The study listed may include approved and non-approved uses, formulations or treatment regimens. The results
reported in any single study may not reflect the overall results obtained on studies of a product. Before prescribing any
product mentioned in this Register, healthcare professionals should consult prescribing information for the product
approved in their country.

Study No.: 106372 (Flu NG-006 PRI)

Title: Observer-blind superior efficacy trial with GlaxoSmithKline Biologicals’ influenza vaccine GSK2186877A in elderly
subjects.
GSK2186877A (Flu 1): GlaxoSmithKline (GSK) Biologicals’ new generation influenza vaccine

Rationale: This study investigated the efficacy of Flu 1 vaccine compared to Fluarix™ in the prevention of laboratory
confirmed influenza A and/or B in adults aged 65 years and above. It also aimed to assess lot-to-lot consistency of Flu 1
vaccine. It further compared the incidence of potentially influenza related complications during the influenza peak season
between Flu 1 vaccine and Fluarix™. Last, the safety and immunogenicity of the Flu 1 vaccine were also assessed.

Fluarix™ (Flu 2): GSK Biologicals’ licensed influenza vaccine.

Note: After the analyses for this study were completed, questions arose regarding the integrity of study data from a single
study site in Romania, which enrolled 102 subjects in the trial. Because evaluation of data from this site did not reveal
irregularities when compared with overall study data and because GSK has no current plans to use the data from the study in
support of any regulatory filings, they were not excluded from the analyses reflected in this results summary.

Phase: IlI

Study Period: 15 September 2008 to 9 December 2010

Study Design: Multi-center, randomized, observer-blind, active-controlled study with 2 parallel groups (1 group was further
divided into 3 sub-groups)

Centers: 301 centers (21 in Belgium, 12 in Canada, 8 in Czech Republic, 8 in Estonia, 35 in France, 82 in Germany, 5 in
Mexico, 9 in Norway, 18 in Poland, 14 in Romania, 11 in Russia, 2 in Taiwan-ROC, 5 in The Netherlands, 4 in the UK and 67
in the US).

Indication: Immunization against influenza in male and female subjects aged = 65 years

Treatment: The study groups were as follows:

o  Flu 1 Group: subjects received 2 doses (1 dose per season) of Flu 1 vaccine during the Northern Hemisphere (NH)
vaccination periods of Year 1 and Year 2.
For lot-to-lot consistency analyses after Dose 1 at Year 1, this group was divided in the following sub-groups:
- Flu 1 Lot 1 Group: subjects received 1 dose of Flu 1 vaccine Lot 1 during Year 1,
- Flu 1 Lot 2 Group: subjects received 1 dose of Flu 1 vaccine Lot 2 during Year 1,
- Flu 1 Lot 3 Group: subjects received 1 dose of Flu 1 vaccine Lot 3 during Year 1.
They all received a second dose during year 2, again from 3 different lots.

o  Flu2 Group: subjects received 2 doses (1 dose per season) of Flu 2 vaccine during the NH vaccination periods of
Year 1 and Year 2

Both vaccines were administered intramuscularly in the non-dominant deltoid.

Objectives:
Efficacy:

o Toassess in adults aged 65 years and above, the superior efficacy of the Flu 1 vaccine after the first dose, in the
prevention of Polymerase Chain Reaction (PCR)-confirmed influenza A and /or B, due to any matching or drift
influenza strain relative to the vaccine strains (i.e. not emerging novel human influenza strain like H1N1v), during
the corresponding surveillance period, when compared to Flu 2 vaccine
Criterion to demonstrate superiority:

Superiority of the Flu 1 vaccine was demonstrated if the lower limit of the two-sided 95% confidence interval (Cl) for
vaccine efficacy increase between the Flu 1 Group and the Flu 2 Group was above 0%.

Lot-to-lot consistency (in the lot-to-lot subset of subjects)
e To assess the lot-to-lot consistency of 3 lots of the Flu 1 vaccine in terms of immunogenicity (as measured by
Geometric Mean Titer (GMT), 21 days after vaccination during the first year of the study.
Criterion to demonstrate the lot-to-lot consistency:
The lot-to-lot consistency was demonstrated if, for each vaccine strain (H1N1, H3N2, B), the two-sided 95% Cls for
each GMT ratio (Flu 1 Lot 1 Group versus Flu 1 Lot 2 Group; Flu 1 Lot 2 Group versus Flu 1 Lot 3 Group; Flu 1 Lot
1 Group versus Flu 1 Lot 3 Group) were within [0.67, 1.5].

Primary Outcome/Efficacy Variable:




Efficacy
o First occurrence of PCR-confirmed influenza A and/or B infection, due to any matching or drift influenza strain
relative to the vaccine strains (i.e. not emerging novel human influenza strain like HIN1v) after the first dose during
the corresponding surveillance period.

Lot-to-lot consistency (in the lot-to-lot subset of subjects)
o AtDays 0 and 21 of the first year of the study, serum hemagglutination-inhibition (HI) antibody titer, against each of
the three vaccine strains, in the Flu 1 groups (GMTs)

Secondary Outcome/Efficacy Variable(s): Efficacy (in all subjects)

e  First occurrence of PCR-confirmed influenza A and/or B infection due to any matching or drift influenza strain relative to
the vaccine strains (i.e. not emerging novel human influenza strain like H1N1v), during the whole surveillance period.

e  First occurrence of culture-confirmed influenza A and/or B infection due to any matching or drift influenza strain relative
to the vaccine strains (i.e. not emerging novel human influenza strain like HIN1v), during the whole surveillance period.

e  First occurrence of pneumonia or clinical influenza after the first dose of vaccine during the influenza peak season
within the first surveillance period.

e Occurrence of all-cause death after the first dose of vaccine during the influenza peak season within the first
surveillance period.

e  First occurrence of hospitalization due to respiratory diseases after the first dose of vaccine during the influenza peak
season within the first surveillance period.

Safety (in all subjects)

e Occurrence and relationship to vaccination of serious adverse events (SAEs) and occurrence, intensity and relationship
to vaccination of adverse events (AEs) of specific interest including autoimmune disease (AID) during the entire study
period in all subjects (and during 12 months after each vaccination in all subjects).

Safety (in the safety subset of subjects)

e  Occurrence, intensity, duration and relationship to vaccination of solicited local and general AEs during a 7-day follow-
up period (i.e. day of vaccination and 6 subsequent days) after each vaccination.

e Occurrence, intensity and relationship to vaccination of unsolicited AEs during a 21-day follow-up period (i.e. day of
vaccination and 20 subsequent days) after each vaccination.

e  Occurrence, intensity and relationship to vaccination of AEs with medically attended visit during a 180-day follow-up
period (i.e. day of vaccination and 179 subsequent days) after each vaccination.

Immunogenicity (in the immunogenicity subset of subjects)

o  AtDays 0and 21 of each year: serum HI antibody titer, against each of the 3 vaccine influenza strains in all groups

e  AtDay 180 of each year: serum Hl antibody titer, against each of the 3 vaccine influenza strains in all groups (for 600
subjects in the persistence subset only)

Immunogenicity (in the lot-to-lot subset of subjects)

e  AtDays 0and 21 of the first year of the study, serum HI antibody titer, against each of the three vaccine strains, in the
Flu 1 groups (Seroconversion rates*(SCR))

*SCR is defined as the proportion of subjects with pre-vaccination HI titer (Day 0) < 1:10 and post-vaccination titer (Day 21)

= 1:40 or a pre-vaccination HlI titer (Day 0) = 1:10 and fold-increase (post/pre) = 4.

Statistical Methods:
The analyses were performed on the Total Vaccinated cohort, the One-Dose Total Vaccinated cohort, the Two-Dose Total
Vaccinated cohort, the One-Dose Total Vaccinated cohort for the safety subset, the Two-Dose Total Vaccinated cohort for the
safety subset, the According-To-Protocol (ATP) cohort for efficacy, the One-Dose ATP cohort for efficacy, the One-Dose ATP
cohort for efficacy for peak season, the One-Dose ATP cohort for immunogenicity, the Two-Dose ATP cohort for
immunogenicity, the One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset, the One-Dose ATP cohort for
persistence and the Two-Dose ATP cohort for persistence:
- The Total Vaccinated cohort included all subjects with at least one vaccine administration documented.
- The One-Dose Total Vaccinated cohort included all subjects with one vaccine administration documented
during the first year of the study.
- The Two-Dose Total Vaccinated cohort included all subjects with one vaccine administration documented in
each year of the study
- The One-Dose Total Vaccinated cohort for the safety subset included all subjects with at least one vaccine




administration documented during the first year of the study and included in the safety subset.

- The Two-Dose Total Vaccinated cohort for the safety subset included all subjects with at least one vaccine
administration documented in each year of the study and included in the safety subset.

- The ATP cohort for efficacy included all eligible subjects from the Total Vaccinated cohort (e.g. who complied
with the protocol, with no elimination criteria assigned during the study), who had started their first surveillance
period, who had not received a seasonal influenza vaccine not foreseen in the protocol.

- The One-Dose ATP cohort for efficacy included all eligible subjects from the One-Dose Total Vaccinated
cohort (e.g. who complied with the protocol, with no elimination criteria assigned during the study), who had
started their first surveillance period, who had not received a seasonal influenza vaccine not foreseen in the
protocol.

- The One-Dose ATP cohort for efficacy for peak season included all subjects from the One-Dose ATP cohort
for efficacy who did not drop out from the study before the start of their first influenza peak season.

- The One-Dose ATP cohort for immunogenicity included all evaluable subjects (e.g. who complied with the
protocol, with no elimination criteria until Day 21 of the first year of the study) for whom data concerning
immunogenicity outcome measures were available in terms of antibodies against at least one study vaccine
antigen component at Day 21 of the first year of the study.

- The Two-Dose ATP cohort for immunogenicity included all evaluable subjects (e.g., who complied with the
protocol, with no elimination criteria until Day 21 of the second year of the study) for whom data concerning
immunogenicity outcome measures were available in terms of antibodies against at least one study vaccine
antigen component at Day 21 of the second year of the study.

- The One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset included all subjects from the
One-Dose ATP cohort for immunogenicity included in the lot-to-lot subset.

- The One-Dose ATP cohort for persistence included all evaluable subjects (e.g., who complied with the
protocol, with no elimination criteria until Day 180 of the first year of the study) for whom data concerning
immunogenicity outcome measures were available in terms of antibodies against at least one study vaccine
antigen component at Day 180 of the first year of the study.

- The Two-Dose ATP cohort for persistence included all evaluable subjects (e.g., who complied with the
protocol, with no elimination criteria until Day 180 of the second year of the study) for whom data concerning
immunogenicity outcome measures were available in terms of antibodies against at least one study vaccine
antigen component at Day 180 of the second year of the study.

Analysis of Efficacy:

The analyses of efficacy were performed on the ATP cohort for efficacy and the One-Dose ATP cohort for efficacy.

The Attack Rates and Vaccine Efficacy Increase (VEI) against PCR-confirmed influenza A and/or B infection were tabulated
with 95% Cls for the primary outcome measures during the first surveillance period. The objective was to demonstrate the
superiority of the Flu 1 vaccine if the lower limit of the two-sided 95% ClI for vaccine efficacy increase between the Flu 1 and
the Flu 2 groups was above 0. The Attack Rates and VEI against PCR-confirmed influenza A and/or B infection were
tabulated with 99% Cls for the secondary outcome measures during the whole surveillance period

Attack rates and VEI against culture-confirmed influenza A and/or B infection, due to any matching or drift influenza strain
relative to vaccine strains during the whole surveillance period were tabulated with 99% Cls. The percentage of subjects
reporting pneumonia or clinical influenza, reporting all-cause death and reporting hospitalizations due to respiratory disease
after one dose were calculated separately for each vaccine group and during the influenza peak season within the first
surveillance period, with 99% Cls.

The time-to-event methodology was used for all statistical analyses to evaluate the efficacy.

Analysis of inmunogenicity:

The analyses of immunogenicity were performed on the One and Two-Dose ATP cohorts for immunogenicity, the One-Dose
ATP immunogenicity cohort for the lot-to-lot consistency subset and the One and Two-Dose ATP cohorts for persistence.
Inferential analysis

For each vaccine strain (H1N1, H3N2, B), the two-sided 95% Cls of the group GMT ratios (Flu 1 Lot 1 vs Flu 1 Lot 2; Flu 1 Lot
2vs Flu 1 Lot 3; Flu 1 Lot 1 vs Flu 1 Lot 3) were computed using an ANCOVA model on the logarithm10 transformation of the
titers. The lot-to-lot consistency was demonstrated if, for each vaccine strain (H1N1, H3N2, B), the two-sided 95% Cl of the
GMT ratios between each pair was within [0.67; 1.5].

Descriptive analyses
For the immunogenicity subset of subjects, for each vaccine group (Flu 1 and Flu 2), for each vaccine strain and during the
first year and second year, the following parameters (with 95% CI) were calculated:




e  GMTs and seropositivity rates on Days 0 and 21

For the persistence subset of subjects, for each vaccine group (Flu 1 and Flu 2), for each vaccine strain and during the first
year, the following parameters (with 95% Cl) were calculated:

e  GMTs and seropositivity rates on Days 0, 21 and 180

For the lot-to-lot consistency subset of subjects, for each FLU 1 lot, for each vaccine strain and for the first year, the following
parameters (with 95% Cl) were calculated:

e  GMTs and seropositivity rates on Days 0 and 21

e SCRonDay21

Analysis of safety:

The analyses of safety were performed on the Total Vaccinated cohort, the One and Two-Dose Total Vaccinated cohorts and
the One and Two-Dose Total Vaccinated cohorts for the safety subset.

In the safety subset: For each solicited symptom, the percentage of subjects with the symptom during the 7-day (Day 0-6)
solicited follow-up period and its exact 95% Cl was summarized by vaccine group, and after each dose. The same tabulation
was performed for grade 3 solicited symptoms and for general solicited symptoms assessed by the investigators as causally
related to the study vaccination. The number of days for each solicited local and general adverse event during the 7-day (Day
0-6) solicited follow-up period after each dose were also tabulated. The number of subjects reporting at least one unsolicited
AE within 21 days (Day 0-20) after each vaccination was summarized by vaccine group according to Medical Dictionary for
Regulatory Activities (MedDRA) preferred terms. The same tabulation was performed for grade 3 unsolicited AEs and for
unsolicited AEs assessed by the investigator as causally related to the study vaccination. The number of subjects reporting at
least one unsolicited AE with medically-attended visit within the 180 days (Day 0-179) after each vaccination was summarized
by vaccine group according to MedDRA preferred terms. The same tabulation was performed for grade 3 unsolicited AEs with
medically-attended visit and for unsolicited AEs assessed by the investigator as causally related to the study vaccination.

In all subjects: The percentage of subjects with at least one report of an AE of specific interest (clearly autoimmune diseases
and also other inflammatory and/or neurologic disorders which may or may not have an autoimmune etiology) within 365 days
after each vaccination and during the entire study period in all subjects were summarized per vaccine group by MedDRA
preferred terms. The same tabulation was performed for grade 3 AEs of specific interest and for AEs of specific interest,
assessed by the investigator as causally related to the study vaccination. SAEs were tabulated per vaccine group by
MedDRA preferred terms from Day 0-364 after each vaccination and during the entire study period in all subjects

Study Population: Male or female subjects aged 65 years or older at the time of the first vaccination whose residence status
allowed free mixing with the general community, who were not suffering from an acute disease, were not bedridden, had not
received previous vaccination against influenza since February 2008 and had not received a previous vaccination in the last 3
years with an investigational adjuvanted candidate seasonal or pandemic influenza vaccine. Written informed consent was
obtained from the subjects prior to study entry.

Number of Subjects Flu 1 Group Flu 2 Group
Planned, N 21807 21807
Randomized, N (Total Vaccinated cohort) 21893 21802
Completed, n (%) 16911 (77.2) 16895 (77.5)
Number Subjects Withdrawn, n (%) 4982 (22.8) 4907 (22.5)
Withdrawn due to Adverse Events, n (%) 878 (4.0) 869 (4.0)
Withdrawn due to Lack of Efficacy, n (%) Not applicable Not applicable
Withdrawn for other reasons, n (%) 4104 (18.7) 4038 (18.5)
Demographics Flu 1 Group Flu 2 Group
N (Total Vaccinated cohort) 21893 21802
Females: Males 12549:9344 12422:9380
Mean Age, years (SD) 73.5(6.09) 73.5(6.16)
White — Caucasian / European heritage, n (%) 18770 (85.7) 18690 (85.7)

Primary Efficacy Results: Attack rates and vaccine efficacy increase against PCR-confirmed influenza A and/or B infection,
due to any matching or drift influenza strain relative to vaccine strains after one dose during the first surveillance period (One-
Dose ATP cohort for efficacy)

AR VEI
95% CI 95% CI
Event Type |Group N n % LL | UL [T(month)| TIN | % LL | UL |p-value
Any Flu1 21573| 274 | 1.27 [ 112 | 1.43 | 1164859 | 54 [12.11]-3.40|25.29| 0.120
Flu 2 21482| 310 | 1.44 [ 1.29 | 1.61 [115934.3| 54 - - -

N = number of subjects included in each group




n = number of subjects reporting at least one event in each group

AR = attack rate = n/N (%) = percentage of subjects reporting at least one event

T(month) = sum of follow-up periods expressed in months in each group

T/N = mean follow-up period in each group

VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region)

95% Cl = 95% confidence interval, LL = Lower Limit, UL = Upper Limit

P-value from Cox regression model adjusted for covariate(s) age/region to test HO = { VEI=0%}

Criterion to demonstrate superiority:

The lower limit of the two-sided 95% confidence interval (Cl) for vaccine efficacy increase between the Flu 1 Group and the
Flu 2 Group > 0%.

