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Figure 1. Schematic Diagram of Study Design and Planned Data Collection Approaches for Eligible 
Patients

Three different approaches of data collection are further described below:

• Enrolled patients who started dacomitinib before the prospective data collection start date (or 
informed consent date), and had last visit at or before the data collection start date are retrospective 
patients.

• Enrolled patients who started dacomitinib before the prospective data collection start date (or 
informed consent date), and have visit after the data collection start date are mixed patients.

• Enrolled patients who started dacomitinib at the prospective data collection start date (or informed 
consent date), and have visit after the data collection start date are prospective patients.

Study population
Approximately fifteen tertiary cancer treating hospitals in China, India and Malaysia are anticipated to be 
participating in this study. The total target number of NSCLC study patients is 300 for this study. For China, 
the target number is at least 200 patients with a maximum number of 290 patients.

Patients must meet all of the following inclusion criteria to be eligible for inclusion in the study:

1. Adult (aged ≥18 years) with histology-confirmed advanced NSCLC (TNM stage IIIB-IV);

2. Presence of any EGFR-activating mutation (exon 19 deletion or exon 21 L858R substitution) or 
other uncommon EGFR mutations prior to anti-cancer treatment;

3. Initiating dacomitinib as first-line treatment for advanced NSCLC after confirmation of EGFR-
mutation status (ie, no prior treatment with other EGFR TKI or systemic therapy);

4. Received dacomitinib after the following dates (which mark the marketing authorization date in 
China, or initiation of the compassionate use program in Malaysia and India);

a. Patients from China: July 1st 2019;
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NI S Pr ot o c ol < A 7 4 7 1 0 6 7 >                                                        St atisti c al A n al ysi s Pl a n  
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _  

P FI Z E R C O N FI D E N TI A L  
C T 2 4 -WI -G L 0 3 -R F 0 3 1. 0 N o n -I nt er v e nti o n al St atisti c al A n al ysis Pl a n F o r S e c o n d a r y D at a C oll e cti o n 

St u d y  1 5 -A u g -2 0 1 8  
P a g e 6 6  of 6 7  

 

R ef er e n c e: C h arls o n M E, P o m p ei P, Al es K L, M a c K e n zi e  C R. A n e w m et h o d of cl assif yi n g pr o g n o sti c 
c o m or bi dit y i n l o n git u di n al st u di es: D e v el o p m e nt a n d v ali d ati o n. J C hr o ni c Dis. 1 9 8 7; 4 0( 5): 3 7 3 -3 8 3.  
a  Wit h m ut u all y e x cl u si v e c at e g ori es.  

 
 
9. 3  A P P E N DI X 3 : L U N G C A N C E R S T A G E G R O U PI N G B A S E D O N T U M O R, 

N O D E A N D M E T A S T A SI S ( T N M) G R A D E S  

 

T/ M  S u b c at e g or y  N 0  N 1  N 2  N 3  

T 1  T 1 a  I A 1 II B III A III B 

 T 1 b  I A 2 II B III A III B 

 T 1 c  I A 3 II B III A III B 

T 2  T 2 a  I B II B III A III B 

 T 2 b  II A II B III A III B 

T 3  T 3  II B III A III B III C 

T 4  T 4  III A III A III B III C 

M 1  M 1 a  I V A I V A I V A I V A 

 M 1 b  I V A I V A I V A I V A 

 M 1 c  I V B I V B I V B I V B 
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