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N O N -I N T E R V E N TI O N A L ( N I) S T U D Y P R O T O C O L  

St u d y  i nf o r m ati o n 

Titl e  A RI A: R e al -w orl d utili z ati o n a n d o ut c o m es wit h 
d a c o miti ni b first -li n e tr e at m e nt f or E G F R 
m ut ati o n -p o siti v e a d v a n c e d n o n -s m all c ell l u n g 
c a n c er a m o n g A si a n p ati e nts – A m ulti -c e nt er 
c h art r e vi e w  

P r ot o c ol n u m b e r  A 7 4 7 1 0 6 7  

P r ot o c ol v e r si o n i d e ntifi e r  3. 0  

D at e  1 0 J a n 2 0 2 2  

E U P o st A ut h o ri z ati o n St u d y ( P A S) 
r e gist e r n u m b e r  

E U P A S 4 4 5 4 3  

A cti v e s u bst a n c e  Pr ot ei n ki n a s e i n hi bit or ( A T C c o d e: L 0 1 X E) , 
D a c o miti ni b ( A T C  c o d e: L 0 1 X E 4 7)  

M e di ci n al p r o d u ct  D a c o miti ni b ( VI ZI M P R O ® ) 

R e s e a r c h q u e sti o n a n d o bj e cti v e s  T h e o v er all o bj e cti v e is t o d e s cri b e t h e cli ni c al 
a n d dis e a s e c h ar a ct eristi c s, t h er a p e uti c p att er n s of 
d a c o miti ni b utili z ati o n  a n d  o ut c o m e s i n  a n A si a n 
a d v a n c e d n o n- s m all c ell l u n g ca n c er  ( N S C L C) 
e pi d er m al gr o wt h f a ct or r e c e pt or ( E G F R) 
m ut ati o n -p o siti v e p o p ul ati o n tr e at e d wit h 
d a c o miti ni b a s a first -li n e tr e at m e nt. 

A ut h o r  , P h D 

, Pfi z er E m er gi n g 

M ar k et  

E m ail:   

 

, M A 

 

, Pfi z er P ati e nt H e alt h a n d I m p a ct 
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, P h D  

, I Q VI A 

 

, M B B S, P h D  

, I Q VI A 

 

T his d o c u m e nt c o nt a i n s c o nfid e nti al i nf or m ati o n b el o n gi n g t o Pfi z er.  E x c e pt a s ot h er wis e a gr e e d t o i n 
writi n g, b y a c c e pti n g or r e vi e wi n g t his d o c u m e nt, y o u a gr e e t o  h ol d t his i nf or m ati o n i n c o nfi d e n ce a n d n ot 
c o p y or dis cl o s e it t o ot h ers ( e x c e p t w h er e r e q uir e d b y a p pli c a bl e l a  w) or  u s e it f or u n a ut h ori z e d p ur p os e s.  I n 
t h e e v e nt of a n y a ct u al or s u s p e ct e d br ea c h of t his o bli g ati o n, Pfi z er m u st b e pr o m ptl y n otifi e d. 
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4.  A B S T R A C T 

Titl e:  A RI A: R e al -w or l d utili z ati o n a n d o ut c o m es wit h d a c o miti ni b first-li n e tre at m e nt f or 
E G F R m ut at i o n-p o siti v e  a d v a n c e d n o n -s m all c ell l u n g c a n c er a m o n g A si a n p ati e nts  
– A m ulti - c ent er  c h art r e vi e w  

V e r si o n ( d at e) of p r ot o c ol : 3. 0 ( 1 0 J a n 2 0 2 2 )  

N a m e (affili ati o n ) of m ai n a ut h o rs :  ( Pfi z er);  ( Pfi z er) 
 (I Q VIA) ;  (I Q VI A) 