Primary Efficacy Results: Adjusted GMT ratios of Hl antibody at Day 21 the first year between Flu 1 Lot 1 Group and Flu 1
Lot 2 Group (One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset)

Adjusted GMT ratio
(Flu 1 Lot 1 Group / Flu 1 Lot 2 Group)
Flu 1 Lot 1 Group Flu 1 Lot 2 Group 95% Cl
Antibody N Adjusted GMT N Adjusted GMT Value LL UL
A/Brisbane 539 82.6 536 83.8 0.99 0.87 1.12
A/Uruguay 539 271.9 536 287.5 0.95 0.82 1.09
B/Brisbane 539 649.0 536 600.8 1.08 0.97 1.20

Adjusted GMT = geometric mean antibody titer adjusted for baseline titer

N = Number of subjects with both pre- and post-vaccination results available

95% Cl = 95% confidence interval for the adjusted GMT ratio (ANCOVA model: adjustment for baseline titer - pooled
variance); LL = lower limit, UL = upper limit

Criterion to demonstrate the lot-to-lot consistency:

For each vaccine strain (HIN1, H3N2, B), the two-sided 95% confidence intervals for each Geometric Mean Titer (GMT) ratio
within [0.67, 1.5].

Primary Efficacy Results: Adjusted GMT ratios of HI antibody at Day 21 the first year between Flu 1 Lot 2 Group and Flu 1
Lot 3 Group (One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset)

Adjusted GMT ratio
(Flu 1 Lot 2 Group / Flu 1 Lot 3 Group)
Flu 1 Lot 2 Group Flu 1 Lot 3 Group 95% Cl
Antibody N Adjusted GMT N Adjusted GMT Value LL UL
A/Brisbane 536 83.7 532 93.6 0.89 0.78 1.02
A/Uruguay 536 283.7 532 271.8 1.04 0.90 1.21
B/Brisbane 536 594.4 532 605.6 0.98 0.88 1.09

Adjusted GMT = geometric mean antibody titer adjusted for baseline titer

N = Number of subjects with both pre- and post-vaccination results available

95% Cl = 95% confidence interval for the adjusted GMT ratio (ANCOVA model: adjustment for baseline titer - pooled
variance); LL = lower limit, UL = upper limit

Criterion to demonstrate the lot-to-lot consistency:

For each vaccine strain (H1N1, H3N2, B), the two-sided 95% confidence intervals for each Geometric Mean Titer (GMT) ratio
within [0.67, 1.5].

Primary Efficacy Results: Adjusted GMT ratios of HI antibody at Day 21 the first year between Flu 1 Lot 1 Group and Flu 1
Lot 3 Group (One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset)

Adjusted GMT ratio
(Flu 1 Lot 1 Group /Flu 1 Lot 3 Group)
Flu 1 Lot 1 Group Flu 1 Lot 3 Group 95% Cl
Antibody N Adjusted GMT N Adjusted GMT Value LL UL
A/Brisbane 539 82.6 532 93.6 0.88 0.78 1.00
A/Uruguay 539 269.8 532 273.4 0.99 0.85 1.14
B/Brisbane 539 646.2 532 609.9 1.06 0.95 1.18

Adjusted GMT = geometric mean antibody titer adjusted for baseline titer

N = Number of subjects with both pre- and post-vaccination results available

95% Cl = 95% confidence interval for the adjusted GMT ratio (Ancova model: adjustment for baseline titer - pooled variance);
LL = lower limit, UL = upper limit

Criterion to demonstrate the lot-to-lot consistency:




For each vaccine strain (HIN1, H3N2, B), the two-sided 95% confidence intervals for each Geometric Mean Titer (GMT) ratio
within [0.67, 1.5].

Primary Efficacy Results: Seropositivity rates and GMTs for HI antibodies against A/Brisbane, A/lUruguay and B/Brisbane at
Day 0 and 21 the first year (One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset)

21:10 GMT*
95% ClI 95% ClI

Strain Group Timing N n % LL UL value LL UL
A/Brisbane |Flu 1 Lot1 |PRE 539 387 | 71.8 67.8 75.6 15.9 14.6 17.3
PI(D21Y1) 540 531 98.3 96.9 99.2 82.3 75.0 90.2

Flu1Lot2 |PRE 536 372 | 694 65.3 73.3 15.8 14.5 17.2

PI(D21Y1) 538 529 | 98.3 96.8 99.2 83.6 76.0 92.0

Flu 1 Lot3 |PRE 532 381 71.6 67.6 75.4 15.8 14.5 17.2

PI(D21Y1) 534 526 | 98.5 97.1 99.4 93.4 84.6 103.1

AlUruguay |Flu1Lot1 |PRE 539 365 | 67.7 63.6 71.7 18.2 16.5 20.2
PI(D21Y1) 540 531 98.3 96.9 99.2 272.5 243.0 305.6

Flu 1 Lot2 |PRE 536 348 | 64.9 60.7 69.0 17.8 16.0 19.9

PI(D21Y1) 538 531 98.7 97.3 99.5 287.5 256.2 322.7

Flu1Lot3 |PRE 532 346 | 65.0 60.8 69.1 17.3 15.6 19.2

PI(D21Y1) 534 528 | 98.9 97.6 99.6 269.9 239.9 303.6

B/Brisbane |Flu1Lot1 [PRE 539 516 | 95.7 93.7 97.3 94.2 84.8 104.7
PI(D21Y1) 540 540 100 99.3 100 652.4 602.0 707.1

Flu1Lot2 |PRE 536 508 | 94.8 92.5 96.5 89.9 80.6 100.3

PI(D21Y1) 538 538 100 99.3 100 596.9 552.2 645.3

Flu1Lot3 |PRE 532 507 | 95.3 93.1 96.9 87.1 78.3 96.7

PI(D21Y1) 534 534 100 99.3 100 601.7 555.0 652.4

GMT = geometric mean antibody titer calculated on all subjects
N = number of subjects with available results
n/% = number/percentage of subjects with titer within the specified range
95% Cl = 95% confidence interval; LL = Lower Limit, UL = Upper Limit

PRE = Pre-vaccination dose 1 (Day 0)

PI(D21Y1)= Post-vaccination dose 1 (Day 21)
* Primary Outcome Measure

Secondary Outcome Variable(s): Attack rates and vaccine efficacy increase against PCR-confirmed influenza A and/or B
infection, due to any matching or drift influenza strain relative to vaccine strains during the whole surveillance period (ATP

cohort for efficacy)
AR VEI
99% CI 99% CI
Event |Group N n % LL UL T(month) TIN % LL UL
Type
Any Flu 1 20579 | 262 | 1.27 | 1.08 | 1.49 199107.2 9.7 12.34 -9.07 29.54
Flu 2 20458 | 296 | 145 | 1.24 | 1.68 198322.7 9.7 - - -

N = number of subjects included in each group
n = number of subjects reporting at least one event in each group
AR = attack rate = n/N (%) = percentage of subjects reporting at least one event
T(month) = sum of follow-up periods expressed in months in each group
T/IN = mean follow-up period in each group
VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region1/region2/season)
99% Cl = 99% confidence interval, LL = Lower Limit, UL = Upper Limit

Secondary Outcome Variable(s): Attack rates and vaccine efficacy increase against culture-confirmed influenza A and/or B
infection, due to any matching or drift influenza strain relative to vaccine strains during the whole surveillance period (ATP

cohort for efficacy)

AR VEI

99% CI 99% CI
Event Type Group N n % LL | UL | T(month) | TIN % LL UL
Any Flu 1 20579| 144 | 0.70 | 0.56 | 0.86 | 199956.0 9.7 1.37 |-3354 | 27.16




|Flu 2 [20458] 145 | 071 [ 057 ] 0.87 | 1993886 | 97 [ - | - | -

N = number of subjects included in each group

n = number of subjects reporting at least one event in each group

AR = attack rate = n/N (%) = percentage of subjects reporting at least one event

T(month) = sum of follow-up periods expressed in months in each group

T/N = mean follow-up period in each group

VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region1/region2/season)
99% CI = 99% confidence interval, LL = Lower Limit, UL = Upper Limit

Secondary Outcome Variable(s): Percentage of subjects reporting pneumonia or clinical influenza after one dose during the
influenza peak season within the first surveillance period and vaccine efficacy increase of Flu 1 in the overall prevention of
these events when compared to Flu 2 (One-Dose ATP cohort for efficacy for peak season)

n/N VEI
99% CI 99% CI
Event Type Group N n % LL UL | T(month) | TIN % LL UL

Pneumonia or Flu1 21394 | 202 | 0.94 | 0.78 | 113 | 413915 1.9 110.70 | -14.63 | 30.43

clinical influenza Flu 2 21337 | 225 1.05 | 0.88 | 125 | 412158 1.9 - - -

N = number of subjects included in each group

n = number of subjects reporting at least one event in each group

n/N (%) = percentage of subjects reporting at least one event

T(month) = sum of follow-up periods expressed in months in each group

T/N = mean follow-up period in each group

VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region)
99% CI = 99% confidence interval, LL = Lower Limit, UL = Upper Limit

Secondary Outcome Variable(s): Percentage of all-cause death after one dose during the influenza peak season within the
first surveillance period and vaccine efficacy increase of Flu 1 in the overall prevention of all-cause mortality when compared
to Flu 2 (One-Dose ATP cohort for efficacy for peak season)

n/N VEI
99% ClI 99% ClI
Event Type Group N n % LL UL [T(month){ TIN % LL UL
All-cause death  |Flu 1 21394 | 63 029 | 021 [ 040 | 415805 | 1.9 | 28.59 | -9.23 | 53.32
Flu 2 21337 | 88 041 | 031 | 054 | 414252 | 1.9 - - -

N = number of subjects included in each group

n = number of subjects for who at least one event was reported in each group

n/N (%) = percentage of subjects reporting at least one event

T(month) = sum of follow-up periods expressed in months in each group

T/IN = mean follow-up period in each group

VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region)
99% CI = 99% confidence interval, LL = Lower Limit, UL = Upper Limit

Secondary Outcome Variable(s): Percentage of subjects reporting hospitalization due to respiratory diseases after one
dose during the influenza peak season within the first surveillance period and vaccine efficacy increase of Flu 1 in the overall
prevention of these hospitalizations when compared to Flu 2 (One-Dose ATP cohort for efficacy for peak season)

n/N VEI

99% Cl 99% Cl

Event Type Group N n % LL UL |T(month)| TIN % LL UL

Hospitalization due to  |Flu 1 21394 | 84 039 | 029 | 052 |41518.8 | 1.9 5.95 |-39.17| 36.44

respiratory diseases  [Flu 2 21337 | 89 042 | 031 ] 054 |41357.7| 1.9 - - -

N = number of subjects included in each group

n = number of subjects reporting at least one event in each group

n/N (%) = percentage of subjects reporting at least one event

T(month) = sum of follow-up periods expressed in months in each group

T/IN = mean follow-up period in each group

VEI (%) = Vaccine efficacy increase (Cox regression model adjusted for covariate(s) age/region)
99% Cl = 99% confidence interval, LL = Lower Limit, UL = Upper Limit

Secondary Outcome Variable(s): Number (%) of subjects with adverse events of specific interest including AID within 365
days after the first dose (One-Dose Total Vaccinated cohort)

Most frequent adverse events (occurring within Day 0-364 following first | Flu1Group |  Flu 2 Group




vaccination) N =21893 N =21802
Subjects with any AE(s), n (%) 70 (0.3) 60 (0.3)
Subjects with grade 3 AE(s), n (%) 13(0.1) 8 (0.0)
Subjects with related AE(s), n (%) 11(0.1) 7(0.0)
Polymyalgia rheumatica 14 (0.1) 15(0.1)
Rheumatoid arthritis 9(0.0) 10 (0.0)
Psoriasis 5(0.0) 1(0.0)
Colitis ulcerative 3(0.0) 2(0.0)
Viith nerve paralysis 3(0.0) 1(0.0)
Autoimmune thyroiditis - 3(0.0)
Herpes zoster 2(0.0) 1(0.0)
Hypothyroidism 2(0.0) 1(0.0)
Psoriatic arthropathy - 3(0.0)
Ankylosing spondylitis 2(0.0) -
Basedow's disease - 2(0.0)
Cutaneous lupus erythematosus 2(0.0) -
Sjogren’s syndrome - 2(0.0)
Systemic lupus erythematosus 2(0.0) -
Temporal arteritis 2(0.0) -
Urticaria - 2(0.0)
Autoimmune hepatitis 1(0.0)
Biliary cirrhosis primary 1(0.0)
Cold type haemolytic anaemia 1(0.0)
Crohn’s disease 1(0.0)
Dyspnoea 1(0.0)
Guillain-barre syndrome 1(0.0)
Herpes zoster ophthalmic 1(0.0)
Leukocytoclastic vasculitis 1(0.0)
Multiple sclerosis 1(0.0)
Muscular weakness 1(0.0)
Polyneuropathy 1(0.0)
Radiculitis brachial 1(0.0)
Sarcoidosis 1(0.0)
Scleritis 1(0.0)
Stevens-johnson syndrome 1(0.0)
Thrombocytopenia 1(0.0)
Type 1 diabetes mellitus 1(0.0)
Uveitis 1(0.0)
Vith nerve paralysis 1(0.0)

the most frequent 10 events are to be listed.
Grade 3= event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

- : Adverse event absent or not meeting the selected rule: more than 30 subjects per treatment group and < 3 groups: only

days after the second dose (Two-Dose Total Vaccinated cohort)

Secondary Outcome Variable(s): Number (%) of subjects with adverse events of specific interest including AID within 365

Adverse events (occurring within Day 0-364 following second vaccination) Flu 1 Group Flu 2 Group
N =17070 N =17071
Subjects with any AE(s), n (%) 35(0.2) 40 (0.2)
Subjects with grade 3 AE(s), n (%) 9(0.1) 6 (0.0)
Subjects with related AE(s), n (%) 2(0.0) 0(0.0)
Polymyalgia rheumatic 7(0.0) 10 (0.1)
Rheumatoid arthritis 6 (0.0) 3(0.0)
Viith nerve paralysis 1(0.0) 3(0.0)
Crohn’s disease 2(0.0) 1(0.0)
Autoimmune thyroiditis - 2(0.0)
Basedow's disease 2(0.0)
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Raynaud’s phenomenon

Sarcoidosis

Sicca syndrome

Systemic lupus erythematosus

Tubulointerstitial nephritis
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- : Adverse event absent
Grade 3= event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

Secondary Outcome Variable(s): Number (%) of subjects with adverse events of specific interest including AID during the

entire study period) (Total Vaccinated cohort)

Most frequent adverse events (occurring within Day 0-364 following each Flu 1 Group Flu 2 Group
vaccination) N =21893 N =21802
Subjects with any AE(s), n (%) 103 (0.5) 99 (0.5)
Subjects with grade 3 AE(s), n (%) 22(0.1) 14 (0.1)
Subjects with related AE(s), n (%) 13(0.1) 7(0.0)
Ankylosing spondylitis 2(0.0) -
Autoimmune thyroiditis - 5(0.0)
Basedow's disease - 4(0.0)
Biliary cirrhosis primary 2(0.0) 2(0.0)
Colitis ulcerative 3(0.0) 4(0.0)
Crohn’s disease 2(0.0) 2(0.0)
Cutaneous lupus erythematosus 2(0.0) -
Guillain-barre syndrome - 2(0.0)
Herpes zoster 3(0.0 2(0.0)
Hypothyroidism 2(0.0) -
Leukocytoclastic vasculitis - 2(0.0)
Myasthenia gravis 3(0.0) -




Neuritis (0.0) -
Polymyalgia rheumatica 21(0.1) 25(0.1)
Psoriasis (0.0) (0.0)
Psoriatic arthropathy - 3(0.0)
Rheumatoid arthritis 15 (0.1) 13 (0.1)
Sjogren’s syndrome - (0.0)
Systemic lupus erythematosus 3(0.0) -
Temporal arteritis 3(0.0) -
Urticaria - 2(0.0)
Viith nerve paralysis 4(0.0) 4 (0.0)
Wegener's granulomatosis 2(0.0)

- : Adverse event absent or not meeting the selected rule: more than 30 subjects per treatment group and < 3 groups: only

the most frequent 10 events are to be listed.
Grade 3= event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

Secondary Outcome Variable(s): Number/percentage of subjects reporting solicited local symptoms reported during the 7-
day (Days 0-6) post-vaccination period the first year (One-Dose Total Vaccinated cohort for the safety subset)

Flu 1 Group Flu 2 Group
95 % CI 95 % ClI

Symptom Intensity N n % LL UL N n % LL UL
Ecchymosis Any 2988 | 40 [ 13| 1.0 1.8 2968 | 18| 0.6 | 04 1.0

>100 mm 2988 0 [00f 00 ] 01 [29%8] 0 ] 0.0 ] 00 0.1
Pain Any 2988 | 1225 |41.0| 39.2 | 42.8 | 2968 [477| 16.1 | 14.8 174

Grade 3 2988 4 101] 00| 03 |2%8| 3 |01 ] 00 0.3
Redness Any 2988 | 240 | 8.0 | 7.1 9.1 298| 66 | 2.2 1.7 2.8

>100 mm 2988 6 |02 01 04 298| 3 | 01 [ 0.0 0.3
Swelling Any 2988 | 189 [ 63 | 55 | 7.3 [29%8 )40 ] 13 | 1.0 1.8

