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o wenty five years!!! Wow!!!
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Twenty five years ago, on Oct 10th,
1981...
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fiimat*Does He Mean...2

-

“v\ NithERwesDoEsSHEameanWhether???

oeth” Is this ar misspelling of
m the O Goth or Gothic???

P HROOL”. Is this supposed to be

— 161 Royal Quandary Over Laundry???

==

% The Tail..". Is he thinking of
“and thereby hangs a tale™??? Or trail???

e = .Waggeth.” Is this meant to be Wagon???

® Could be “"Whether Goths Measured the
Royal Quandary Over Laundry: Their Wagon
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SeUrces ... Thesliail StillWaggeth ™

gRcliie thereby hangs a tale.™

Secgues: “And so from hour to hour, we
= Jipe and ripe, and then from hour to hour

= We rot and rot, and thereby hangs a tale.

® from As you Like It --- William Shakespeare
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= '_;_ Position of the NCIC CTG QOL

— 'Commlttee vis-a-vis the EORTC QLSG
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SNCIC Clinical Trials GrouprQOL

= Committee
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0 FOff] ed ds d Working group in 1986; full
Cos imittee in| 1987 — 20" anniversary

\r opted QLQ-C30 as main instrument in
: sitiation of clinical trials with HRQOL
= _.rComponent

_.—'."_

e Appointed a liaison person to QLSG —
“c'est moi!” — attended Paris, April 9-10,
1987 (celebrated birthday!)

e | earned a great deal from the QLSG
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IMETCTG QOL,Committeer™Tale™

SPEVEIOPE al Clear policy’ about collecting
'r ROOIL datia in clinical trials

SaYEVeloped writing guidelines for protocols

eqmred paseline HRQOL completion at
j: ;=-pat|ent registration before randomization

- o' Jnstructed CRAs and investigators on need
to collect data without missing information

® Created liaison with disease site groups
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IMETCTG QOL,Committeer™Tale™

SSINEE 1957 - 71 trials (58 of WhICh are
fOY closed) with' HRQOL component

JPF Q =€30 used in 51/71 (72%) of trials
SwiSiee 1992 - 45 full articles, 69 abstract

-_l-"" .—ll-"

= and 6 miscellaneous publications

e Questionnaire completion rates at baseline
— >97%; on-study - >80%, usually
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IMETCTG QOL,Committeer™Tale™

2 Carrigelieujaitininlele validation of v. 1 of the
C3 ( i breast, ovarian and lung cancer

As |sted in validating v.2 and v.3 of C30
= _reveloped study-specific checklists

" ® Developed and tested the Subjective
Significance Questionnaire

® PDeveloped a simple analysis approach
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J rrre LS of postchemotherapy N&V on
RO -led to change in guidelines

o Of e Ofi the determinants of postchemo-
= 1 Herapy: N&V is QOL itself

ﬂl
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e Patlents adhere to time frames of items

~» Postchemotherapy fatigue not all due to
IN&V/




S - N
ne CIG QOL Commlttee e
. Selected Results

A — [—— —

o Loy global QOL. domain scores at baseline
SIENPIOgnostic for shorter survival

_advanced Ovarian cancer, cyclo-

hosphamlde and cisplatin had less

-_n—'-" .—F"

“deleterious iImpact on HRQOL during
treatment than did paclitaxil and cisplatin.
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SEI] C|tab|ne plus vmorelblne produced
fe _ _er proplems with appetite, vomiting,
gl Opecia and! ototoxicity than did cisplatin-

sed chemotherapy, but lung cancer

= "symptoms were not as well controlled in
Stage IT and IV non-small-cell lung cancer
(NSCLC)
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2 Egloi nlb Versus' placebno for stage IV
NSEIiErevealed a clinically and statistically
JL: jificantly longer median time to
eterloratlon of pre-defined index
= "symptoms for patients on the Erlotinib
arm (e.g., 4.7 vs 2.9 months for dyspnea)
as well as improvements in global QOL
and' physical function
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ECUIENESIFEPOrt MOre symptoms than are
fag) Bhted on case report forms or by
i), |C|ty drading

= *SQ studies — perceptible change on C30

= ocores is about 7-8 points of 0-100 scale

- ® Suggested that 10% of scale breadth is a
reasonable cut-off for classifying patients
as having, or not having, improved




.
Whither Goetih HRQOL

- Meastirement?

SEEdicting the future is hazardoué_, but -

J :,{5 more attention to measurement of;
H«- ient Reported Outcomes (PRO) in more
Bhase 1T as well as phase II trials

'_0 Expect better quality implementation and
reporting of results

o Further definition and delineation of
clinically meaningful results
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3 Measurement?

A — [—— —

Sjmm statlstlcal methods
J':

therexploration of IRT approaches to
mputer adaptive testing

__ore attention to PRO in clinical practice




So after all this time, what do I know?




I'm still learning! But, now it’s time for a nap...