R ati o n al e a n d b a c k g r o u n d  

D a c o miti ni b, a s e c o n d -g e n er ati o n i rr e v ersi bl e e pi d er m al gr o wt h f a ct or r e c e pt or ( E G F R)  
t yro si n e ki n a s e i n hi bit or ( T KI), w a s a p pr o v e d b y t h e U nit e d St at e s ( U. S.) F o o d a n d Dr u g 
A d mi nistr ati o n ( F D A) a s tr e at m e nt f or a d v a n c e d n o n -s m all c ell l u n g c a n c er ( N S C L C)  wit h 
E G F R  e x o n 1 9 d el eti o n or e x o n  2 1 L 8 5 8 R s u b stit uti o n m ut ati o ns .  I n t h e A R C H E R 1 0 5 0 
ra n d o mi z e d tri al, a st at isti c all y si g nifi c a nt i m pr o v e m e nt i n pr o gr e s si o n-fr e e s ur vi v al ( P FS) 
w a s o b s er v e d wit h d a c o miti ni b c o m p a r e d t o g efiti ni b .  

T h er e is c urr e ntl y a  p a u cit y of i nf or m a ti o n o n t h e r e al-w orl d utili z ati o n of d a c o miti ni b  a n d 
a s s o ci at e d cli ni c al o ut c o m e s a m o n g A si a n  p ati e nts wit h E G F R  m ut ati o n -p o siti v e a d v a n c e d  
N S C L C.  U n d erst a n di n g t h e c h ar a ct eristi c s, dr u g utili z atio n a n d  o ut c o m e s of t h e s e p ati e nts 
pr e s c ri b e d wit h d a c o mitin i b r e pr e s e nts a n  i m p ort a nt st e p t o w ar ds a d dr e s si n g t h e e xisti n g 
k n o wl e d g e g a p s.  

T h is n o n-i nt er v e nti o n al st u d y is d e si g n at e d a s a P o st -A ut h ori z a ti o n S af et y St u d y ( P A S S) an d 
is a c o m mi t me n t t o t h e N a ti o n al M e di c al Pr o d u cts A d mi nistr ati o n ( N M P A)’s C e nt er f or  
Dr u g E v al u ati o n ( C D E)  of C hi n a.  

R e s e a r c h o bj e cti v e s  

T h e pri m ar y o bj e cti v e s ar e:  

1.  T o d e s cri b e d e m o gr a p hi cs, a s w ell a s cli ni c al a n d dis e a s e c h ar a ct eristi c s of p ati e nts  
o n fir st-li n e d a c o miti ni b t h era p y f or tr e at m e nt of E G F R m u t ati o n-p o s iti v e a d v a n c e d 
N S C L C . 

2.  T o d e s cri b e st arti n g d o s e of d a c o miti ni b a s first -li n e t h er a p y, d o se m o difi c ati o n (if 
a n y), r el at e d ti mi n g a n d r e a s o n f or d o s e m o difi c ati o n, i nt err u pti o n or dis c o nti n u ati o n . 

3.  T o d e s cri b e d ur ati o n o f d ac o miti ni b t h er a p y a n d ti m e -t o-tr e atm e nt f ail ur e  ( T T F). 

T h e s e c o n d ar y o bj e c tiv e s ar e:  

4.  T o d e s cri b e r e al-w orl d P F S of p ati e nts . 0
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P r ot o c ol v ersi o n: 3. 0, 1 0 J a n 2 0 2 2  
 

 
P FI Z E R C O N FI D E N TI A L  

C T 2 4 -WI - GL 0 2 -R F 0 2  2. 0 N o n -I nt er v e nti on a l St u d y P r ot o c ol T e m pl at e F o r S e c o n d ar y D at a C oll ecti o n St u d y  
0 1 -J u n -2 0 2 0   
P a g e  4 0  of 4 7  

a c t u al d at e of o c c urr e n c e wit hi n t h e m o nt h / y e ar of o c c urr e n c e i n t h e d a y / m o nt h/y e ar 
( D D/ M M M/ Y Y Y Y ) f or m at.  