>100 mm 2988 4 101] 00| 03 |29%8| 0| 00] 00 0.1

N = number of subjects with the documented dose

n/% = number/percentage of subjects reporting at least once the symptom

Any = incidence of a particular symptom regardless of intensity grade

Grade 3 pain = considerable pain at rest that prevented normal everyday activities

Secondary Outcome Variable(s): Number of days with any grade of local symptoms during the 7-day post-vaccination

period the first year (One-Dose Total Vaccinated cohort for the safety subset)

Symptom Group N Mean Median
Ecchymosis Flu 1 39 3.6 3.0
Flu 2 18 4.0 4.0
Pain Flu 1 1221 2.5 2.0
Flu 2 476 2.1 2.0
Redness Flu 1 237 2.9 3.0
Flu 2 63 2.5 2.0
Swelling Flu 1 186 2.9 2.5
Flu 2 40 2.0 2.0

N = Number of subjects with the symptom

Secondary Outcome Variable(s): Number/percentage of subjects reporting solicited local symptoms reported during the 7-
day (Days 0-6) post-vaccination period the second year (Two-Dose Total Vaccinated cohort for the safety subset)

Flu 1 Group Flu 2 Group
95% Cl 95%Cl

Symptom Intensity N n % LL UL | N N % LL UL
Ecchymosis Any 24411 39 |16 11 22 2483 31 | 12 | 0.8 1.8

>100 mm 24411 1 |00 0.0 0.2 [2488] 0 00 | 00 0.1
Pain Any 2441 | 998 140.9| 38.9 | 429 |2488| 440 | 17.7 | 16.2 19.2

Grade 3 24411 13 | 05] 0.3 0.9 [2488] 7 0.3 | 0.1 0.6
Redness Any 2441 | 212 |87 76 9.9 |2488] 54 | 22 | 16 2.8
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>100 mm 24411 4 |02 0.0 04 2488 2 01 [ 00 0.3
Swelling Any 24411 173 | 71| 64 8.2 |2488| 38 [ 15 [ 11 2.1
>100 mm 24411 3 |01 0.0 04 ]2483| 0 00 | 00 0.1

N = number of subjects with the documented dose
n/% = number/percentage of subjects reporting at least once the symptom
Any = incidence of a particular symptom regardless of intensity grade

Grade 3 pain = considerable pain at rest that prevented normal everyday activities

Secondary Outcome Variable(s): Number of days with any grade of local symptoms during the 7-day post-vaccination

period the second year (Two-Dose Total Vaccinated cohort for the safety subset)

Symptom Group N Mean Median

Ecchymosis Flu 1 28 2.8 2.0
Flu 2 22 3.6 3.5

Pain Flu 1 995 2.5 2.0
Flu 2 431 2.0 2.0

Redness Flu 1 202 2.8 2.0
Flu 2 46 2.6 2.0

Swelling Flu 1 162 2.5 2.0
Flu 2 25 2.7 2.0

N = Number of subjects with the symptom

Secondary Outcome Variable(s): Number/percentage of subjects reporting solicited general symptoms reported during the
7-day (Days 0-6) post-vaccination period the first year (One-Dose Total Vaccinated cohort for the safety subset)

Flu 1 Group Flu 2 Group
95 % CI 95 % ClI
Symptom Intensity/ Relationship| N n % LL | UL N n % LL UL
Arthralgia Any 2986 | 391 | 131 (1191442968 | 239 | 81 | 71 9.1
Grade 3 2986 | 11 04 1 02]07 ]|29%8]| 5 02 [ 01 04
Related 2986 | 285 | 9.5 [ 85 |10.7 2968 | 163 | 55 | 4.7 6.4
Fatigue Any 2986 | 646 | 21.6 |20.2]|23.2 [ 2968 | 417 | 14.0 | 128 | 154
Grade 3 2986 20 | 0.7 | 04 ] 1.0 (298] 15 | 0.5 | 0.3 0.8
Related 2986 | 494 | 165 [152|17.9[2968 | 295 | 99 | 89 | 11.1
Gastrointestinal Any 2986 | 197 | 66 | 57| 75 (2968 | 165 | 56 | 4.8 6.4
Grade 3 2986 | 6 02 | 01]04[29%8| 4 01 ] 0.0 0.3
Related 2986 | 132 | 44 |37 |52 (298] 8 | 28 | 2.2 34
Headache Any 2986 | 474 | 15.9 |14.6]17.2[ 2968 | 333 | 11.2 | 10.1 | 124
Grade 3 2986 | 8 03 [ 01]05[29%8]| 4 01 ] 0.0 0.3
Related 2986 | 341 | 114 (1031262968 | 213 | 7.2 | 6.3 8.2
Myalgia Any 2986 | 547 | 18.3 [16.9]19.8 | 2968 | 302 | 10.2 | 9.1 11.3
Grade 3 2986 14 | 05 [ 03|08 [2968 | 11 | 04 | 0.2 0.7
Related 2986 | 412 | 13.8 (1261512968 | 203 | 6.8 | 6.0 7.8
Shivering Any 2986 | 245 | 82 (7292 [2968 | 80 | 2.7 | 21 3.3
Grade 3 2986 12 | 04 [ 02 ] 07 [2968 | 2 01 | 0.0 0.2
Related 2986 | 185 | 6.2 [ 54 | 71 [2968 | 49 | 1.7 | 1.2 2.2
Temperature/(Oral) >38°C 20986 | 72 | 24 [ 1.9 30 [2968 | 20 | 0.7 | 04 1.0
>39.0°C - <40.0°C 2986 | 5 02 | 01] 04 ]2%8| 2 01 | 0.0 0.2
Related 2986 | 51 1.7 | 1322 (298| 14 | 05 | 03 0.8

N = number of subjects with the documented dose
n/% = number/percentage of subjects reporting at least once the symptom
Any = incidence of a particular symptom regardless of intensity grade or relationship to vaccination

Grade 3 = general symptom which prevented normal everyday activities

Related = general symptom assessed by the investigator as causally related to the study vaccination

Secondary Outcome Variable(s): Number of days with any grade of general symptoms during the 7-day post-vaccination
period the first year (One-Dose Total Vaccinated cohort for the safety subset)

Symptom

Group

N

Mean

Median

Arthralgia

Flu1

388

2.8

2.0
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Flu 2 239 2.9 2.0
Fatigue Flu 1 642 2.5 2.0
Flu 2 417 2.7 2.0
Gastrointestinal Flu 1 195 2.2 2.0
Flu 2 164 2.2 2.0
Headache Flu 1 472 2.2 2.0
Flu 2 332 2.3 2.0
Myalgia Flu 1 544 2.3 2.0
Flu 2 301 2.3 2.0
Shivering Flu 1 244 1.6 1.0
Flu 2 80 2.1 1.0
Temperature Flu 1 59 1.4 1.0
Flu 2 16 1.3 1.0

N = Number of subjects with the symptom

Secondary Outcome Variable(s): Number/percentage of subjects reporting solicited general symptoms reported during the
7-day (Days 0-6) post-vaccination period the second year (Two-Dose Total Vaccinated cohort for the safety subset)

Flu 1 Group Flu 2 Group
95 % CI 95 % CI
Symptom Intensity/ N n % LL | UL N n % LL UL
Relationship
Arthralgia Any 2436 258 | 106 | 94 [11.9]2489 | 176 | 7.1 6.1 8.1
Grade 3 2436 10 | 04 | 02 | 08 [2489| 4 02 | 0.0 04
Related 2436 169 | 6.9 | 6.0 | 80 | 2489 90 | 3.6 | 29 4.4
Fatigue Any 2436 457 |1 18.8 | 17.2 | 20412489 | 318 | 12.8 | 11.5 14.2
Grade 3 2436 8 03] 01 |06 ]2489| 6 02 | 041 0.5
Related 2436 307 [12.6 | 11.3 |14.0[2489 | 169 | 6.8 | 58 7.9
Gastrointestinal ~ |Any 2436 137 | 56 | 47 | 6.6 | 2489 | 124 | 50 | 4.2 5.9
Grade 3 2436 5 02 | 01 |05 [2489| 8 0.3 [ 041 0.6
Related 2436 71 | 29 | 23 | 3.7 | 2489 | 46 18 | 14 2.5
Headache Any 2436 342 | 140 | 127 |155(2489 | 237 | 95 | 84 10.7
Grade 3 2436 10 [ 04 ] 02 | 08 [2489| 4 02 | 00 04
Related 2436 219 1 90 | 79 [102[2489| 119 | 48 | 4.0 5.7
Myalgia Any 2436 380 | 156 | 142 |171[2489 | 209 | 84 | 7.3 9.6
Grade 3 2436 11 | 05| 02 | 08 [2489| 6 02 | 01 0.5
Related 2436 261 [ 10.7 | 95 [12.0[2489 | 117 | 47 | 3.9 5.6
Shivering Any 2436 189 | 78 | 6.7 |89 | 2489 | 88 | 35 | 28 4.3
Grade 3 2436 11 | 05| 02 | 08 [2489| 6 02 | 01 0.5
Related 2436 127 | 52 | 44 | 6.2 | 2489 | 44 18 | 1.3 2.4
Temperature/(Oral) [= 38°C 2436 52 | 21| 16 | 2.8 | 2489 | 25 1.0 | 0.7 15
>39.0°C - <40.0°C | 2436 5 02 ] 01 |05 |2489| 2 0.1 0.0 0.3
Related 2436 33 |14 09 | 1.9 |2489| 7 03 | 01 0.6

N = number of subjects with the documented dose
n/% = number/percentage of subjects reporting at least once the symptom
Any = incidence of a particular symptom regardless of intensity grade or relationship to vaccination
Grade 3 = general symptom which prevented normal everyday activities
Related = general symptom assessed by the investigator as causally related to the study vaccination

Secondary Outcome Variable(s): Number of days with any grade of general symptoms during the 7-day post-vaccination

period the second year (Two-Dose Total Vaccinated cohort for the safety subset)

Symptom Group N Mean Median

Arthralgia Flu 1 247 2.7 2.0
Flu 2 169 3.0 2.0

Fatigue Flu 1 446 2.6 2.0
Flu 2 313 2.7 2.0

Gastrointestinal Flu 1 125 2.3 2.0
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Flu 2 115 2.6 2.0
Headache Flu 1 331 2.2 2.0
Flu 2 229 2.4 2.0
Myalgia Flu 1 370 2.4 2.0
Flu 2 200 2.6 2.0
Shivering Flu 1 177 1.6 1.0
Flu 2 80 2.3 1.0
Temperature Flu 1 38 1.2 1.0
Flu 2 13 1.5 1.0

N = Number of subjects with the symptom

Secondary Outcome Variable(s): Number (%) of subjects with unsolicited adverse events with medically attended visit
within 180 days after the first dose (One-Dose Total Vaccinated cohort for the safety subset)

Most frequent adverse events (occurring within Day 0-179 Flu 1 Group Flu 2 Group
following vaccination) N=3015 N =3002
Subjects with any AE(s), n (%) 1018 (33.8) 996 (33.2)
Subjects with grade 3 AE(s), n (%) 223 (7.4) 211 (7.0)
Subjects with related AE(s), n (%) 16 (0.5) 7(0.2)
Upper respiratory tract infection 64 (2.1) 65 (2.2)
Bronchitis 71(2.4) 55 (1.8)
Back pain 42 (1.4) 34(1.1)
Cough 41(1.4) 35(1.2)
Hypertension 31(1.0) 45 (1.5)
Urinary tract infection 42 (1.4) 33(1.1)
Cystitis 31(1.0) 29 (1.0)
Sinusitis 28(0.9) 23(0.8)
Osteoarthritis 27 (0.9) 22 (0.7)
Arthralgia 24 (0.8) -
Nasopharyngitis - 21(0.7)

- : Adverse event absent or not meeting the selected rule: more than 30 subjects per treatment group and < 3 groups: only

the most frequent 10 events are to be listed.
Grade 3= event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

Secondary Outcome Variable(s): Number (%) of subjects with unsolicited adverse events with medically attended visit

within 180 days after the second dose (Two-Dose Total Vaccinated cohort for the safety subset)

Most frequent adverse events (occurring within Day 0-179 Flu 1 Group Flu 2 Group
following vaccination) N = 2462 N =2520
Subjects with any AE(s), n (%) 849 (34.5) 864 (34.3)
Subjects with grade 3 AE(s), n (%) 158 (6.4) 154 (6.1)
Subjects with related AE(s), n (%) 7(0.3) 5(0.2)
Bronchitis 44 (1.8) 58 (2.3)
Urinary tract infection 54 (2.2) 45(1.8)
Hypertension 37 (1.5) 54 (2.1)
Upper respiratory tract infection 48 (1.9) 40 (1.6)
Back pain 43 (1.7) 39 (1.5)
Cough 38 (1.5) 35(1.4)
Arthralgia 20(0.8) 23(0.9)
Osteoarthritis 23(0.9) 19(0.8)
Pharyngitis 18 (0.7) 16 (0.6)
Nasopharyngitis - 18 (0.7)
Chest pain 16 (0.6) -
Cystitis 16 (0.6)

- : Adverse event absent or not meeting the selected rule(s): more than 30 subjects per treatment group and < 3 groups: only

the most frequent 10 events are to be listed.
Grade 3= event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination
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Secondary Outcome Variable(s): Seropositivity rates and GMTs for HI antibodies against A/Brisbane, A/lUruguay and
B/Brisbane at Day 0 and 21 the first year (One-Dose ATP cohort for immunogenicity)

21:10 GMT
95% Cl | 95% Cl
Strain Group |Timing N n % LL UL value LL UL
A/Brisbane  [Flu 1 PRE 2417 1676 69.3 675 | 7.2 15.5 14.9 16.1
PI(D21Y1) 2422 2382 98.3 97.8 | 98.8 89.1 85.2 93.2
Flu2 |PRE 2397 1629 68.0 66.0 | 69.8 15.3 14.7 16.0
PI(D21Y1) 2408 2329 96.7 959 | 974 69.9 66.5 73.4
A/Uruguay Flu 1 PRE 2417 1565 64.7 62.8 | 66.7 174 16.6 18.3
PI(D21Y1) 2422 2396 98.9 98.4 | 99.3 2856 | 2706 | 301.4
Flu2 |PRE 2397 1558 65.0 63.1 | 66.9 174 16.5 18.2
PI(D21Y1) 2408 2348 97.5 96.8 | 98.1 1723 | 162.7 | 1825
B/Brisbane  |Flu 1 PRE 2416 2295 95.0 940 | 95.8 85.3 81.2 89.7
PI(D21Y1) 2422 2421 100 99.8 | 100 633.5 | 609.9 [ 658.0
Flu2 |PRE 2397 2259 94.2 932 | 951 82.4 78.3 86.7
PI(D21Y1) 2408 2406 99.9 99.7 | 100 4848 | 4651 | 5054
GMT = geometric mean antibody titer calculated on all subjects
N = number of subjects with available results
n/% = number/percentage of subjects with titer within the specified range
95% CI = 95% confidence interval; LL = Lower Limit, UL = Upper Limit
PRE = Pre-vaccination dose 1 (Day 0)
PI(D21Y1)= Post-vaccination dose 1 (Day 21)
Secondary Outcome Variable(s): Seropositivity rates and GMTs for HI antibodies against A/Brisbane, A/lUruguay and
B/Brisbane at Day 0 and 21 the second year (Two-Dose ATP cohort for immunogenicity)
21:10 GMT
95% CI 95% CI
Strain Group  [Timing N n % LL UL value LL UL
A/Brisbane  |Flu 1 PI(DOY2) 1932 1649 85.4 83.7 86.9 23.9 22.9 25.0
PII(D21Y2) 1936 1909 98.6 98.0 99.1 76.9 73.6 80.4
Flu 2 PI(DOY2) 1942 1625 83.7 82.0 85.3 24.3 23.2 25.5
PII(D21Y2) 1952 1914 98.1 97.3 98.6 70.5 67.1 74.0
AlUruguay  |Flu 1 PI(DOY2) 1932 1775 91.9 90.6 93.1 57.8 54.5 61.3
PII(D21Y2) 1937 1930 99.6 99.3 99.9 256.8 | 245.3 268.9
Flu 2 PI(DOY2) 1942 1731 89.1 87.7 90.5 46.5 43.9 494
PII(D21Y2) 1953 1938 99.2 98.7 99.6 162.0 | 153.9 1704
B/Brisbane  [Flu 1 PI(DOY2) 1933 1788 92.5 91.2 93.6 58.6 55.6 61.8
PI(D21Y2) 1938 1931 99.6 99.3 99.9 199.2 | 190.8 207.9
Flu 2 PI(DOY2) 1942 1779 91.6 90.3 92.8 56.6 53.6 59.7
PII(D21Y2) 1953 1944 99.5 99.1 99.8 171.3 | 163.6 179.4
GMT = geometric mean antibody titer calculated on all subjects
N = number of subjects with available results
n/% = number/percentage of subjects with titer within the specified range
95% Cl = 95% confidence interval; LL = Lower Limit, UL = Upper Limit
PI(D0OY2) = Pre-vaccination dose 2 (Day 0)
PlI(D21Y2) = Post-vaccination dose 2 (Day 21)
Secondary Outcome Variable(s): Seropositivity rates and GMTs for HI antibodies against A/Brisbane, A/lUruguay and
B/Brisbane at Day 0, 21 and 180 the first year (One-Dose ATP cohort for persistence)
21:10 GMT
95% Cl 95% CI
Strain Group Timing N n % LL UL | value LL uL
A/Brisbane |Flu 1 PRE 268 184 68.7 62.7 74.2 15.4 13.7 17.4
PI(D21Y1) 268 263 98.1 95.7 99.4 75.4 66.3 85.9
PI(D180Y1) 268 243 90.7 86.5 93.9 30.4 26.8 34.4
Flu 2 PRE 265 176 66.4 60.4 72.1 13.9 12.4 15.6
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PI(D21Y1) 267 257 96.3 93.2 98.2 64.5 55.7 74.7

