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Study on Endpoint Indicators for Clinical Trials of Chemotherapeutic Drugs against Non-small Cell Lung
Cancer
OUYANG Shu-ting, MO Xia, LIU Lei, CHEN Guo-hua(School of Pharmacy, Jinan University, Guangzhou 510632,
China)

ABSTRACT OBJECTIVE: To analyze the correlation between alternative indicators and overall survival (OS) period in clini-
cal trials of chemotherapeutic drugs against non-small cell lung cancer (NSCLC). METHODS: A literature analysis method was
employed to compare the OS in clinical trials of chemotherapeutic drugs against NSCLC and evaluate the correlation of each al-
ternative endpoints with OS. RESULTS: OS (46.4% ) and objective response rate (ORR,31.9% ) were used as the primary end-
points. Phase II studies mainly studied ORR (59.4% ), while OS (77.4% ) in phaselll. Progression-free survival (PFS) and OS
were consistent moderately and correlative significantly; time to progression (TTP) and OS were consistent moderately, but posi-
tive TTP was more likely to get; disease-free survival (DFS) was not correlated with OS; ORR was correlated with OS, show-
ing poor consistency. CONCLUSIONS: The primary endpoint indicators of these studies are mainly OS and ORR, and OS is
still the endpoint indicator that support the launch of new drugs; PFS is correlated with OS fairly, which is the better alternative
endpoint.
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Cancer” J “clinical trial” .
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Tab 1 The selection of primary endpoint indicators [case

(%)]
X . X5 it
FRRE s Mho—e) AiEG=12) (i=13%)
os 10(15.6) 48(77.4) 6(50.0)  64(46.4)
PFS 11(172) 8(12.9) 3(250)  22(15.9)
TTP 2(3.1) 1(1.6) 1(8.3) 4(2.9)
DES 1(1.6) 0(0) 0(0) 1(0.7)
TTF 2(3.1) 1(1.6) 000) 3(22
ORR 38(59.4) 4(6.5) 2(16.7) 44(31.9)
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2.2.1 PFS5OSMAHSEMENHr 1135 [ RA T 0S5
PFS V2 i d6hn , Hod 109 MR 45 T 4550 TR 2,
O—F K - Kappa {0 K=0.523, B L PFS 7 J 4 5
FEPR AR B 25 5 OS M4 R BE — 3. @BEHT 2R
Pearson " A6 B 15 2153 2 0k 25 R 22 A Gt L (' =
31.15,P<<0.05),0S 55 PFS B E K. 23/ fr X 45 1
AN BB R FH A SR TE R 06 A7 22 S Moo Ar A5 B
LT FEAR I AR ZE AR (f =2.72,P=0.099)
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TTPAFE AL L de bR, Horh 93 TFST 48 th 1450, 1R IR 3.
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Tab 2 Results of the same bacthes of studies using OS and
PFS as endpoint indicators

oS N oS - Hit
+ 15 5 20
- 13 76 89
& 28 81 109

T AR AR T 1 25 R P<<0.05 IR0 41 0 B 25 A e
FFA R0 S =T IRTE MR R R I 45 2R P=0.05, 1B 415 0 R4 22 5
Heiter

Note: “+” means results in the study P<<0.05, there was statistical
significance between control group and trial group; “—” means results in
the study P=0.05, there was no statistical significance between control
group and trial group
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Tab 3 Results of the same bacthes of studies using OS and
TTP as endpoint indicators

TTP

os N - ait
+ 11 2 13
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At 21 72 93

T IR AR R A4 SRR P<<0.05, IR S IR 25 A 4
AR S =R TR IS5 U P=0.05, I I0 20 4 BR2H 25 5 0
GitEE X

Note: “+” means results in the study P<<0.05, there was statistical
significance between control group and trial group; “—" means result in
the study P=0.05, there was no statistical significance between control
group and trial group
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Tab 4 Results of the same bacthes of studies using OS and
DFS as endpoint indicators

0S N DI - At
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T HR AR HR A 45 SRR P<<0.05, IR I A S 0 IR 25 A G
PP TR TEDF I 25 2 P=0.05, 130 21 5 0k B 22 5 0
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Note: “+” means results in the study P<<0.05, there was statistical
significance between control group and trial group; “—" means result in
the study P=0.05, there was no statistical significance between control
group and trial group
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(P=0.133),
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Tab 5 Results of the same bacthes of studies using OS and

ORR as endpoint indicators
ORR

0s N - it
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Note: “+” means results in the study P<<0.05, there was statistical
significance between control group and trial group; “—" means result in
the study P=0.05, there was no statistical significance between control
group and trial group
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