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Elderly Patients with Advanced NSCLC in Phase Il Clinical ™
Trials: Are the Elderly Excluded from Practice-Changing
Trials in Advanced NSCLC?
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Carboplatin and weekly paclitaxel doublet chemotherapy

compared with monotherapy in elderly patients with
advanced non-small-cell lung cancer: IFCT-0501 randomised,

phase 3 trial

MMSE score
A =23 67 (15-2%) 32 (14-6%) 35 (15-8%)
Missing data 10 (2:2%) 7 (31%) 3(1:3%)
ADL score
0.8 <6 88 (201%) 42(19-4%) 46 (207%)
6 350 (79-9%) 174 (80-6%) 176 (79-3%)
Missing data 13 (2:9%) 10 (4-4%) 3(13%)
\ ca
&7 I' HR 0-64 (95% C1 0.52-078), p<0-0001 - 341 (75:6%) 173 (76-5%) 168 74:7%)
>2 110 (24-4%) 53 (23-5%) 57(25:3%)
BMI (kg/m?)
0.4 <20 52 (11:5%) 36 (15-9%) 16 (7-11%)
»20-=26 249 (55-2%) 122 (54%) 127 (56-4%)
=26-<30 99 (22%) 43 (19%) 56 (24-9%)
=30 51(11:3%) 25(11-1%) 26 (11:6%)
0-24 Weight loss before randomisation (%)
o <5 203 (457%) 85 (38.6%) 118 (52.7%)
=5 241 (54-3%) 135 (61-4%) 106 (47-3%)
o | | | | | | | Missing data 7 (1-6%) 6(27%) 1(0-4%)
0 6 12 18 24 30 36 42
Lancet 2011;378: 1079-1088.
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1. “fit patients”
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2. “unfit patients ”
TTRIAIEEINE CRUEERBEZR TR ENTERVES
® *“wulnerable patients ”
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RISHDEEZRZITDCEFITETDIES
@ “frail patients ”
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- Co-primary endpoints
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BH S HM(Cfit BH S HV(Cvulnerable BE S HMCfrail
> No clinical question > LR L Dless toxic > No clinical question
IR A DBERIN?
4 1 AT 1 i 1 "
fit vulnerable frail
\_ \ I 4 . 4
fithvulnerableh i vulnerablehrail Hh\infgd

> EFE R URELRRICKDERR  »BSCOMHRMNEN ?
DENE/ZEENMESNDIN ?

EHIRAZFET T > (&, sBEXISR. clinical question.,
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S E MRS (GA : Geriatric Assessment)

- BENEI I5MKE - BN - TR Z SR (C
=il 9 D FEZ AN U Ciain e A aE s & I/ 5

- EEAZHME IS [BdD=Ul



GADA

SAAEEE
SHHIE
Al

RE
EOAHE
=)
=R
EFAEREF

ADLs, IADLs, PS

Charlson Comorbidity Index (CCI)
Medication Appropriateness Index (MAI)
BMI, Mini nutritional assessment (MNA)
Mini-mental state examination (MMSE)
Geriatric Depression Scale (GDS)

MOS Social Support Survey

Confusion Assessment Method (HFAX)
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> CSGA : cancer specific geriatric assessment

. ROV —==0Y—)LDORF

> VES-13
> G8
> MINI-COG

BEODOGAY — ) ZAHENTE D
> Minimum Dataset(MinDS) : EORTCTERHE=NTL\S
- G8 + IADL + CCI + EEIRR
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Performance of Two Geriatric Screening Tools in Older
Patients With Cancer

HR: 0.38
95% CI; 0.27 to 0.52

=
=
=
©
)
o
| —
o
‘©
2
=
| -
=
Ci) Normal L
© 024 — Abnormal
CI>J Log-rank P < .001
o
I I 1 1
0 10 20 30 40
Time (months)
No. at risk
Normal 240 219 202 177 126 67 22

Abnormal 697 517 420 324 208 104

23

%E : 86.5%
95% CI; 83.7 to 89

1 2E : 59.3%
95% CI; 52.9 to 65.5




review Qe A

Screening tools for multidimensional health problems
warranting a geriatric assessment in older cancer
patients: an update on SIOG recommendations'’