PI(D180Y1) 267 234 87.6 83.1 91.3 28.1 24.8 31.8

A/Uruguay  [Flu 1 PRE 268 177 66.0 60.0 1.7 19.3 16.5 22.6
PI(D21Y1) 268 265 98.9 96.8 99.8 | 275.0 233.1 324.5

PI(D180Y1) 268 258 96.3 93.2 98.2 97.7 82.3 116.0

Flu2 PRE 265 176 66.4 60.4 72.1 17.8 15.3 20.7

PI(D21Y1) 267 261 97.8 95.2 99.2 | 165.0 139.0 | 195.9

PI(D180Y1) 267 242 90.6 86.5 93.8 64.0 53.7 76.3

B/Brisbane  |Flu 1 PRE 268 256 95.5 92.3 9r.7 89.3 76.6 104.2
PI(D21Y1) 268 268 100 98.6 100 | 5734 5175 | 6353

PI(D180Y1) 268 268 100 98.6 100 | 274.6 246.5 | 305.9

Flu2 PRE 265 254 95.8 92.7 97.9 83.8 72.3 97.1

PI(D21Y1) 267 267 100 98.6 100 | 4785 4224 | 5419

PI(D180Y1) 267 267 100 98.6 100 | 2623 234.7 | 29341

GMT = geometric mean antibody titer calculated on all subjects

N = number of subjects with available results

n/% = number/percentage of subjects with titer within the specified range
95% CI = 95% confidence interval; LL = Lower Limit, UL = Upper Limit
PRE = Pre-vaccination dose 1 (Day 0)

PI(D21Y1)= Post-vaccination dose 1 (Day 21)

PI(D180Y1)= Post-vaccination dose 1 (Day 180)

Secondary Outcome Variable(s): Seropositivity rates and GMTs for HI antibodies against A/Brisbane, A/lUruguay and
B/Brisbane at Day 0, 21 and 180 the second year (Two-Dose ATP cohort for persistence)

21:10 GMT
95% ClI 95% ClI

Strain Group Timing N n % LL UL value LL UL
A/Brisbane  [Flu 1 PI(DOY2) 188 | 159 | 846 | 786 | 894 23.4 20.3 27.1
PlI(D21Y2) 188 | 185 | 984 | 954 | 99.7 80.0 69.4 92.2

PII(D180Y2) 189 [ 172 | 910 | 86.0 | 947 28.5 24.7 32.8

Flu 2 PI(DOY2) 177 | 148 | 836 | 77.3 | 88.7 25.0 21.3 29.3

PII(D21Y2) 176 | 172 | 97.7 | 943 | 994 75.0 63.4 88.6

PlI(D180Y2) 177 | 157 | 88.7 | 83.1 | 93.0 27.3 235 3.7

A/Uruguay  |Flu 1 PI(DOY2) 188 | 175 | 931 | 885 | 96.3 68.9 56.2 84.5
PlI(D21Y2) 188 | 186 | 989 | 96.2 | 99.9 300.6 | 254.0 355.7
PlI(D180Y2) 189 | 180 | 952 | 91.2 | 97.8 105.7 87.9 127.2

Flu 2 PI(DOY2) 177 | 163 | 921 | 871 | 95.6 54.2 441 66.5
PlI(D21Y2) 176 | 175 | 994 | 96.9 | 100 195.6 165.5 231.2

PlI(D180Y2) 177 | 165 | 932 | 885 | 964 63.6 53.0 76.3

B/Brisbane  |Flu 1 PI(DOY2) 189 | 171 | 905 | 854 | 943 58.5 48.8 70.1
PlI(D21Y2) 189 | 188 | 995 | 97.1 | 100 225.1 195.5 259.1
PII(D180Y2) 189 | 186 | 984 | 954 | 99.7 122.9 106.5 141.7

Flu 2 PI(DOY2) 177 | 161 | 910 | 857 | 947 56.1 47.0 67.0
PII(D21Y2) 176 | 175 | 994 | 96.9 | 100 191.0 161.3 226.3
PII(D180Y2) 177 | 176 | 994 | 96.9 | 100 111.6 95.8 130.0

GMT = geometric mean antibody titer calculated on all subjects

N = number of subjects with available results

n/% = number/percentage of subjects with titer within the specified range
95% Cl = 95% confidence interval; LL = Lower Limit, UL = Upper Limit
PI(DOY2)= Pre-vaccination dose 2 (Day 0)

Pl1I(D21Y2) = Post-vaccination dose 2 (Day 21)

PII(D180Y2) = Post-vaccination dose 2 (Day 180)

Secondary Outcome Variable(s): SCR for Hl antibodies against A/Brisbane, A/Uruguay and B/Brisbane at Day 21 the first
year (One-Dose ATP immunogenicity cohort for the lot-to-lot consistency subset)

SCR

| 95% Cl
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Strain Group N n % LL UL
A/Brisbane Flu 1 Lot 1 539 307 57.0 52.7 61.2
Flu 1 Lot 2 536 298 55.6 51.3 59.9
Flu1Lot3 532 310 58.3 54.0 62.5
A/Uruguay Flu1 Lot 1 539 471 87.4 84.3 90.1
Flu 1 Lot 2 536 461 86.0 82.8 88.8
Flu1Lot3 532 455 85.5 82.2 88.4
B/Brisbane Flu 1 Lot 1 539 389 72.2 68.2 75.9
Flu1 Lot 2 536 350 65.3 61.1 69.3
Flu1Lot3 532 363 68.2 64.1 72.2

Seroconversion defined as:
For initially seronegative subjects, antibody titer = 1:40 after vaccination

For initially seropositive subjects, antibody titer after vaccination = 4 fold the pre-vaccination antibody titer

N = Number of subjects with pre- and post-vaccination results available
n/% = number/percentage of seroconverted subjects
95% CI = 95% confidence interval, LL = Lower Limit, UL = Upper Limit

Safety results: Number (%) of subjects with unsolicited adverse events within 21 days after the first dose (One-Dose Total

Vaccinated cohort for the safety subset)

Most frequent adverse events - Flu 1 Group Flu 2 Group
On-Therapy (occurring within Day 0-20 following vaccination) N =3015 N =3002
Subjects with any AE(s), n (%) 428 (14.2) 427 (14.2)
Subjects with grade 3 AE(s), n (%) 48 (1.6) 52 (1.7)
Subjects with related AE(s), n (%) 83(2.8) 58 (1.9)
Nasopharyngitis 33(1.1) 33(1.1)
Cough 31(1.0) 26 (0.9)
Upper respiratory tract infection 29 (1.0) 28 (0.9)
Headache 14 (0.5) 22 (0.7)
Oropharyngeal pain 14 (0.5) 22 (0.7)
Rhinitis 14 (0.5) 22 (0.7)
Diarrhoea 14 (0.5) 20(0.7)
Back pain - 23(0.8)
Influenza like illness 15 (0.5) -
Pruritus 14 (0.5)

Arthralgia 13(0.4) -
Pharyngitis - 13(0.4)
Hypertension - 11(0.4)

- : Adverse event absent or not meeting the selected rule: more than 30 subjects per treatment group and < 3 groups: only

the most frequent 10 events are to be listed.
Grade 3 = event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

Safety results: Number (%) of subjects with unsolicited adverse events within 21 days after the second dose (Two-Dose

Total Vaccinated cohort for the safety subset)

Most frequent adverse events - Flu 1 Group Flu 2 Group
On-Therapy (occurring within Day 0-20 following vaccination) N = 2462 N = 2520
Subjects with any AE(s), n (%) 320 (13.0) 306 (12.1)
Subjects with grade 3 AE(s), n (%) 36 (1.5) 26 (1.0)
Subjects with related AE(s), n (%) 42 (1.7) 20(0.8)
Upper respiratory tract infection 24 (1.0 32 (1.3)
Cough 17(0.7) 27 (1.1)
Nasopharyngitis 15 (0.6) 14 (0.6)
Bronchitis 14 (0.6) 9(0.4)
Oropharyngeal pain 12 (0.5) 11(0.4)
Headache 9(0.4) 10 (0.4)
Back pain 12 (0.5) -
Arthralgia 11(0.4)
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Rhinitis - 10 (0.4)
Diarrhoea - 9(0.4)
Influenza like illness - 9(04)
Rhinorrhoea 9(04)

Urinary tract infection 9(0.4)
Insomnia 8(0.3)
Pain in extremity 8(0.3)
Pruritus 8(0.3)

the most frequent 10 events are to be listed.
Grade 3 = event that prevented normal, everyday activities

Related = event assessed by the investigator as causally related to the study vaccination

- : Adverse event absent or not meeting the selected rule: more than 30 subjects per treatment group and < 3 groups: only

Vaccinated cohort)

Safety results: Number (%) of subjects with serious adverse events within 365 days after the first dose (One-Dose Total

Serious adverse event, n (%) [n considered by the investigator to be related to study medication]

All SAEs Flu 1 Group Flu 2 Group
N =21893 N =21802
Subjects with any SAE(s), n (%) [n assessed by the investigator as related] 2505 (11.4) [7] 2551 (11.7) [5]
Pneumonia 127 (0.6) [0] 132 (0.6) [0]
Atrial fibrillation 122 (0.6) [0] 112 (0.5) [0]
Cerebrovascular accident 110 (0.5) [0] 105 (0.5) [0]
Myocardial infarction 101 (0.5) [0] 95 (0.4) [0]
Cardiac failure congestive 91 (0.4) [0] 96 (0.4) [0]
Chronic obstructive pulmonary disease 97 (0.4) [0] 85 (0.4) [0]
Osteoarthritis 49 (0.2) [0] 72 (0.3) [0]
Urinary tract infection 65 (0.3) [0] 52 (0.2) [0]
Hypertension 52 (0.2) [0] 57 (0.3) [0]
Cardiac failure 47 (0.2) [0] 48 (0.2) [0]
Angina pectoris 46 (0.2) [0] 43 (0.2) [1]
Coronary artery disease 53 (0.2) [0] 35(0.2) [0]
Prostate cancer 38 (0.2)[0] 41(0.2) [0]
Myocardial ischaemia 39 (0.2) [0] 33 (0.2) [0]
Anaemia 32 (0.1) [0] 38 (0.2) [0]
Transient ischaemic attack 36 (0.2) [0] 32(0.1)[0]
Bronchitis 39 (0.2) [0] 28 (0.1) [0]
Breast cancer 27 (0.1)[0] 30 (0.1) [0]
Cholelithiasis 27 (0.1) [0] 26 (0.1) [0]
Pulmonary embolism 20 (0.1)[0] 33(0.2) [0]
Renal failure acute 28 (0.1)[0] 23(0.1)[0]
Syncope 32 (0.1) [0] 19(0.1) [0]
Acute myocardial infarction 19 (0.1) [0] 30 (0.1) [0]
Colon cancer 26 (0.1) [0] 22 (0.1)[0]
Gastroenteritis 18 (0.1) [0] 30 (0.1) [0]
Chest pain 20 (0.1) [0] 27 (0.1) [0]
Cholecystitis 25 (0.1) [0] 21 (0.1) [0]
Arrhythmia 25 (0.1) [0] 16 (0.1) [0]
Femoral neck fracture 13 (0.1) [0] 26 (0.1) [0]
Femur fracture 17 (0.1) [0] 22 (0.1) [0]
Respiratory failure 18 (0.1) [0] 20 (0.1)[0]
Cellulitis 18 (0.1) [0] 19 (0.1) [0]
Sepsis 19 (0.1) [0] 18 (0.1) [0]
Benign prostatic hyperplasia 17 (0.1) [0] 19(0.1) [0]
Death 17 (0.1) [0] 18 (0.1) [0]
Lung neoplasm malignant 15(0.1) [0] 20 (0.1) [0]
Renal failure 16 (0.1) [0] 19(0.1) [0]
Asthma 22 (0.1) [0] 12 (0.1) [0]




Ischaemic stroke

Gastrointestinal haemorrhage

0.1)

(0.1)
Inguinal hernia 12 (0.1) [0]
Erysipelas 13 (0.1) [0]
Renal failure chronic 15 (0.1) [0]
Diverticulitis 16 (0.1) [0]
Depression 14 (0.1) [0]
Cardiac arrest 17(0.1) [0]
Cholecystitis acute 14 (0.1) [0]
Humerus fracture 20 (0.1)[0]
Sudden death 9(0.0) [0]
Angina unstable 14 [0]
Dehydration 12 [0]

Diabetes mellitus

Intervertebral disc protrusion

Cerebrovascular disorder

Arteriosclerosis 14 [0]
Gastritis 10 (0.0) [0]
Hypoglycaemia 9(0.0) [0]
Pleural effusion 16 (0.1) [0]
Pyelonephritis 10 (0.0) [0]
Acute respiratory failure 12 (0.1) [0]
Diabetes mellitus inadequate control 11 (0.1) [0]
Circulatory collapse 10 (0.0) [0]
Deep vein thrombosis 14 (0.1) [0]
Hip fracture 14 (0.1) [0]
Lobar pneumonia 13(0.1) [0]
Pancreatitis acute 10 (0.0) [0]
Back pain 11 (0.1) [0]
Bladder cancer 10 (0.0) [0]
Bronchitis chronic 11 (0.1) [0]
Bronchopneumonia 10 (0.0) [0]
Intestinal obstruction 12 (0.1) [0]
Pulmonary oedema 9(0.0)[0]
Spinal column stenosis 9(0.0)[0]
Basal cell carcinoma 15 (0.1) [0]
Upper respiratory tract infection 10 (0.0) [0]
Bradycardia 11 (0.1) [0]
Appendicitis 9(0.0)[0]
Bile duct stone 7(0.0) [0]
Cataract 9(0.0)[0]
Gastric ulcer 11(0.1) [0]
Hypertensive crisis 7(0.0) [0]
Toxicity to various agents 10 (0.0) [0]
Type 2 diabetes mellitus 9(0.0) [0]
Acute coronary syndrome 12 (0.1) [0]
Atrial flutter 9(0.0) [0]
Bladder neoplasm 6 (0.0) [0]
Gastric cancer 7(0.0) [0]
Haematoma 6 (0.0) [0]
Upper limb fracture 12 (0.1) [0]
Vertigo 11 (0.1) [0]
Contusion 7(0.0)[0]
Pelvic fracture 10 (0.0) [0]
Rib fracture 8 (0.0) [0]
Ankle fracture 6 (0.0) [0]
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Cerebral infarction 10 (0.0) [0] [0]
Hepatic cirrhosis 9(0.0)[0] [0]
Hypotension 8 (0.0) [0] [0]
Pancreatitis 11(0.1) [0] [0]

Peripheral arterial occlusive disease

) [0]

[0]

Wrist fracture

[0]

S

Abdominal pain

[0]

[0]

Concussion

[0]

[0]

lleus

[0]

[0]

Multi-organ failure

[0]

(0]

Pneumonia aspiration

[0]

(0]

Small intestinal obstruction

[0]

[0]

Colitis

[0]

S

Epilepsy

[0]

[0]

Hypokalaemia

[0]

[0]

Hyponatraemia

[0]

[0]

Rheumatoid arthritis

2]

(1]

Septic shock

[0]

[0]

Sick sinus syndrome

[0]

[0]

Spinal compression fracture

[0]

S

Squamous cell carcinoma

[0]

[0]

Upper gastrointestinal haemorrhage

[0]

[0]

Aortic aneurysm

[0]

S

Atrioventricular block complete

[0]

[0]

Diarrhoea

[0]

[0]

Duodenal ulcer

[0]

[0]

Dyspnoea

[0]

S

Epistaxis

[0]
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Radius fracture

[0]
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Road traffic accident

[0]

S

Rotator cuff syndrome

[0]

Supraventricular tachycardia

[0]

[0]

Urinary retention

[0]

[0]

Calculus ureteric

[0]

S

Carotid artery stenosis

[0]

[0]

Cerebral ischaemia

[0]

[0]

Colonic polyp

[0]

S

Gastrooesophageal reflux disease

[0]

[0]

Head injury

[0]

[0]

Joint dislocation

[0]

[0]

Laceration

[0]

S

Nephrolithiasis

[0]

[0]

Non-cardiac chest pain

[0]

[0]

Pancreatic carcinoma

[0]

S

Spinal osteoarthritis

[0]

[0]

Vascular dementia

[0]

[0]

Ventricular fibrillation

[0]

(0]

Cystitis

[0]

(0]

Diverticulum

[0]

[0]

Facial bones fracture

[0]

[0]

Gangrene

[0]

S

Gastric ulcer haemorrhage

[0]

[0]

Herpes zoster

[0]

[0]

Lumbar spinal stenosis

[0]

(0]

Polymyalgia rheumatica
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Rectal cancer
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Respiratory tract infection

[0]

[0]

Sinusitis

[0]

[0]

Subdural haematoma

[0]

(0]

Completed suicide

[0]

(0]

Constipation

[0]

[0]

Gastritis erosive

S

S

Hypersensitivity

[0]

[0]

Lung neoplasm

[0]

[0]

Lymphoma

[0]

(1]

Parkinson’s disease

[0]

