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Date Description Protocol Version 
30-JUN-2015 Version 1 Amendment 1 Final - 10-

MAR-2015 
20-JAN-2017 Amendment 1  

Changes from the previous version:- 
1. Addition of new study cohorts and 

groups 
2. Changes in the study design, objective, 

endpoints and analysis to be performed 
per Protocol amendment 2. 

3. The ATP cohort for immunogenicity 
analysis has been removed.  

4. The correlation analysis will be 
performed including all timepoints 
together 

Amendment 2 Final – 
01-SEP-2016 
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Epoch 
(Epoch 001: Retrospective laboratory evaluations) 

Primary study from which 
archived serum samples 

Age range 
of enrolled 

Study Group 
(treatment groups 

§Number of subjects 
to be randomly 

Number of 
subjects in ATP-I 
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will be analyzed subjects 
(yrs)

to be sampled) selected from ATP-I 
or Persistence 

cohort

cohort (i.e, up to 
D42)

Q-Pan H1N1-019 (113536)
(A/California/7/2009) 19–40

Group E 
15 g HA (no AS) 20-30 91

Group F 
3.75 g HA/AS03A

20-30 91

CC-Pan H5N1-001 (114371)
(A/Indonesia/5/2005 RG) 18-49

Group A 
3.75 g HA/AS03A

20-30 124

Group B 
15 g HA (no AS) 20-30 50

Q-Pan H9N2-001 (116358)
(A/chicken/Hong 

Kong/G9/1997 NIBRG-91)
18-64

Groups 
*375_A_VVP 

and  
375_A_VVV 

3.75 g HA/AS03A

20-30 55

Groups *1500_VVP 
and  

1500_VVV 
15 g HA (no AS)

20-30 56

Q-Pan H5N1-AS03-021 
(114464) 

(A/Indonesia/5/2005 RG) 
6-35 months 

Group A**: 
1.9 g HA/AS03B (at 
Day 0 and Day 21) 

20-30 182 

Group B**: 
Placebo (at Day 0 

and Day 21) 
20-30 67 

Q-Pan-005 (110624) 18-40 

Group C: 
3.8 μg 

A/Indonesia/5/05 
(H5N1) with AS03A 

on D0; PBS 
preserved with 20 
ppm thimerosal on 

Day 182; 3.8 μg 
A/turkey/Turkey/1/0

5 (H5N1) with 
AS03A on Day 549 

All (~ 30) 
 N=variable 

depending on 
timepoint 

Group G: 
PBS preserved with 
20 ppm thimerosal 
on Day 0; 3.8 μg 

A/turkey/Turkey/1/0
5 (H5N1) with 

AS03A on Days 182 
and 549 

All (~ 30) 
 N=variable 

depending on 
timepoint 

H5N1-012 (107495)) 
A/Vietnam/1194/2004-like 
or A/Indonesia/05/2005-

like 
18-60 

Group VT/VT/12M: 
Two 

administrations of 
the adjuvanted 

(AS03A) pandemic 

All (~60) 
N=variable 

depending on 
timepoint for ATP 

persistency 
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influenza vaccine 
containing the 

Vietnam (VT) strain 
at Day 0 and Month 

12 
Group VT/IN/12M: 

One administration 
of the adjuvanted 
(AS03A) pandemic 
influenza vaccine 

containing the 
Vietnam (VT) strain 

at Day 0 and one 
administration of 
the adjuvanted 

(AS03A) pandemic 
vaccine containing 
the Indonesia (IN) 
strain at Month 12 

All (~60) 
N=variable 

depending on 
timepoint for ATP 

persistency 

FLU D-QIV-015 (201251) 
(A/Christchurch/16/2010 

(H1N1)pdm09 
A/Texas/50/2012 (H3N2) 

B/Massachusetts/02/2012 
B/Brisbane/60/2008) 

18-≤39 
15 g HA (no AS) of 

each of 4 strains 
(total 60 g HA) at 

Day 0 

Approximately 30 
subjects 18-≤39y 

from DQIV-IP group 

47 subjects 18-
≤39y (in DQIV-IP 

group) 

Q-Pan H7N9-AS03-001 
(201072)

(A/Shanghai/2/2013(H7N9)-
RG32A (H7N9))

18–64

Group 1500: 
15 g HA (no AS) at 

Day 0 and Day 21
20-30 56 

Group 375_A 
3.75 g HA/AS03A 

at Day 0 and Day 21 
20-30 56 

FLU Q-Pan H1N1-019: Group E: = co-administration of 15 μg HA (no AS) A/California vaccine and saline 
placebo on Day 0 followed by 15 μg HA (no AS) A/California vaccine on Day 21 and TIV on Day 42 
FLU Q-Pan H1N1-019: Group F = co-administration of 3.75 μg A/California vaccine adjuvanted with AS03A and 
saline placebo on Day 0 followed by 3.75 μg A/California vaccine adjuvanted with AS03A on Day 21 and TIV 
on Day 42 
FLU CC-Pan H5N1-001: Group A = 3.75 μg HA CC-PAN H5N1 vaccine adjuvanted with AS03A given at Day 0 
and Day 21 
FLU CC-Pan H5N1-001: Group B = 15 μg HA (no AS) CC-PAN H5N1 vaccine given at Day 0 and Day 21 
FLU Q-Pan H9N2-001: Group 375_A_VVP = 3.75 μg HA H9N2 vaccine antigen adjuvanted with AS03A given at Day 
0 and Day 21; saline placebo at Day 182  
FLU Q-Pan H9N2-001: Group 375_A_VVV = 3.75 μg HA H9N2 vaccine antigen adjuvanted with AS03A given at Day 
0, Day 21, and Day 182  
FLU Q-Pan H9N2-001: Group 1500_VVP = 15 μg HA (no AS) H9N2 vaccine given at Day 0 and Day 21; saline 
placebo at Day 182  
FLU Q-Pan H9N2-001: Group 1500_VVV = 15 μg HA (no AS) H9N2 vaccine given at Day 0, Day 21, and Day 182 
FLU D-QIV-IP: Subjects in study FLU D-QIV-015 who received D-QIV (Fluarix Quadrivalent) manufactured with 
an investigational process (IP). D-QIV-IP is the IIV4 manufactured in Dresden (FLU D-QIV) with an optimized 
manufacturing process. FLU D-QIV IP has demonstrated to be non-inferior in terms of immunogenicity to 
FLU-QIV manufactured with the previously licensed manufacturing process. 
Details for studies FLU Q-Pan H5N1-AS03-021, FLU Q-Pan-005, and FLU Q-Pan-H7N9-AS03-001 are provided 
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in the Table. 
§ Exact number of subjects per treatment uncertain, but likely to be in this range  
* From D0, D21, D42, and D182 time points (no D385) 
** From D0, D21, D42, and D385 time points (no D182) 
 

. 
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Q-PAN H5N1 (A/Indonesia/5/05) 3.8 μg + AS03A on D0, 
placebo on Day 182; (A/turkey/Turkey/1/05) 3.8 μg  + 
AS03A on Day 549 in Q-Pan-005 study
Placebo on Day 0, 3.8 μg A/turkey/Turkey/1/05 (H5N1) 
with AS03A on Days 182 and 549 in Q-Pan-005 study
Adjuvanted (AS03A) pandemic Vietnam strain influenza 
vaccine at Day 0 and Month 12 in H5N1-012 study  
Adjuvanted (AS03A) pandemic Vietnam strain at Day 0 
and adjuvanted (AS03A) pandemic Indonesia influenza 
strain  at Month 12 in H5N1-012 study  
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