First author MNumber of Tools % abnormal Sensitivity % Specificity % PPV % MNPV %
(reference) patients (95% CI) (95% CI) (95% CI) 195% CI)
Soubeyran [6] 1425 G8 [ 77 (74-79) 64 (59-70) NER NER
WVES-13 60 69 (66-71) 74 (69-79) NER NER
Kenis [7] 937 G8 74 87 (84-89) 59 (53-66) 86 (83-88) 61 (55-68)
fTRST(1) B3 91 (89-93) 42 (36-48) 81 (78-84) 63 (56-71)
fTRST(2) 55 67 (64-71) BO (74-85) 90 (87-93) 47 (42-52)
Biganzoli [15] 259 WES-13 47 62 (54-69) B1 (71-88) 86 (79-92) 52 (44-61)
Fried Frailty Criteria 75 B7 (81-92) 49 (38-00) 77 (70-82) 66 (53-77)
Luce [10] 2n 8 80 65 (NR) 3 (NR) 44 (NR) B (NR)
[SAR 79 70 (NR) 10 (NE) 47 (NR) 22 (NR)
KPS <80 B 29 (NR) 44 (NR) 39 (NR) 3 (NR)
Baitar [11] 170 8 76 92 (85-96) 52 (39-65) 78 (70-84) 78 (63-88)
GFI 47 66 (56-75) BY (7o-94) 90 (82-95) S0 (82-95)
Kenis [12] 140 (€3] NE 80 (MR} 40 (MNR) B3 (NR) 35 (NR)
GFI MR 57 (MR} 87 (NR) 94 (NR) 36 (NR)
fTRST(1) MR 92 (NR) 50 (MR) 87 (MR} 63 (MR}
fTRST(2) MR 64 (NR) 100 (NER) 100 (NR) 43 (NR)
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¢ LEVEL-1 (EREMETEWE )

»G-8

¢ LEVEL-2 (Sithn&EiA3T CEhtz#E3E)

>IADLs (B

AR HEEE) + CCIL (&fHE) + EEIRN

+ MINI-COG (BBfNROU—=>7)

¢ LEVEL-3 GRERDFIE(CHOE TER)

»ADLs (BAtkEE) . MNA (3R%&) . MMSE (F840)
GDS (=73) . A5, L= EDEND.,
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EISARECZHD  EHBAJEE

1 GFPC 0504, GFPC 0505ME & AR #E
Age (65-89%%) ,PS (0-2) &
CCI, IADL, ADL, EEEIREE(C & D "vulnerable”%;&1R

Geriatric inclusion criteria.

AGE [Charlson] Dependence Dependence Geriatric Co-morbidity Charlson score PS Treatment
for IADL? for ADLP syndrome®
1 0 0 0-2 2-4 0-1 Ineligibled
1 0 0 0-2 2-4 2 Ineligible®
65-69[2] <2 0 0 3-4 5-6 0-1 Ineligible®
<2 0 0 3-4 5-6 2 Eligiblef
1 0 0 0-1 3-4 0-1 Ineligible®
70-79[3] <2 0 0 0-1 3-4 2 _Eligiblel
<2 0 0 2-4 5-6 0-2 Eligible
1 0 0 0 4 0-1 Ineligible®
80-89[4] <2 0 0 1-2 5-6 0-2 Eligible’
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* . for Clinical Trials
L% in Oncology

NCCTG NO574 (Alliance): A Phase lll
Randomized Trial of Whole Brain Radiation
Therapy in Addition to Radiosurgery in
Patients with 1 to 3 Brain Metastases

Presenting Author: Paul Brown, MD
MD Anderson Cancer Center

A.L. Asher®, K.V. Ballman, E. Farace, J.H. Cerhan, S.K.
Anderson, X.W. Carrero, EG. Barker ll, R. Deming, S.H.
Burri, C. Menard, C. Chung, V.. Stieber, B.E. Pollock, E.
Galanis, J.C. Buckner, K. Jaeckle

- . : : e i | Annual 15
IREDFORREUSE. = Dy Brown and Anthony Asher contributed equally to this study. sesenreoar  ASCE) :'wblmin_:;r
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NOS574 Design

e Age (18 to 59 vs. = 60)

e Extra-Cranial

Disease Controlled /
\

(£ 3vs. >3 mo)

il Number Brain _ SRS + WBRT
f Mets (1 vs. 2 vs. 3)

Primary Objective:

Determineif cognitive
progression 3 mo post-SRS

Arm A (SRS only): Arm B (SRS and WBRT): ; .

Lesions <20cm 24 Gy  Lesions<20cm 22 Gy is lesswith SRS alone than

Lesions 2-29 cm 20 Gy Lesions 2-29 cm 18 Gy i i
WBRT- 30 Gy/15 SRS combined with WBRT

Y| | Institution

'  THE BRODERTY OF THE MUTHOR. DERMISEIMN R SLUIRED POl BEL . T s A :1]-|_f-',,
SLIDES ARE THE PROPERTY OF THE AUTHOR. PERMISSION REGUIRED FOR REUSE. PresentEd by Paul Bro“n, MD PRESENT ] ﬂSC@J 1."'1-'I‘I1:‘||:11'r1_£{
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Cognitive Deterioration at 3 months

Cognitive Test SRS SRS+WBRT

HVLT Total Recall 8.2%

30.4%

HVLT Delayed Recall 19.7%

91.1%

HVLT Recognition 22.6%
TMT Part A 16.7%
TMT Part B 19.0%
COWA 1.9%

40.4%
30.4%
37.2%
18.6%

Pegboard-Dominant 29.3%

weoronnese. Pre€sented by: Paul Brown, MD

47.7%

Deterioration=1 S0 drop from bas Hlmw
BRESENTED AT: ﬂﬁ(’“u 'li ]:t
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D EFTEDEEE (“vulnerable elderly patients ” )
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