(0]

Peripheral vascular disorder

[0]

(0]

Renal cancer

[0]

[0]

Urethral stenosis

S

S

Vertebrobasilar insufficiency

[0]

[0]

Wound infection

[0]

[0]

Aortic valve stenosis

[0]

[0]

Arrhythmia supraventricular

[0]

[0]

Arthralgia

[0]

[0]

Atrioventricular block

[0]

[0]

Atrioventricular block second degree

S

S

Cardiac failure chronic

[0]

[0]

Coronary artery stenosis

[0]

[0]

Decubitus ulcer

S

S

Dementia alzheimer’s type

[0]

[0]

Dizziness

[0]

[0]

Glaucoma

[0]

[0]

Grand mal convulsion

S

S

Haematuria

[0]

[0]

Hepatic neoplasm malignant

[0]

[0]

Large intestine perforation

S

S

Malignant melanoma

[0]

[0]

Metastases to liver

[0]

[0]

Neoplasm malignant

[0]

[0]

Prostatic adenoma

S

S

Rectal haemorrhage

[0]

[0]

Staphylococcal infection

[0]

[0]

Tachyarrhythmia

S

S

Thyroid cancer

[0]

[0]

Uterine cancer

[0]

[0]

Abdominal hernia

[0]

[0]

Arteriosclerosis coronary artery

S

S

Cardiovascular insufficiency

[0]

[0]

Cerebral haemorrhage

[0]

[0]

Cholangitis

S

S

Convulsion

[0]

[0]

Dysphagia

[0]

[0]

Hand fracture

[0]

(0]

Intervertebral disc degeneration

[0]

(0]

Left ventricular failure

(0]

[0]

Lower limb fracture

[0]

[0]

Lung adenocarcinoma

S

S

Oesophagitis

[0]

[0]

Pancreatic carcinoma metastatic

[0]

[0]

Peritonitis

[0]

(0]

Spinal fracture

[0]

(0]

Subarachnoid haemorrhage
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Tibia fracture

[0]

[0]

Traumatic brain injury

[0]

[0]

Umbilical hernia

[0]

(0]

Adenocarcinoma

[0]

(0]

Aortic stenosis

[0]

[0]

Brain stem infarction

S

S

Calculus urinary

[0]

[0]

Candidiasis

[0]

[0]

Cardiac death

[0]

[0]

Cardiopulmonary failure

[0]

(0]

Clostridial infection

[0]

(0]

Colitis ischaemic

[0]

[0]

Colon cancer metastatic

S

S

Confusional state

[0]

[0]

Coronary artery insufficiency

[0]

[0]

Coronary artery occlusion

[0]

[0]

Delirium

[0]

[0]

Dementia

[0]

[0]

Device dislocation

[0]

[0]

Diabetic foot

S

S

Diverticulum intestinal

[0]

[0]

Dyspepsia

[0]

[0]

Fall

S

S

Fibula fracture

[0]

[0]

Gastroenteritis viral

[0]

[0]

Goitre

[0]

[0]

Haemorrhagic stroke

S

S

Haemorrhoids

[0]

[0]

Hiatus hernia

[0]

[0]

Hypercholesterolaemia

S

S

Hypothyroidism

[0]

[0]

Mitral valve incompetence

[0]

[0]

Non-hodgkin’s lymphoma

[0]

[0]

Pancreatitis chronic

S

S

Thrombophlebitis

[0]

[0]

Thrombosis

[0]

[0]

Ventricular extrasystoles

S

S

Vertigo positional

[0]

[0]

Vestibular disorder

[0]

[0]

Acute pulmonary oedema

[0]

[0]

Anaphylactic reaction

S
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Angioedema

[0]

[0]

Arterial thrombosis limb

[0]

[0]

Biliary colic

S

S

Brain oedema

[0]

[0]

Breast cancer recurrent

[0]

[0]

Cervical vertebral fracture

[0]

(0]

Cholecystitis chronic

[0]

(0]

Cystitis haemorrhagic

[0]

[0]

Encephalopathy

[0]

[0]

Faecaloma

S

S

Gastric haemorrhage

[0]

[0]

Gastrointestinal angiodysplasia

[0]

[0]

Gout

[0]

(0]

Haemorrhagic anaemia

[0]

(0]

Hyperglycaemia
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Hyperthyroidism

[0]

[0]

Intermittent claudication

[0]

[0]

Intervertebral disc disorder

[0]

(0]

Iron deficiency anaemia

[0]

(0]

Localised infection

[0]

[0]

Lower respiratory tract infection

S

S

Lumbar vertebral fracture

[0]

[0]

Mallory-weiss syndrome

[0]

[0]

Metastatic neoplasm

[0]

[0]

Musculoskeletal pain

[0]

(0]

Oesophageal carcinoma

[0]

(0]

Osteomyelitis

[0]

[0]

Peptic ulcer

S

S

Pericarditis

[0]

[0]

Peripheral ischaemia

[0]

[0]

Pneumothorax

[0]

[0]

Presyncope

[0]

[0]

Pyelonephritis acute

[0]

[0]

Reflux oesophagitis

[0]

[0]

Renal neoplasm

S

S

Retinal detachment

[0]

[0]

Sciatica

[0]

[0]

Skin ulcer

S

S

Spondylolisthesis

[0]

[0]

Sudden cardiac death

[0]

[0]

Tendon rupture

[0]

[0]

Transitional cell carcinoma

S

S

Urosepsis

[0]

[0]

Vascular encephalopathy

[0]

[0]

Ventricular tachycardia

S

S

Vomiting

[0]

[0]

Abdominal pain upper

[0]

[0]

Abscess

[0]

[0]

Acute myeloid leukaemia
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Alcohol poisoning

[0]

[0]

Aneurysm

[0]

[0]

Aortic valve incompetence

S

S

Arthropathy

[0]

[0]

Asthenia

[0]
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Bladder neck obstruction

[0]

[0]

Bladder transitional cell carcinoma

S

S

Brain contusion
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[0]

Brain neoplasm
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Breast cancer metastatic
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S

Cachexia
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Calculus bladder
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[0]

Cardiac valve disease
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(0]

Carpal tunnel syndrome

[0]

(0]

Cerebral arteriosclerosis
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[0]

Chronic lymphocytic leukaemia

[0]
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Clostridium difficile colitis
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S

Colon neoplasm

[0]

[0]

Duodenal ulcer haemorrhage
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Embolism

[0]
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Emphysema
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Endometrial cancer
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Enterocolitis

[0]

[0]

Foot deformity

[0]

[0]

Foot fracture

[0]

(0]

Gallbladder cancer

[0]

(0]

Gastric cancer stage iv

[0]

[0]

Haematochezia

S

S

Haemorrhage

[0]

[0]

Hydronephrosis

[0]

[0]

Hypovolaemic shock

[0]

[0]

lleus paralytic

[0]

(0]

Infected skin ulcer

[0]

(0]

Infection

[0]

[0]

Intestinal polyp

S

S

Irritable bowel syndrome

[0]

[0]

Jaundice cholestatic

[0]

(0]

Lower gastrointestinal haemorrhage

[0]

[0]

Lung cancer metastatic

[0]

[0]

Lymphoedema

[0]

[0]

Major depression

[0]

[0]

Metastases to lung

S

S

Metastatic malignant melanoma

[0]

[0]

Multiple injuries

[0]

[0]

Multiple myeloma

S

S

Musculoskeletal chest pain

[0]

[0]

Non-small cell lung cancer

[0]

[0]

Osteonecrosis

[0]

[0]

Ovarian cyst

S

S

Parkinsonism

[0]

[0]

Pathological fracture

[0]

[0]

Pleurisy

S

S

Post procedural complication

[0]

[0]

Postoperative wound infection

[0]

[0]

Pseudomembranous colitis

[0]

[0]

Pulmonary fibrosis

S

S

Pyelonephritis chronic

[0]

[0]

Renal cancer metastatic

[0]

[0]

Sinus bradycardia

S

S

Synovial cyst

[0]

[0]

Tachycardia

[0]

[0]

Tonsillitis

[0]

[0]

Ulna fracture

S

S

Urinary bladder polyp

[0]

[0]

Uterine polyp

[0]

[0]

Uterine prolapse

S

S

Varicose vein

[0]

[0]

Venous thrombosis

[0]

[0]

Venous thrombosis limb

[0]

(0]

Abdominal discomfort

[0]

(0]

Abscess limb

[0]

[0]

Adenoma benign

[0]

[0]

Aortic aneurysm rupture

S

S

Arterial occlusive disease

[0]

[0]

Arthritis bacterial

[0]

[0]

Arthritis infective

[0]

(0]

Aspiration bronchial

[0]

(0]

Asthmatic crisis
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Ataxia

[0]

[0]

B-cell lymphoma

[0]

[0]

Benign breast neoplasm

[0]

(0]

Bile duct cancer

[0]

(0]

Bladder transitional cell carcinoma recurrent

[0]

[0]

Bradyarrhythmia

S

S

Bronchial carcinoma

[0]

[0]

Cardiac failure acute

[0]

[0]

Cardio-respiratory arrest

[0]

[0]

Cardiogenic shock

[0]

(0]

Cardiovascular disorder

[0]

(0]

Carotid arteriosclerosis

[0]

[0]

Cerebral circulatory failure

S

S

Cerebrovascular insufficiency

[0]

[0]

Cervix carcinoma

[0]

[0]

Cholecystitis infective

[0]

[0]

Colitis ulcerative

[0]

[0]

Colon cancer recurrent

[0]

[0]

Device related infection

[0]

[0]

Diabetic ketoacidosis

S

S

Duodenal ulcer perforation

[0]

[0]

Electrolyte imbalance

[0]

[0]

Escherichia urinary tract infection

S

S

Food poisoning

[0]

[0]

Forearm fracture

[0]

[0]

Gastroduodenitis

[0]

[0]

Glioblastoma

S

S

Glioblastoma multiforme

[0]

[0]

Haemoptysis

[0]

[0]

Haemorrhoidal haemorrhage

S

S

Haemothorax

[0]

[0]

Helicobacter gastritis

(0]

[0]

Hepatic failure

[0]

[0]

Hepatic steatosis

S

S

Hepatitis

[0]

[0]

Hernia

[0]

[0]

Hypercalcaemia

S

S

Hypertensive heart disease

[0]

[0]

Hypocalcaemia

[0]

[0]

Hypomagnesaemia

[0]

[0]

Hypoxia

S

S

Infective exacerbation of chronic obstructive airways disease

[0]

[0]

Injury

[0]

[0]

Interstitial lung disease

S

S

Intracranial aneurysm

[0]

[0]

Lip and/or oral cavity cancer

[0]

[0]

Lung abscess

[0]

(0]

Lung disorder

[0]

(0]

Malaise

[0]

[0]

Medical device complication

[0]

[0]

Meningioma

S

S

Meningitis

[0]

[0]

Metabolic encephalopathy

[0]

[0]

Metastases to bone

[0]

(0]

Metastatic carcinoma of the bladder

(0]

(0]

Metastatic squamous cell carcinoma
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Muscle rupture

[0]

[0]

Muscle strain

[0]

[0]

Myalgia

[0]

(0]

Myelodysplastic syndrome

[0]

(0]

Nausea

[0]

[0]

Neoplasm

S

S

Nerve compression

[0]

[0]

Non-small cell lung cancer metastatic

[0]

[0]

Oedema peripheral

(1]

[0]

Osteochondrosis

[0]

(0]

Otitis media

[0]

(0]

Ovarian neoplasm

[0]

[0]

Overdose

S

S

Pain in extremity

[0]

[0]

Periproctitis

[0]

[0]

Pneumonia bacterial

[0]

[0]

Polyneuropathy

[0]

[0]

Prostate cancer metastatic

[0]

[0]

Prostatomegaly

[0]

[0]

Pubis fracture

S

S

Pulmonary hypertension

[0]

[0]

Pulmonary tuberculosis

[0]

[0]

Rash

S

S

Rectal polyp

[0]

[0]

Renal artery stenosis

[0]

[0]

Renal cell carcinoma

[0]

[0]

Renal colic

S

S

Skin cancer

[0]

[0]

Sleep apnoea syndrome

[0]

[0]

Small intestinal haemorrhage

S

S

Stress cardiomyopathy

[0]

[0]

Subileus

[0]

[0]

Tachycardia paroxysmal

[0]

[0]

Thrombocytopenia

S

S

Thrombophlebitis superficial

[0]

[0]

Tuberculosis

[0]

[0]

Ventricular arrhythmia

S

S

Wound

[0]

[0]

Abdominal distension

[0]

[0]

Abdominal neoplasm

[0]

[0]

Abdominal pain lower

S

S

Abnormal behaviour

[0]

[0]

Acute leukaemia

[0]

[0]

Acute sinusitis

S

S

Adams-stokes syndrome

[0]

[0]

Adverse drug reaction

[0]

[0]

Alcohol abuse

[0]

(0]

Alcoholism

[0]

(0]

Amyotrophic lateral sclerosis

[0]

[0]

Anal fissure

[0]

[0]

Aneurysm ruptured

S

S

Anxiety

[0]

[0]

Aortic valve disease

[0]

[0]

Appendicitis perforated

[0]

(0]

Arterial stenosis

[0]

(0]

Arthritis
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Atrial septal defect

[0]

[0]

Atrioventricular block first degree

[0]

(0]

Azotaemia

[0]

(0]

Bacteraemia

[0]

(0]

Basal ganglia infarction

[0]

[0]

Basedow's disease

—
—_
—

S

Biliary cirrhosis primary

[0]

[0]

Bladder cancer recurrent

[0]

[0]

Bladder disorder

[0]

[0]

Bone neoplasm malignant

[0]

(0]

Breast cancer female

[0]

(0]

Breast cancer in situ

[0]

[0]

Breast neoplasm

S

S

Bronchiectasis

[0]

[0]

Cardiomegaly

[0]

[0]

Cardiomyopathy

[0]

[0]

Carotid artery occlusion

[0]

[0]

Cauda equina syndrome

[0]

[0]

Cervical dysplasia

[0]

(0]

Cervical myelopathy

S

S

Cervicobrachial syndrome

[0]

[0]

Chemical poisoning

[0]

[0]

Chest injury

S

S

Cholangitis acute

[0]

[0]

Chondropathy

[0]

[0]

Chronic myeloid leukaemia

[0]

[0]

Chronic sinusitis

S

S

Clavicle fracture

[0]

[0]

Cognitive disorder

[0]

[0]

Colon adenoma

S

S

Cor pulmonale

[0]

[0]

Crohn’s disease

[0]

[0]

Deafness unilateral

[0]

[0]

Decreased appetite

S

S

Dermatitis allergic

[0]

[0]

Device malfunction

[0]

[0]

Diabetic gangrene

S

S

Diabetic neuropathy

[0]

[0]

Diverticular perforation

[0]

[0]

Drowning

[0]

[0]

Duodenitis

S

S

Dupuytren’s contracture

[0]

[0]

Dysarthria

[0]

[0]

Dyspnoea exertional

S

S

Dysuria

[0]

[0]

Eczema

[0]

[0]

Embolic stroke

[0]

(0]

Encephalitis viral

[0]

(0]

Endophthalmitis

[0]

[0]

Enteritis infectious

[0]

[0]

Enterocolitis infectious

S

S

Epididymitis

[0]

[0]

Escherichia sepsis

[0]

[0]

Extradural abscess

[0]

(0]

Face injury

[0]

(0]

Failure to thrive
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Femoral artery occlusion

[0]

[0]

Foreign body

[0]

[0]

Gallbladder empyema

[0]

(0]

Gastritis haemorrhagic

[0]

(0]

Gastroduodenal ulcer

[0]

[0]

Gastroenteritis clostridial

S

S

Gastrointestinal disorder

[0]

[0]

Glucose tolerance impaired

[0]

[0]

Gouty arthritis

[0]

[0]

Guillain-barre syndrome

(1]

(0]

Haemorrhage intracranial

[0]

(0]

Headache

[0]

[0]

Helicobacter infection

S

S

Helicobacter test positive

[0]

[0]

Hemiparesis

[0]

[0]

Hepatic encephalopathy

[0]

[0]

Hepatic function abnormal

[0]

[0]

Hepatic haematoma

[0]

[0]

Hepatic neoplasm

[0]

[0]

Hepatorenal syndrome

S

S

Hernia obstructive

[0]

[0]

Hydrocele

[0]

[0]

Hyperkalaemia

S

S

Hyperlipidaemia

[0]

[0]

Hyperparathyroidism

[0]

[0]

Hypertensive emergency

[0]

[0]

Hypoglycaemic coma

S

S

In-stent coronary artery restenosis

[0]

[0]

Incisional hernia

[0]

[0]

Infected cyst

S

S

Intentional overdose

[0]

[0]

Intervertebral disc compression

[0]

[0]

Ischaemic cardiomyopathy

[0]

[0]

Jaw fracture

S

S

Joint injury

[0]

[0]

Joint sprain

[0]

[0]

Ketoacidosis

S

S

Large cell carcinoma of the respiratory tract stage unspecified

[0]

[0]

Laryngeal cancer

[0]

[0]

Leukaemia

[0]

[0]

Limb injury

S

S

Lip neoplasm malignant stage unspecified

[0]

[0]

Liposarcoma metastatic

[0]

[0]

Loss of consciousness

S

S

Lung carcinoma cell type unspecified recurrent

[0]

[0]

Lung carcinoma cell type unspecified stage iv

[0]

[0]

Lung infection

[0]

(0]

Lung infiltration

(0]

(0]

