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Pathology Subtypes of Lung Cancer

Major Histologic Classifications:

Small Cell Lung Cancer (15-20%)
Non-Small Cell Lung Cancer:

-Adenocarcinoma (30-40%)

:I most reliable distinction

-Squamous cell carcinoma (20-25%) interobserver/intraobserver

' iability 20-40%
-Large cell carcinoma (10-15%) variabiiity 0
-Other, mixed (3-5%)
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Small Cell Lung Cancer:
Relapsed Extensive Disease




Amrubicin for Relapsed SCLC: Results

Pts RR PFS, med | OS, med | One-year
40 mg/m2 1V/5 min d1-3 (%) (mo.) (mo.) Surv (%)
every 21d Sensitive | 52 4.2 11.6 46
N =60 relapsed SCLC N = 44
N=16

Teble 3. Worst Toxicity by B0 Patisnts During &mrubicin Monotherapy

Grade = Srade 3

Toxzity 2 3 ; %

Meuropania ] 17 i} B33
Leukopenia | 30 70.0
Harmzglabin i} 333
ThrenbCCyaIenia 2 ] 2 20.0
Anorexia 1.0
Asthznia 1 ] 16.0
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Randomized phase Il study:
Amrubicin vs. Hycamtin (Topotecan)

Amrubicin 40 mg/m? IV d 1-3

@ every 3 weeks

2:1 randomization

1 prior platinum-
based Rx
Sensitive only
N =76

Primary
Endpoint:
Resp Rate

g Topotecan 1.5 mg/m2iv d 1-5
every 3 weeks
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Jotte, ASCO 2008, A#8040




Randomized phase Il study:
Amrubicin vs. Hycamtin (Topotecan)

Efficacy

| N | #oydles |RR(%) |PFS (mos)

G3/4 Toxicities (%

oo | WBC [ fvemia | PLT | Febrieut
Topo [ 608 | 13 | w01 | 83

Jotte, ASCO 2008, A#8040

Randomized phase Il study of Amrubicin vs
Hycamtin (Topotecan) in 2" line SCLC

Amrubicin 40 mg/m? IV d 1-3
1 prior platinum- every 3 weeks
based Rx
Sensitive or

Resistant Dzs 1:1 randomization
N =59

Endpoint: 5
Resp Rate 1.5mg/m?ivd 1-5

every 3 weeks

Primary g Hycamtin (Topotecan)

Sugawara, ASCO 2008, A#8042




Randomized phase Il study of Amrubicin vs
Hycamtin (Topotecan) in 2" line SCLC

Efficacy

Adent | N | ORR(l) [ RR(S) [RR(R) | PES (mos) |
G3/4 Toxicities (%)
| PLTs | Febr.Neut

Sugawara, ASCO 2008, A#8042

Amrubicin in 2" line SCLC

Study Refractory/ RR (%)
Sensitive

Refractory 17 41
Refractory 16 50
Refractory 10 60




Amrubicin for SCLC

Amrubicin has clear activity in SCLC, including
previously treated patients with relapsed disease

Preliminary phase Il studies suggest activity may be superior to
Hycamtin, currently FDA-approved therapy for relapsed SCLC

Being tested in first line, phase Il trial
Cisplatin/etoposide vs. cisplatin/amrubicin

Being tested in second line, phase lll trial
Hycamtin vs. amrubicin
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