * Melphalan
* Dexamethasone

|
| |
( Less than PR ) ( PR or better ) ( Less than PR ) ( PR or better )
| l | |

Follow-up 3 additional cycles Follow-up 3 additional cycles
CR or PR+OR otherwise CR or PR+OR otherwise
| | | |
Follow-up additional 3 cycles Follow-up additional 2 cycles
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Transport vzorku

do centralni laboratore

* 1x zkumavka EDTA 7,5 ml — pro vysetreni
hereditarni amyloidozy - nezpracovava se,
posila se cela

* Vyplnéna zadanka

e VV den odbéru PPL sluzbou!
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Amyloidoza — relaps

MLN C16011

A Phase 3, Randomized, Controlled, Open-Label,
Multicenter, Safety and Efficacy Study of
Dexamethasone Plus MLN9708 or Physician s Choice
of Treatment Administered to Patients with Relapsed
of Refractory Systemic Light Chain (AL) Amyloidosis
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Hlavni vstupni kritéria

* Biopticky prokazana diagn6za AL amyloidozy

e Méritelné onemocnéni v séru — hladina FLC
vysSi nez 50 mg/I

* Méritelné postizeni srdce Ci ledvin (ISA kritéria)

* Pacienti s relapsem ci refrakternim
onemocnénim po 1 az 2 lécebnych liniich

* ECOG 0-2
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Hlavni vylucovaci kriteria

 Onemocnéni mnohocetnym myelomem
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Schema protokolu

SCREENING

RANDOMIZATION

ARM A:
* MLN9708 + Dexamethasone

ARM B: Physicians’s choice
Dexamethasone aloe
Dexamethasone + Melphalan
Dexamethasone + Cyclophosphamide
Dexamethasone + Thalidomide
Dexamethasone + Lenalidomide

Repeat every 28 days until

progression or unacceptable toxicity

Repeat every 28 days until
progression or unacceptable toxicity

End of Treatment Visit

Follow-up for Progression Free Survival every 6 weeks

Follow-up for Overall Survival every 12 weeks
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EWMC-1

Efficacy of first line Dexamethasone, Rituximab
and Cyclophosphamide (DRC) +/- Bortezomib
for patients with Waldenstrom’s
Macroglobulinemia

PN
KLINIKA HEMATOONKOLOGIE OSTRAVA



Hlavni vstupni kritéria

e Klinicko-patologicka diagn6za WM — stanoveno
lokalné

* CIRS skore <6, ECOG 0-2
* Adekvatni laboratorni hodnoty

* Pritomnost alespon jednoho z kritérii:

— Horecka, no¢ni poceni, hubnuti, Unava,

— Hyperviskozita, spleno- ¢i hepatomegalie, organomegalie
— Periferni neuropatie, kryoglobulinémie, lymfadenopatie
— Nefropatie, amyloiddza

— Anémie, trombocytopenie, M-protein v séru nad 5 g/I
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Hlavni vylucovaci kriteéria

* Predesla terapie WM

* Hypersenzitivita na dexamethason

* Nekontrolovatelna infekce

* Postizeni CNS lymfomem
 Onemocnéni srdce (NYHA IlI-IV)

* Nekontrolovatelny diabetes mellitus
 Neuropatie stupné 2 a vice
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Schéma protokolu

Registration

v

Randomization

Standard arm Experimental arm
6x DRC b x B-DRC
At least SD
Fnllnw-up fnr5uwwal Follow-up for response until Fnllnw-up fnr5ur'u'iwal

progression

Follow-up for OS until death
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Dékuji za pozornost!
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