Lung squamous cell carcinoma stage unspecified

[0]

[0]

Lymphocele

[0]

[0]

Meniscus lesion

S

S

Mental disorder

[0]

[0]

Metabolic acidosis

[0]

[0]

Metastases to pleura

[0]

(0]

Metastasis

[0]

(0]

Microcytic anaemia
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Mitral valve stenosis

[0]

[0]

Multiple fractures

[0]

[0]

Neck pain

[0]

(0]

Necrosis ischaemic

[0]

(0]

Neuralgia

[0]

[0]

Neurilemmoma

S

S

Oesophageal adenocarcinoma

[0]

[0]

Oesophageal candidiasis

[0]

[0]

Oesophageal perforation

[0]

(0]

Oesophageal stenosis

[0]

(0]

Oesophageal ulcer

[0]

(0]

Oesophageal varices haemorrhage

[0]

[0]

Organising pneumonia

S

S

Orthostatic hypotension

[0]

[0]

Osteoporosis

[0]

[0]

Osteoporotic fracture

[0]

[0]

Ovarian cancer

[0]

[0]

Ovarian cancer metastatic

[0]

[0]

Pain

[0]

[0]

Pancytopenia

S

S

Panic attack

[0]

[0]

Parotitis

[0]

[0]

Peptic ulcer perforation

S

S

Periarthritis

[0]

[0]

Pericardial effusion

[0]

[0]

Peripheral sensory neuropathy

[0]

[0]

Peritonitis bacterial

S

S

Pharyngeal cancer stage unspecified

[0]

[0]

Pharyngitis

[0]

[0]

Plasmacytoma

S

S

Pleural fibrosis

[0]

[0]

Pneumonia staphylococcal

[0]

[0]

Pneumonia viral

[0]

[0]

Pneumonitis

S

S

Polyarthritis

[0]

[0]

Polycythaemia

[0]

[0]

Post procedural fistula

S

S

Post procedural infection

[0]

[0]

Post-traumatic pain

[0]

[0]

Postoperative hernia

[0]

[0]

Prostate cancer recurrent

S

S

Psychotic disorder

[0]

[0]

Pulmonary arterial hypertension

[0]

[0]

Pyloric stenosis

S

S

Pyrexia

[0]

[0]

Radicular syndrome

[0]

[0]

Renal impairment

[0]

(0]

Respiratory arrest

[0]

(0]

Respiratory disorder

[0]

(0]

Retinal artery occlusion

[0]

[0]

Retinal haemorrhage

S

S

Retroperitoneal haematoma

[0]

[0]

Retroperitoneal haemorrhage

[0]

[0]

Reversible ischaemic neurological deficit

(0]

(0]

Rhabdomyolysis

[0]

(0]

Salivary gland neoplasm
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Schizophrenia, paranoid type

[0]

[0]

Senile dementia

[0]

[0]

Shock haemorrhagic

[0]

(0]

Sinus arrhythmia

[0]

(0]

Skeletal injury

[0]

[0]

Small cell lung cancer metastatic

S

S

Spigelian hernia

[0]

[0]

Spinal disorder

[0]

[0]

Splenic rupture

[0]

(0]

Squamous cell carcinoma of skin

[0]

(0]

Stasis dermatitis

[0]

(0]

Subcutaneous abscess

[0]

[0]

Thoracic vertebral fracture

S

S

Thyroid neoplasm

[0]

[0]

Toxic encephalopathy

[0]

[0]

Transient global amnesia

[0]

[0]

Trigeminal neuralgia

[0]

[0]

Ulcerative keratitis

[0]

[0]

Urinary bladder haemorrhage

[0]

[0]

Viith nerve paralysis

S

S

Vith nerve paralysis

[0]

[0]

Vascular pseudoaneurysm

[0]

[0]

Viral infection

S

S

Volvulus

[0]

[0]

Abdominal abscess

[0]

[0]

Abdominal adhesions

[0]

[0]

Abdominal infection

S

S

Abdominal wall haematoma

[0]

[0]

Abscess jaw

[0]

[0]

Acarodermatitis

S

S

Acral lentiginous melanoma stage unspecified

[0]

[0]

Acute abdomen

[0]

[0]

Acute biphenotypic leukaemia

[0]

[0]

Acute prerenal failure

S

S

Acute respiratory distress syndrome

[0]

[0]

Adenomyosis

[0]

[0]

Adenovirus infection

S

S

Affective disorder

[0]

[0]

Age-related macular degeneration

[0]

[0]

Altered state of consciousness

[0]

[0]

Amnesia

S

S

Amoebic dysentery

[0]

[0]

Anaemia macrocytic

[0]

[0]

Anaemia vitamin b12 deficiency

S

S

Anaesthetic complication

[0]

[0]

Anal abscess

[0]

[0]

Angiodysplasia

[0]

(0]

Angiosarcoma

[0]

(0]

Animal bite

[0]

[0]

Anorectal disorder

[0]

[0]

Anuria

S

S

Anxiety disorder

[0]

[0]

Aortic disorder

[0]

[0]

Aortic dissection

[0]

(0]

Aortic valve calcification

[0]

(0]

Appendiceal abscess
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Arachnoid cyst

[0]

[0]

Arterial bypass operation

[0]

[0]

Arterial disorder

[0]

(0]

Arteriovenous fistula occlusion

[0]

(0]

Ascites

[0]

[0]

Aspiration

S

S

Atelectasis

[0]

[0]

Autoimmune hepatitis

[0]

[0]

Autoimmune thrombocytopenia

(0]

[0]

Axonal neuropathy

(1]

(0]

B-cell small lymphocytic lymphoma

[0]

(0]

Bacterial infection

[0]

[0]

Bacteriuria

S

S

Balance disorder

[0]

[0]

Barrett's oesophagus

[0]

[0]

Benign neoplasm

[0]

[0]

Benign neoplasm of prostate

[0]

[0]

Benign neoplasm of skin

[0]

[0]

Benign neoplasm of thyroid gland

[0]

[0]

Bile duct stenosis

S

S

Bipolar i disorder

[0]

[0]

Bipolar disorder

[0]

[0]

Bladder cyst

S

S

Bladder diverticulum

[0]

[0]

Bladder dysfunction

[0]

[0]

Bladder papilloma

[0]

[0]

Bladder perforation

S

S

Bladder prolapse

[0]

[0]

Bladder spasm

[0]

[0]

Bladder transitional cell carcinoma stage i

S

S

Blood electrolytes abnormal

[0]

[0]

Blood glucose increased

[0]

[0]

Blood pressure increased

[0]

[0]

Blood urea increased

S

S

Blood urine present

[0]

[0]

Body temperature increased

[0]

[0]

Bone cancer metastatic

S

S

Bone neoplasm

[0]

[0]

Bone sarcoma

[0]

[0]

Bowen's disease

[0]

[0]

Brain neoplasm benign

S

S

Brain stem stroke

[0]

[0]

Breast cancer stage i

[0]

[0]

Breast haematoma

S

S

Breast mass

[0]

[0]

Bronchial neoplasm

[0]

[0]

Bronchitis bacterial

[0]

(0]

Bronchitis fungal

[0]

(0]

Bronchitis viral

[0]

[0]

Bronchopulmonary aspergillosis

[0]

[0]

Bulbar palsy

S

S

Bullous lung disease

[0]

[0]

Bundle branch block left

[0]

[0]

Bundle branch block right

[0]

(0]

Burning sensation

[0]

(0]

Burns third degree
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Bursitis

[0]

[0]

Calculus urethral

[0]

[0]

Carbon monoxide poisoning

[0]

(0]

Carcinoid tumour pulmonary

[0]

(0]

Carcinoma in situ

[0]

[0]

Cardiac aneurysm

S

S

Cardiac asthma

[0]

[0]

Cardiac disorder

[0]

[0]

Cardiac fibrillation

[0]

[0]

Cardiac myxoma

[0]

(0]

Carotid artery disease

[0]

(0]

Cartilage injury

[0]

[0]

Castleman’s disease

S

S

Cataract cortical

[0]

[0]

Cerebellar infarction

[0]

[0]

Cerebellar syndrome

[0]

[0]

Cerebral artery embolism

[0]

[0]

Cerebral atrophy

[0]

[0]

Cervical polyp

[0]

[0]

Cervical spinal stenosis

S

S

Cervix neoplasm

[0]

[0]

Chest discomfort

[0]

[0]

Chest wall operation

S

S

Chloroma

[0]

[0]

Choking

[0]

[0]

Cholangiolitis

[0]

[0]

Cholangitis suppurative

S

S

Cholecystocholangitis

[0]

[0]

Chondrosarcoma

[0]

[0]

Chronic hepatic failure

S

S

Chronic leukaemia

[0]

[0]

Chronic respiratory failure

[0]

[0]

Cirrhosis alcoholic

[0]

[0]

Coagulopathy

S

S

Coccidioidomycosis

[0]

[0]

Coeliac disease

[0]

[0]

Cold type haemolytic anaemia

S

S

Colon cancer stage i

[0]

[0]

Colon cancer stage i

[0]

[0]

Colonic fistula

[0]

[0]

Colorectal cancer

S

S

Coma

[0]

[0]

Complex partial seizures

[0]

[0]

Condition aggravated

S

S

Congenital megacolon

[0]

[0]

Congestive cardiomyopathy

[0]

[0]

Conjunctivitis

[0]

(0]

Corneal neovascularisation

[0]

(0]

Coronary artery reocclusion

[0]

[0]

Crystal arthropathy

[0]

[0]

Cutaneous lupus erythematosus

S

S

Cyclitis

[0]

[0]

Cyst

[0]

[0]

Cystic lymphangioma

[0]

(0]

Cystitis noninfective

[0]

(0]

Cystocele
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Dacryostenosis acquired

[0]

[0]

Deafness

[0]

[0]

Deafness neurosensory

[0]

(0]

Delayed recovery from anaesthesia

[0]

(0]

Dengue fever

[0]

[0]

Dermal cyst

S

S

Dermatitis

[0]

[0]

Dermatitis contact

[0]

[0]

Device failure

[0]

[0]

Diabetic autonomic neuropathy

[0]

(0]

Diabetic bullosis

[0]

(0]

Diabetic complication

[0]

[0]

Diabetic encephalopathy

S

S

Diabetic foot infection

[0]

[0]

Diabetic gastroparesis

[0]

[0]

Diabetic macroangiopathy

[0]

[0]

Dieulafoy’s vascular malformation

[0]

[0]

Discomfort

[0]

[0]

Disseminated intravascular coagulation

[0]

[0]

Diverticulitis meckel's

S

S

Diverticulitis intestinal haemorrhagic

[0]

[0]

Diverticulum intestinal haemorrhagic

[0]

[0]

Dizziness postural

S

S

Drug eruption

[0]

[0]

Drug rash with eosinophilia and systemic symptoms

[0]

[0]

Duodenal perforation

[0]

[0]

Ear infection

S

S

Echography abnormal

[0]

[0]

Electrocardiogram abnormal

[0]

[0]

Endocarditis

S

S

Endometritis

[0]

[0]

Enteritis

[0]

[0]

Enterocutaneous fistula

[0]

[0]

Erosive oesophagitis

S

S

Erythema

[0]

[0]

Essential hypertension

[0]

[0]

External ear cellulitis

S

S

Extrapyramidal disorder

[0]

[0]

Extremity necrosis

[0]

[0]

Eye haemorrhage

[0]

[0]

Eyelid ptosis

S

S

Facial pain

[0]

[0]

Facial paresis

[0]

[0]

Faecal incontinence

S

S

Fasciitis

[0]

[0]

Fatigue

[0]

[0]

Febrile infection

[0]

(0]

Female genital tract fistula

[0]

(0]

Femoral arterial stenosis

[0]

[0]

Femoral hernia

[0]

[0]

Finger amputation

S

S

Fistula

[0]

[0]

Flatulence

[0]

[0]

Fluid retention

[0]

(0]

Food allergy

[0]

(0]

Fracture
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Gallbladder perforation

[0]

[0]

Gastric cancer recurrent

[0]

[0]

Gastric neoplasm

[0]

(0]

Gastric ulcer perforation

[0]

(0]

Gastritis atrophic

[0]

[0]

Gastrointestinal arteriovenous malformation

S

S

Gastrointestinal carcinoma

[0]

[0]

Gastrointestinal inflammation

[0]

[0]

Gastrointestinal injury

[0]

[0]

Gastrointestinal necrosis

[0]

(0]

Gastrointestinal obstruction

[0]

(0]

Genital herpes

[0]

[0]

Gilbert's syndrome

S

S

Gingival bleeding

[0]

[0]

Haemangioblastoma

[0]

[0]

Haemangioma

[0]

[0]

Haemangioma of spleen

[0]

[0]

Haematemesis

[0]

[0]

Haemorrhage subcutaneous

[0]

[0]

Haemorrhagic arteriovenous malformation

S

S

Hairy cell leukaemia

[0]

[0]

Hallucination

[0]

[0]

Head and neck cancer

S

S

Heart injury

[0]

[0]

Heerfordt’s syndrome

[0]

[0]

Hepatic haemorrhage

[0]

[0]

Hepatitis ¢

S

S

Hepatitis ¢ antibody positive

[0]

[0]

Hepatitis chronic active

[0]

[0]

Hepatitis toxic

S

S

Hepatorenal failure

[0]

[0]

Herpes zoster ophthalmic

[0]

[0]

Hodgkin’s disease

[0]

[0]

Human ehrlichiosis

S

S

Hydrocephalus

[0]

[0]

Hypercapnia

[0]

[0]

Hypernatraemia

S

S

Hyperosmolar state

[0]

[0]

Hyperplasia

[0]

[0]

Hypertensive encephalopathy

[0]

[0]

Hypertriglyceridaemia

S

S

Hyperuricaemia

[0]

[0]

Hypoacusis

[0]

[0]

Hypoaesthesia

S

S

Hypochromic anaemia

[0]

[0]

Hypopharyngeal cancer

[0]

[0]

Hypopituitarism

[0]

(0]

Hypoxic-ischaemic encephalopathy

[0]

(0]

Ivth nerve paralysis

[0]

[0]

lleal fistula

[0]

[0]

leitis

S

S

lliac artery stenosis

[0]

[0]

llium fracture

[0]

[0]

lll-defined disorder

[0]

(0]

Impaired gastric emptying

[0]

(0]

Implant site haemorrhage
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Implant site infection

[0]

[0]

Incision site haematoma

[0]

[0]

Infection masked

[0]

(0]

Influenza

[0]

(0]

Influenza like illness

[0]

[0]

Inguinal hernia strangulated

S

S

Inner ear disorder

[0]

[0]

Insomnia

[0]

[0]

Intercostal neuralgia

[0]

[0]

Internal injury

(0]

(0]

International normalised ratio increased

[0]

(0]

Intestinal congestion

[0]

[0]

Intestinal gangrene

S

S

Intestinal ischaemia

[0]

[0]

Intestinal perforation

[0]

[0]

Intraductal papilloma of breast

[0]

[0]

Ischaemia

[0]

[0]

Ischaemic cerebral infarction

[0]

[0]

Jaundice

[0]

[0]

Jaundice hepatocellular

S

S

Keratitis

[0]

[0]

Kidney infection

[0]

[0]

Klebsiella bacteraemia

S

S

Knee arthroplasty

[0]

[0]

Labyrinthitis

[0]

[0]

Lacrimal sac cellulitis

[0]

[0]

Lactose intolerance

S

S

Lacunar infarction

[0]

[0]

Large intestinal obstruction

[0]

[0]

Large intestinal ulcer haemorrhage

S

S

Laryngeal oedema

[0]

[0]

Left ventricular dysfunction

[0]

[0]

Legionella infection

[0]

[0]

Leiomyosarcoma

S

S

Lentigo maligna stage unspecified

[0]

[0]

Leriche syndrome

[0]

[0]

Leukocytoclastic vasculitis

S

S

Ligament rupture

[0]

[0]

Lipoedema

[0]

[0]

Liposarcoma

[0]

[0]

Liver abscess

S

S

Liver function test abnormal

[0]

[0]

Lung adenocarcinoma metastatic

[0]

[0]

Lung infiltration malignant

S

S

Lymphadenopathy

[0]

[0]

Lymphangitis

[0]

[0]

Lymphoproliferative disorder

[0]

(0]

Maculopathy

[0]

(0]

Malignant neoplasm of ampulla of vater

[0]

[0]

Malignant ovarian cyst

[0]

[0]

Malnutrition

S

S

Mania

[0]

[0]

Mantle cell lymphoma

[0]

[0]

Mechanical ileus

(0]

(0]

Mediastinitis

[0]

(0]

Melanocytic naevus
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Meniere’s disease

[0]

[0]

Meningioma benign

[0]

[0]

Meningitis viral

[0]

(0]

Meniscal degeneration

[0]

(0]

Mental disorder due to a general medical condition

[0]

[0]

Mental status changes

S

S

Mesenteric artery embolism

[0]

[0]

Mesenteric fibrosis

[0]

[0]

Mesothelioma

[0]

[0]

Metastases to central nervous system

[0]

(0]

Metastases to meninges

[0]

(0]

Metastases to ovary

[0]

[0]

Metastatic bronchial carcinoma

S

S

Metastatic gastric cancer

[0]

[0]

Metastatic salivary gland cancer

[0]

[0]

Metastatic uterine cancer

[0]

[0]

Metrorrhagia

[0]

[0]

Migraine with aura

[0]

[0]

Mitral valve disease

[0]

[0]

Mitral valve prolapse

S

S

Monoparesis

[0]

[0]

Mueller's mixed tumour

[0]