All r e s e ar c h st af f m e m b ers m u st c o m pl et e t h e f o ll o wi n g Pfi z er tr ai ni n g r e q uir e m ents:  

•  “ Y R R Tr ai ni n g f o r V e n d o r s W o r ki n g o n  Pfiz e r St u di e s ( e x cl u di n g i nt e r v e nti o n al 
cli ni c al s t u di e s a n d n o n-i nt er v e nti o n al p ri m a ry d at a c olle cti o n  st u di e s wit h 
sit e s/i n v e sti g at o r s ”).  

T h e s e tr ai ni n gs m u st b e c o m pl et e d b y r e s e ar c h st af f m e m b ers pri or t o t h e st art of d at a 
c oll e cti o n.  All tr ai ni n gs i n cl u d e a “ C o nfir m ati o n of Tr ai n i n g C erti fi c at e ” (for si g n at ur e b y 
t h e tr ai n e e) a s a r e c or d of c o mpl eti o n of t h e tr ai ni n g, w hi c h m u st b e k e pt i n a r etri e v a bl e 
f or m at.  C o pi e s of all si g n e d tr ai ni n g c ertifi c at e s m u st b e pr o vid e d t o Pfi z er .  R e-tr ai ni n g 
m u st b e c o m pl et e d o n a n a n n u al b a sis  u si n g t h e m o st c ur r e nt Y o ur R e p orti n g 
R e s p o n si biliti e s tr ai ni n g m at eri a ls.  

T a bl e  5. P h a r m a c o vi gil a n c e C o nt a cts of Pfi z e r f o r E a c h C o u nt r y  

C o u nt r y  F a x  E m ail  

C hi n a  1 0 8 0 0 7 1 4 -1 8 0 6   

1 0 8 0 0 1 4 0 -1 8 3 8  
Alt. 1:  + 1 9 7 3 -6 6 0 -8 9 2 0  

 

C H N. A E R e p orti n g @ pfi z er. c o m  

I n di a T oll -Fr e e (l o c al): 0 0 0 8 0 0 1 0 0 -
5 9 6 1  

Alt. 1: + 9 1 2 2 3 9 1 9 -7 7 1 4  
Alt.  2: + 1 9 7 3 -6 6 0 -8 9 3 5  

 

I N D. A E R e p orti n g @ pfi z er. c o m 

M al a y si a  T oll -f r ee (l o c al): 1 8 0 0-8 1 -6 4 3 2  
Alt. 1: + 6 0 3 2 2 8 1 -6 3 8 4  
Alt. 2: + 1 9 7 3 -6 6 0 -8 9 4 2  

M Y S. A E R e p orti n g @ pfi z er. c o m  

 
 

1 2.  P L A N S F O R D I S S E MI N A TI N G A N D C O M M U N I C A T I N G S T U D Y  R E S U L T S 

I n t h e e v e nt of a n y pr o hi biti o n o r r e stri cti o n i m p os e d ( e. g., clini c al h ol d) b y a n a p pli c a bl e 
c o m p et e n t a ut h orit y i n a n y ar e a of  t h e w orl d, or  if t h e i n v e sti g at or is a w ar e of a n y n e w 
i nf or mat i o n whi c h mi g ht i nfl u e n c e t h e e v al u ati o n of t h e b e n efits a n d ris k s of  a Pfi z er 
pr o d u ct , Pfi z er s h o ul d b e i nf or m e d i m m e di at el y.   
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Gr a d e 5  D e a d  
R ef er e n ce : O k e n M, Cr e e c h R, T or m e y D, et al. T o xi cit y a n d r e s p o ns e crit eri a of t h e E a st er n C o o p erati v e 
O n c o l o g y Gr o u p. A m J Cli n O n c ol. 1 9 8 2; 5: 6 4 9 -6 5 5.  
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G r a d e  T ( p ri m a r y t u m o r)  

T 0  N o pri m ar y t u m or  
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T 1  
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T 1 a  
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T 1 b  

T 1 c  
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T 2  
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br o n c h u s ( n ot c ar i n a), at el e ct a sis t o hil u m  

T u m or > 3 b ut ≤ 4 c m  

T u m or > 4 b ut ≤ 5 c m  
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