[0]

Multiple sclerosis relapse

S

S

Muscle disorder

[0]

[0]

Muscle haemorrhage

[0]

[0]

Muscle necrosis

[0]

[0]

Muscular weakness

S

S

Myasthenia gravis

[0]

[0]

Myeloid leukaemia

[0]

[0]

Myelopathy

S

S

Myocardial fibrosis

[0]

[0]

Myoclonus

[0]

[0]

Myopathy

[0]

[0]

Myotonia

—
—_
—

S

Nasal neoplasm

[0]

[0]

Nasal polyps

[0]

[0]

Nasal septum deviation

S

S

Nephropathy toxic

[0]

[0]

Nephrotic syndrome

[0]

[0]

Nerve root compression

[0]

[0]

Neuralgic amyotrophy

S

S

Neuritis

[0]

[0]

Neurodermatitis

[0]

[0]

Neuropathy peripheral

S

S

Neurosis

[0]

[0]

Nodule

[0]

[0]

Non-small cell lung cancer stage iii

[0]

(0]

Normal pressure hydrocephalus

[0]

(0]

Normochromic normocytic anaemia

[0]

[0]

Obesity

[0]

[0]

Ocular hypertension

S

S

Oesophageal achalasia

[0]

[0]

Oesophageal neoplasm

[0]

[0]

Oliguria

[0]

(0]

Open wound

(0]

(0]

Optic ischaemic neuropathy
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Oral cavity cancer metastatic

[0]

[0]

Organ failure

[0]

[0]

Oropharyngeal cancer stage unspecified

[0]

(0]

Oropharyngeal pain

(0]

(0]

Oropharyngitis fungal

[0]

[0]

Osteitis

S

S

Osteochondroma

[0]

[0]

Ovarian fibroma

[0]

[0]

Paget's disease of the vulva

[0]

[0]

Pancreatic carcinoma stage iv

[0]

(0]

Pancreatic duct obstruction

[0]

(0]

Pancreatic duct stenosis

[0]

[0]

Pancreatic neoplasm

S

S

Papilla of vater stenosis

[0]

[0]

Paresis

[0]

[0]

Paronychia

[0]

[0]

Paroxysmal arrhythmia

[0]

[0]

Patella fracture

[0]

[0]

Patellofemoral pain syndrome

[0]

[0]

Pelvic adhesions

S

S

Pelvic haematoma

[0]

[0]

Perineal abscess

[0]

[0]

Periorbital haematoma

S

S

Peripheral embolism

[0]

[0]

Peroneal nerve injury

[0]

[0]

Peroneal nerve palsy

[0]

[0]

Pertussis

S

S

Phaeochromocytoma

[0]

[0]

Pharyngeal cancer metastatic

[0]

[0]

Phlebitis

S

S

Pituitary tumour benign

[0]

[0]

Plantar fasciitis

[0]

[0]

Pleura carcinoma

[0]

[0]

Pleural mesothelioma

S

S

Pleuritic pain

[0]

[0]

Pneumococcal infection

[0]

[0]

Pneumonia streptococcal

S

S

Pneumoperitoneum

[0]

[0]

Pneumothorax traumatic

[0]

[0]

Pollakiuria

[0]

[0]

Polyneuropathy alcoholic

S

S

Poor peripheral circulation

[0]

[0]

Portal hypertensive gastropathy

[0]

[0]

Portal vein thrombosis

S

S

Post procedural haematoma

[0]

[0]

Post procedural haemorrhage

[0]

[0]

Post procedural pneumonia

[0]

(0]

Post thrombotic syndrome

[0]

(0]

Postinfarction angina

[0]

[0]

Postmenopausal haemorrhage

[0]

[0]

Postoperative thoracic procedure complication

S

S

Postoperative wound complication

[0]

[0]

Procedural pain

[0]

[0]

Proctocolitis

[0]

(0]

Prostate cancer stage 0

[0]

(0]

Prostate cancer stage iii
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Prostate cancer stage iv

[0]

[0]

Prostate infection

[0]

[0]

Prostatic disorder

[0]

(0]

Prostatism

[0]

(0]

Pseudoradicular syndrome

[0]

[0]

Psoriasis

S

S

Pulmonary alveolar haemorrhage

[0]

[0]

Pulmonary congestion

[0]

[0]

Pulmonary mass

[0]

[0]

Pulmonary sepsis

[0]

(0]

Pyonephrosis

[0]

(0]

Radiculitis brachial

[0]

[0]

Rectal cancer metastatic

S

S

Rectal cancer recurrent

[0]

[0]

Rectal prolapse

[0]

[0]

Rectal ulcer haemorrhage

[0]

[0]

Rectocele

[0]

[0]

Refractory anaemia with an excess of blasts

[0]

[0]

Renal abscess

[0]

[0]

Renal cyst

S

S

Renal disorder

[0]

[0]

Renal function test abnormal

[0]

[0]

Renal mass

S

S

Renal pain

[0]

[0]

Respiratory acidosis

[0]

[0]

Retinopathy

[0]

[0]

Retroperitoneal abscess

S

S

Retroperitoneum cyst

[0]

[0]

Rhinitis

[0]

[0]

Right ventricular failure

S

S

Rotavirus infection

[0]

[0]

Salivary duct inflammation

[0]

[0]

Salivary gland adenoma

[0]

[0]

Salivary gland cancer

S

S

Salivary gland fistula

[0]

[0]

Salmonellosis

[0]

[0]

Scapula fracture

S

S

Scar

[0]

[0]

Schizophrenia

[0]

[0]

Scrotal gangrene

[0]

[0]

Secondary hypertension

S

S

Sepsis syndrome

[0]

[0]

Serratia sepsis

[0]

[0]

Sialoadenitis

S

S

Sinoatrial block

[0]

[0]

Sinus arrest

[0]

[0]

Skin infection

[0]

(0]

Skin injury

[0]

(0]

Skin lesion

[0]

[0]

Skin ulcer haemorrhage

[0]

[0]

Skull fractured base

S

S

Small intestinal perforation

[0]

[0]

Small intestinal stenosis

[0]

[0]

Small intestine carcinoma metastatic

[0]

(0]

Soft tissue infection

[0]

(0]

Spastic paraplegia
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Spinal claudication

[0]

[0]

Spinal column injury

[0]

[0]

Spinal cord compression

[0]

(0]

Spinal cord disorder

[0]

(0]

Spinal cord injury cervical

[0]

[0]

Spinal cord neoplasm

S

S

Spindle cell sarcoma

[0]

[0]

Splenic infarction

[0]

[0]

Spondyloarthropathy

[0]

[0]

Staphylococcal osteomyelitis

[0]

(0]

Staphylococcal sepsis

[0]

(0]

Stent placement

[0]

[0]

Sternal fracture

S

S

Stevens-johnson syndrome

[0]

[0]

Stress urinary incontinence

[0]

[0]

Subclavian steal syndrome

[0]

[0]

Subcutaneous haematoma

[0]

[0]

Subdural haemorrhage

[0]

[0]

Suicide attempt

[0]

[0]

Supraventricular extrasystoles

S

S

Swelling

[0]

[0]

Symphysiolysis

[0]

[0]

Systemic inflammatory response syndrome

S

S

Systemic lupus erythematosus

[0]

[0]

Temporal arteritis

[0]

[0]

Tendon disorder

[0]

[0]

Tension headache

S

S

Thalamic infarction

[0]

[0]

Thermal burn

[0]

[0]

Throat cancer

S

S

Thyroglossal cyst

[0]

[0]

Thyroglossal cyst infection

[0]

[0]

Thyroid adenoma

[0]

[0]

Thyroid cancer metastatic

S

S

Tinnitus

[0]

[0]

Tongue neoplasm benign

[0]

[0]

Tongue neoplasm malignant stage unspecified

S

S

Tongue ulceration

[0]

[0]

Tooth disorder

[0]

[0]

Toxic nodular goitre

[0]

[0]

Tracheal papilloma

S

S

Tracheobronchitis

[0]

[0]

Transaminases increased

[0]

[0]

Tremor

S

S

Tricuspid valve incompetence

[0]

[0]

Trifascicular block

[0]

[0]

Trigger finger

[0]

(0]

Tubulointerstitial nephritis

[0]

(0]

Tympanic membrane perforation

[0]

[0]

Tympanosclerosis

[0]

[0]

Type 1 diabetes mellitus

S

S

Ulcer haemorrhage

[0]

[0]

Ureteric stenosis

[0]

[0]

Urethral haemorrhage

[0]

(0]

Urinary incontinence

[0]

(0]

Urinary tract obstruction
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Urinoma

[0]

[0]

Urticaria

[0]

[0]

Uterine cervix stenosis

[0]

(0]

Uterine neoplasm

[0]

(0]

Uveitis

[0]

[0]

Vaginal cancer

[0]

[0]

Vaginal haemorrhage

[0]

[0]

Vaginal prolapse

[0]

[0]

Vagus nerve disorder

[0]

[0]

Varices oesophageal

[0]

(0]

Varicose ulceration

[0]

(0]

Vascular graft occlusion

[0]

[0]

Vascular insufficiency

[0]

[0]

Vascular occlusion

[0]

[0]

Venous insufficiency

[0]

[0]

Venous occlusion

[0]

[0]

Ventricle rupture

[0]

[0]

Ventricular flutter

[0]

[0]

Vesical fistula

[0]

[0]

Vitamin d deficiency

[0]

[0]

Vocal cord cyst

[0]

[0]

Vulvovaginitis

[0]

[0]

Waldenstrom’'s macroglobulinaemia

[0]

[0]

Wegener's granulomatosis

[0]

[0]

Weight decreased

[0]

[0]

Whiplash injury

[0]

[0]

Wolff-parkinson-white syndrome

[0]

[0]

Wound dehiscence

[0]

[0]

Wound infection staphylococcal
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Wound sepsis

Fatal SAEs

Flu 1 Group
N =21893

Flu 2 Group
N =21802

Subjects with fatal SAE(s), n (%) [n assessed by the investigator as related]

409 (1.9) [0]

440 (2.0) [0]

Cerebrovascular accident

) (0]

) [0]

Myocardial infarction

(0]

[0]

Pneumonia

24

19

Cardiac failure congestive

17

22

Death

17

Cardiac failure

15

Sudden death

9(

Myocardial ischaemia

|
o

Cardiac arrest

Acute myocardial infarction

Pulmonary embolism

Lung neoplasm malignant

Atrial fibrillation
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Sepsis
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o
=

=

S

Chronic obstructive pulmonary disease

Respiratory failure

Multi-organ failure

Acute respiratory failure

Bronchopneumonia

Cerebrovascular disorder

Arteriosclerosis

Colon cancer

Pulmonary oedema
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Completed suicide

[0]

[0]

Gastric cancer

[0]

[0]

Ischaemic stroke

[0]

(0]

Renal failure acute

[0]

(0]

Septic shock

[0]

[0]

Urinary tract infection

S

S

Cerebral haemorrhage

[0]

[0]

Decubitus ulcer

[0]

[0]

Hepatic neoplasm malignant

(0]

[0]

Pancreatic carcinoma

[0]

(0]

Pancreatic carcinoma metastatic

[0]

(0]

Cardiac death

[0]

[0]

Colon cancer metastatic

S

S

Prostate cancer

[0]

[0]

Bladder cancer

[0]

[0]

Brain oedema

[0]

[0]

Cardiopulmonary failure

[0]

[0]

Cardiovascular insufficiency

[0]

[0]

Diabetes mellitus inadequate control

[0]

[0]

Hepatic cirrhosis

S

S

Metastases to liver

[0]

[0]

Pneumonia aspiration

[0]

[0]

Renal failure chronic

S

S

Road traffic accident

[0]

[0]

Sudden cardiac death

[0]

[0]

Arrhythmia

[0]

[0]

Bronchitis

S

S

Cerebral infarction

[0]

[0]

Circulatory collapse

[0]

[0]

Diabetes mellitus

S

S

Femoral neck fracture

[0]

[0]

Femur fracture

[0]

[0]

Gastrointestinal haemorrhage

[0]

[0]

Metastatic malignant melanoma

S

S

Metastatic neoplasm

[0]

[0]

Pancreatitis acute

[0]

[0]

Ventricular fibrillation

S

S

Acute myeloid leukaemia

[0]

[0]

Breast cancer

[0]

[0]

Cardio-respiratory arrest

[0]

[0]

Cerebral arteriosclerosis

S

S

Gastric cancer stage iv

[0]

[0]

Gastroenteritis

[0]

[0]

Glioblastoma

S

S

Haemorrhagic stroke

[0]

[0]

Head injury

[0]

[0]

Hip fracture

[0]

(0]

Hypertension

[0]

(0]

lleus

[0]

[0]

Lung cancer metastatic

[0]

[0]

Metastatic carcinoma of the bladder

S

S

Neoplasm malignant

[0]

[0]

Non-small cell lung cancer metastatic

[0]

[0]

Peritonitis

[0]

(0]

Renal cancer

[0]

(0]

Renal failure
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Acute coronary syndrome

[0]

[0]

Acute leukaemia

[0]

[0]

Acute pulmonary oedema

[0]

(0]

Anaemia

[0]

(0]

Aspiration bronchial

[0]

[0]

Atrioventricular block

S

S

Bone neoplasm malignant

[0]

[0]

Bronchial carcinoma

[0]

[0]

Cachexia

[0]

[0]

Cerebrovascular insufficiency

[0]

(0]

Colon cancer recurrent

[0]

(0]

Contusion

[0]

[0]

Coronary artery insufficiency

S

S

Deep vein thrombosis

[0]

[0]

Dehydration

[0]

[0]

Drowning

[0]

[0]

Epilepsy

[0]

[0]

Gallbladder cancer

[0]

[0]

Glioblastoma multiforme

[0]

[0]

Hepatic failure

S

S

Hepatorenal syndrome

[0]

[0]

Hypotension

[0]

[0]

Hypovolaemic shock

S

S

Injury

[0]

[0]

Lobar pneumonia

[0]

[0]

Lung adenocarcinoma

[0]

[0]

Lymphoma

S

S

Metabolic acidosis

[0]

[0]

Metabolic encephalopathy

[0]

[0]

Myelodysplastic syndrome

S

S

Peritonitis bacterial

[0]

[0]

Pleural effusion

[0]

[0]

Prostate cancer metastatic

[0]

[0]

Rectal cancer

S

S

Renal cancer metastatic

[0]

[0]

Respiratory arrest

[0]

[0]

Small cell lung cancer metastatic

S

S

Traumatic brain injury

[0]

[0]

Upper gastrointestinal haemorrhage

[0]

[0]

Upper respiratory tract infection

[0]

[0]

Uterine cancer

S

S

Abdominal neoplasm

[0]

[0]

Acute biphenotypic leukaemia

[0]

[0]

Acute respiratory distress syndrome

S

S

Amyotrophic lateral sclerosis

[0]

[0]

Anaesthetic complication

[0]

[0]

Aneurysm ruptured

[0]

(0]

Angiosarcoma

(0]

(0]

Aortic aneurysm

[0]

[0]

Aortic aneurysm rupture

[0]

[0]

Aortic dissection

S

S

Appendicitis

[0]

[0]

Arthralgia

[0]

(0]

Aspiration

[0]

(0]

Asthmatic crisis

[0]

(0]

Atelectasis
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B-cell lymphoma

[0]

[0]

Bile duct cancer

[0]

[0]

Bile duct stone

[0]

(0]

Bone cancer metastatic

[0]

(0]

Bone neoplasm

[0]

[0]

Bradycardia

S

S

Brain neoplasm

[0]

[0]

Brain stem infarction

[0]

[0]

Breast cancer metastatic

[0]

[0]

Bronchial neoplasm

[0]

(0]

Carbon monoxide poisoning

[0]

(0]

Cardiac failure acute

[0]

[0]

Cardiac failure chronic

S

S

Cardiac valve disease

[0]

[0]

Cardiogenic shock

[0]

[0]

Cardiovascular disorder

[0]

[0]

Cerebral artery embolism

[0]

[0]

Cerebral ischaemia

[0]

[0]

Cervical vertebral fracture

[0]

[0]

Cervix carcinoma

S

S

Chloroma

[0]

[0]

Cholecystitis

[0]

[0]

Cholelithiasis

S

S

Chronic hepatic failure

[0]

[0]

Chronic lymphocytic leukaemia

[0]

[0]

Chronic myeloid leukaemia

[0]

[0]

Cirrhosis alcoholic

S

S

Colon adenoma

[0]

[0]

Colon neoplasm

[0]

[0]

Colonic polyp

S

S

Coma

[0]

[0]

Decreased appetite

[0]

[0]

Dementia alzheimer’s type

[0]

[0]

Diabetic complication

S

S

Disseminated intravascular coagulation

[0]

[0]

Duodenal ulcer haemorrhage

[0]

[0]

Duodenal ulcer perforation

S

S

Electrolyte imbalance

(0]

[0]

Embolic stroke

[0]

[0]

Embolism

[0]

[0]

Encephalopathy

S

S

Enteritis

[0]

[0]

Facial bones fracture

[0]

[0]

Failure to thrive

S

S

Gallbladder perforation

[0]

[0]

Gangrene

[0]

[0]

Gastric ulcer haemorrhage

[0]

(0]

Haematoma

[0]

(0]

Haematuria

[0]

[0]

Haemoptysis

[0]

[0]

Haemorrhage

S

S

Hepatic neoplasm

[0]

[0]

Hepatorenal failure

[0]

[0]

Hiatus hernia

[0]

(0]

Hodgkin’s disease

[0]

(0]

Humerus fracture
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Hypercapnia

[0]

[0]

Hypernatraemia

[0]

[0]

Hypertensive crisis

[0]

(0]

Hypertensive heart disease

[0]

(0]

Hypoglycaemic coma

[0]

[0]

lleus paralytic

S

S

Infection

[0]

[0]

Infection masked

[0]

[0]

Influenza like illness

[0]

[0]

Intentional overdose

[0]

(0]

Intestinal obstruction

[0]

(0]

Intracranial aneurysm

[0]

[0]

Ischaemic cerebral infarction

S

S

Ketoacidosis

[0]

[0]

Large cell carcinoma of the respiratory tract stage unspecified

[0]

[0]

Large intestine perforation

[0]

[0]

Left ventricular failure

[0]

[0]

Legionella infection

[0]

[0]

Liposarcoma metastatic

[0]

[0]

Lung carcinoma cell type unspecified recurrent

S

S

Lung disorder

[0]

[0]

Lung infection

[0]

[0]

Lung infiltration

S

S

Lung infiltration malignant

[0]

[0]

Lung neoplasm

[0]

[0]

Malignant melanoma

[0]

[0]

Mallory-weiss syndrome

S

S

Meningitis

[0]

[0]

Mesenteric artery embolism

[0]

[0]

Mesothelioma

S

S

Metastases to bone

[0]

[0]

Metastases to central nervous system

[0]

[0]

Metastases to lung

[0]

[0]

Metastases to meninges

S

S

Metastases to pleura

[0]

[0]

Metastatic bronchial carcinoma

[0]

[0]

Metastatic gastric cancer

S

S

Metastatic salivary gland cancer

[0]

[0]

Metastatic squamous cell carcinoma

[0]

[0]

Metastatic uterine cancer

[0]

[0]

Mitral valve prolapse

S

S

Multiple injuries

[0]

[0]

Myasthenia gravis

[0]

[0]

Myocardial fibrosis

S

S

Myopathy

[0]

[0]

Neoplasm

[0]

[0]

Nephrotic syndrome

[0]

(0]

Non-hodgkin’s lymphoma

[0]

(0]

Non-small cell lung cancer

(0]

[0]

Non-small cell lung cancer stage iii

[0]

[0]

Oesophageal carcinoma

S

S

Oesophageal varices haemorrhage

[0]

[0]

Oliguria

[0]

[0]

Oral cavity cancer metastatic

(0]

(0]

Osteoarthritis

[0]

(0]

Ovarian cancer
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Ovarian cancer metastatic

[0]

[0]

Pancreatic neoplasm

[0]

[0]

Pancreatitis

[0]

(0]

Pancytopenia

[0]

(0]

Parkinsonism

[0]

[0]

Peripheral vascular disorder

[0]

[0]

Pharyngeal cancer stage unspecified

[0]

[0]

Plasmacytoma

[0]

[0]

Pleural mesothelioma

[0]

[0]

Pleurisy

[0]

(0]

Pneumonitis

[0]

(0]

Pneumothorax

[0]

[0]

Post procedural pneumonia

[0]

[0]

Pulmonary fibrosis

[0]

[0]

Pulmonary sepsis

[0]

[0]

Pyloric stenosis

[0]

[0]

Rectal cancer recurrent

[0]

[0]

Rectal prolapse

[0]

[0]

Reflux oesophagitis

[0]

[0]

Refractory anaemia with an excess of blasts

[0]

[0]

Respiratory acidosis

[0]

[0]

Respiratory disorder

[0]

[0]

Respiratory tract infection

[0]

[0]

Salivary gland fistula

[0]

[0]

Skin ulcer

[0]

[0]

Skin ulcer haemorrhage

[0]

[0]

Small intestinal haemorrhage

[0]

[0]

Small intestinal obstruction

[0]

[0]

Small intestinal perforation

[0]

[0]

Spindle cell sarcoma

[0]

[0]

Squamous cell carcinoma

[0]

[0]

Subarachnoid haemorrhage

[0]

[0]

Subdural haematoma

[0]

[0]

Subileus

[0]

[0]

Supraventricular tachycardia

[0]

[0]

Thermal burn

[0]

[0]

Thrombophlebitis

(0]

[0]

Tongue neoplasm malignant stage unspecified

[0]

[0]

Urinary bladder haemorrhage

[0]

[0]

Urinary retention

[0]

[0]

Uterine neoplasm

[0]

[0]

Vascular dementia

[0]

[0]

Venous thrombosis

[0]

[0]

Ventricle rupture

[0]

[0]

Ventricular flutter
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[0]

Wound sepsis

(0 0) [0]

1(0.0) [0]

Safety results: Number (%) of subjects with serious adverse events within 365 days after the second dose (Two-Dose Total

Vaccinated cohort)

Serious adverse event, n (%) [n considered by the investigator to be related to study medication]

All SAEs Flu 1 Group Flu 2 Group
N=17070 N=17071
Subjects with any SAE(s), n (%) [n assessed by the investigator as related] 1977 (11.6) 2] 1892 (11.1) 1]
Pneumonia 105 (0.6) [0] 98 (0.6) [0]
Cerebrovascular accident 92 (0.5) [0] 76 (0.4) [0]
Atrial fibrillation 93(0.5)[0] 68 (0.4) [0]
Myocardial infarction 69 (0.4) [0] 74 (0.4) [0]




Urinary tract infection

Cardiac failure congestive

Cardiac failure

Chronic obstructive pulmonary disease

Coronary artery disease

Osteoarthritis

Angina pectoris

Transient ischaemic attack

Hypertension

Pulmonary embolism

Myocardial ischaemia

Renal failure acute

Sepsis

Femoral neck fracture

Acute myocardial infarction

Syncope

Anaemia

Chest pain

Femur fracture

Bronchitis

Prostate cancer

Breast cancer

Bronchopneumonia

Cholecystitis

Cholelithiasis

Diverticulitis

Hip fracture

Gastroenteritis

Cardiac arrest

Respiratory failure

Colon cancer

Inguinal hernia

Arteriosclerosis

Hypertensive crisis

Lung neoplasm malignant

Renal failure chronic

Humerus fracture

Cellulitis

Sudden death

Benign prostatic hyperplasia

Dehydration

Nephrolithiasis

Pulmonary oedema

Radius fracture

Arrhythmia

Cerebral infarction

Cerebrovascular disorder

Death

Diabetes mellitus inadequate control

Gastritis

Atrioventricular block

Bradycardia

Cataract

Circulatory collapse




Erysipelas 10 (0.

(0.1
Intervertebral disc protrusion 10 (0.1) [0]
Rib fracture 13 (0.1

Bladder cancer 9 (0.1) [0]

0
Mitral valve incompetence 11(0.1) [0]
Renal failure 10 (0.1

(o} Kool BN ] [{o] Kop] o] k(o]
—~ == ===

Hypoglycaemia 8 (0.0) [0]
0.0

Iron deficiency anaemia 5(0.

v
S
N
N

Peripheral arterial occlusive disease 11(0.1) [0]

Toxicity to various agents 9 (0.

Asthma 11

0
Aortic aneurysm 7 (0.

(

(

Contusion 11

Depression

Gastric ulcer

Peritonitis

Urinary retention

9
9
Pancreatic carcinoma 8
7
7
8

Vertigo

S
O WO([O|O|[|N[N[OI|O1|©|00|

Acute respiratory failure

—
%)
—
S
a
=
A=

— |~ |~ |~ |~ |~ |~~~ |~ ]~

Constipation

Deep vein thrombosis

S
N
o
=

=

Gastrointestinal haemorrhage

Lumbar vertebral fracture

Ankle fracture

Appendicitis

Back pain

Pancreatitis

Pancreatitis acute

Peripheral vascular disorder

Spinal compression fracture

Sudden cardiac death

Aortic valve stenosis

Atrial flutter

Basal cell carcinoma

SEEEEEEEEEEEEE s

Cardiac death

Intestinal obstruction

[0]

Lobar pneumonia

[0]

Rectal cancer

[0]

Venous thrombosis

Aortic stenosis

Carotid artery stenosis

Cholecystitis acute

Concussion

Epilepsy

Hypotension

Spinal column stenosis

Diabetes mellitus

Duodenal ulcer

SEEEEEEEEES

Dyspnoea

Epistaxis [0] [0]

Gangrene [0] [0]

Gastric cancer [0] 0]
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Ischaemic stroke

Pleural effusion

Septic shock

Small intestinal obstruction

Arthralgia

Hiatus hernia

Left ventricular failure

Multi-organ failure

Pneumonia aspiration

Pyelonephritis

Subdural haematoma

Type 2 diabetes mellitus

Upper respiratory tract infection

Wrist fracture

Angina unstable

Cardio-respiratory arrest

Colitis

Colonic polyp

Intervertebral disc degeneration

Orthostatic hypotension

Tachyarrhythmia

Upper limb fracture

Atrioventricular block complete

Bronchitis chronic

Cardiac failure acute

Colitis ischaemic

Coronary artery stenosis

Gastritis erosive

Haematuria

Hepatic neoplasm malignant

Malignant melanoma

Pancreatic carcinoma metastatic

Presyncope

Rotator cuff syndrome

Sick sinus syndrome

Spinal fracture

Supraventricular tachycardia

Tendon rupture

Upper gastrointestinal haemorrhage

Vascular dementia

Acute coronary syndrome

Arrhythmia supraventricular

Arterial occlusive disease

Arthritis

Bone pain

Calculus bladder

Cardiopulmonary failure

Cerebral arteriosclerosis

Cerebral ischaemia

Cystitis

Dementia

Diabetic foot

Facial bones fracture

Fall
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Gastroenteritis norovirus

Hepatic cirrhosis

Hydronephrosis

Hyponatraemia

Lower limb fracture

Lung adenocarcinoma

Meniscus lesion

Polymyalgia rheumatica

Prostatitis

Reflux oesophagitis

Renal cancer

Sciatica

Urosepsis

Vestibular disorder

Abdominal pain

Bile duct stone

Brain neoplasm

Bronchial carcinoma

Cerebral haemorrhage

Coronary artery occlusion

Diverticular perforation

Diverticulum

Dyspepsia

Gastric ulcer haemorrhage

Gastrooesophageal reflux disease

Haematoma

Haemorrhoids

Head injury

Herpes zoster

Hyperkalaemia

Lower gastrointestinal haemorrhage

Lumbar spinal stenosis

Neoplasm malignant

Non-cardiac chest pain

Pneumothorax

Pyrexia

Respiratory tract infection

Road traffic accident

Skin ulcer

Spinal osteoarthritis

Thrombophlebitis

Thrombosis

Uterine prolapse

Wound infection

Acute pulmonary oedema

Aortic valve incompetence

Arteriosclerosis coronary artery

Bladder neoplasm

Brain oedema

Cardiogenic shock

Cardiovascular insufficiency

Colon adenoma

Colon cancer metastatic

Decubitus ulcer
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Dementia alzheimer’s type

Diarrhoea

Dizziness

Duodenitis

Emphysema

Faecaloma

Fibula fracture

Forearm fracture

Hepatic neoplasm

Hyperthyroidism

Hypothyroidism

Infection

Intermittent claudication

Joint dislocation

Large intestine perforation

Oesophageal stenosis

Ovarian cyst

Pleurisy

Post procedural haemorrhage

Prostatic adenoma

Respiratory distress

Sleep apnoea syndrome

Staphylococcal infection

Thoracic vertebral fracture

Thyroid cancer

Transitional cell carcinoma

Urinary bladder polyp

Ventricular tachycardia

Angioedema

Ascites

Asthenia

Breast cancer metastatic

Bronchiectasis

Cardiac failure chronic

Cervical vertebral fracture

Cholecystitis infective

Chronic lymphocytic leukaemia

Clostridium difficile colitis

Colon neoplasm

Delirium

Embolic stroke

Endocarditis

Foot fracture

Gastroduodenal ulcer

Grand mal convulsion

Haematemesis

Hypertensive heart disease

Hypokalaemia

Hypoxic-ischaemic encephalopathy

Lung cancer metastatic

Lung infection

Lymphoma

Mental status changes

Metastases to liver

—lwlw|aN|N|w| N [w|w || = w =N fw|w w2 w ] lw o] = | w| = vl olw|w|o| v o]~
—~ I~ |=I=l=l=l==I=I=I=I=I=I=I=I=I=I=I=IRI=K=I====I======R=RE=R=RRRERRRERRERRRERRERRERRRERRERRERRERRERERERIRESRE
l12(2(2|2|12(21212(2|212|12(2|212(2(212(2(212|12(2212|12(2 2122212122222 22|12(2|2|12|12(2| 2122 2|12 12 (2| 2
=lEE EEEEEEE EEEEEEE EEE EEEEEEE E EEE EEEE EEE EEEEEEEEEEE EEEEE
IR B U LSILS BN ERT LY B PR T FPUI BN T FSUIE Y DT TG B B BN Y 1) FOUY FOU) [OVY Y B N NS FOCTF CY (L) NS O FOU) FOVE L OY N (L POV O N NCY P ST Y R T EOVT Y (O ) BR

— I~ == == === I=II=I=I=I=I=I== === I=I==I=I=I=I=I=I==I=IE==IE=R==HIR==KKE===I====IK=I=I=I=
c1e|e(e(e(2(2(212121212(22(2e(e2(2(212]12]12]|2|22(2e[2(2|2|12|12|12|2|2|2e(ee 2222|2122 2 e e e e 22| 2|2

=IEIEIEIEIEIEEEEEIEEIEE EEEE EEIEEEEEEEEEEEEEE EEEEE EEE EE EE E EE E ===




Multiple fractures

Nausea

Oedema peripheral

Oesophageal varices haemorrhage

Osteomyelitis

Overdose

Pain

Pancreatitis chronic

Parkinson’s disease

Pelvic fracture

Peptic ulcer haemorrhage

Peripheral ischaemia

Pharyngitis

Prostate cancer metastatic

Pubis fracture

Pulmonary fibrosis

Pulmonary hypertension

Rectal haemorrhage

Respiratory arrest

Squamous cell carcinoma

Subarachnoid haemorrhage

Tachycardia

Tibia fracture

Urethral stenosis

Ventricular fibrillation

Vertigo positional

Acute abdomen

Acute myeloid leukaemia

Acute respiratory distress syndrome

Arterial thrombosis limb

Azotaemia

Brain contusion

Bundle branch block left

Calculus ureteric

Cardiac disorder

Cardiomyopathy

Chest discomfort

Cholangitis

Completed suicide

Congestive cardiomyopathy

Conjunctivitis

Cor pulmonale chronic

Crohn’s disease

Cystitis haemorrhagic

Cystitis klebsiella

Diabetic gangrene

Drug hypersensitivity

Dysphagia

Electrolyte imbalance

Encephalopathy

Endometrial cancer

Escherichia urinary tract infection

Extremity necrosis

Fracture
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Glaucoma

Gouty arthritis

H1n1 influenza

Haematoma infection

Haemorrhagic stroke

Hypersensitivity

Hypomagnesaemia

Hypovolaemic shock

Impaired healing

Infective exacerbation of chronic obstructive airways disease

Inflammation

Injury

Interstitial lung disease

Laceration

Leukaemia

Liver abscess

Lymphadenitis

Meningioma

Metastases to central nervous system

Metastatic malignant melanoma

Multiple injuries

Multiple myeloma

Neuropathy peripheral

Non-hodgkin’s lymphoma

Oesophageal carcinoma

Osteonecrosis

Ovarian cancer

Ovarian neoplasm

Pain in extremity

Parkinsonism

Peptic ulcer

Periprosthetic fracture

Phlebitis

Post procedural infection

Postmenopausal haemorrhage

Prostate cancer recurrent

Renal cancer metastatic

Renal cell carcinoma

Renal mass

Renal neoplasm

Retinal detachment

Rheumatoid arthritis

Shock

Suicide attempt

Thrombocytopenia

Tracheobronchitis

Traumatic brain injury

Tricuspid valve incompetence

Tubulointerstitial nephritis

Ulna fracture

Uterine polyp

Vaginal prolapse

Varicose vein

Vomiting
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Wound

Abdominal adhesions

Abdominal hernia

Acetabulum fracture

Amyloidosis

Anaemia postoperative

Anaphylactic reaction

Aortic aneurysm rupture

Aortic arteriosclerosis

Aortic dissection

Appendicitis perforated

Arterial disorder

Arthritis bacterial

Arthropod bite

Ataxia

Atrial septal defect

Atrioventricular block second degree

Biliary cirrhosis primary

Bipolar i disorder

Bipolar disorder

Bladder cancer stage iv

Bladder neck obstruction

Bleeding varicose vein

Blood pressure increased

Bradyarrhythmia

Breast neoplasm

Bursitis

Cachexia

Calculus urinary

Cardiovascular disorder

Carotid artery occlusion

Cerebral circulatory failure

Clostridial infection

Coagulopathy

Confusional state

Cor pulmonale

Cystocele

Decreased appetite

Dermatitis

Device malfunction

Disseminated intravascular coagulation

Diverticulum intestinal

Dry gangrene

Dupuytren’s contracture

Embolic cerebral infarction

Embolism venous

Empyema

Essential thrombocythaemia

Eyelid ptosis

Foot deformity

Gastric haemorrhage

Gastric neoplasm

Gastrointestinal angiodysplasia haemorrhagic

Gastrointestinal carcinoma
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Gastrointestinal inflammation

Goitre

Haematochezia

Haemorrhage intracranial

Haemorrhagic anaemia

Hairy cell leukaemia

Hand fracture

Helicobacter gastritis

Hepatic failure

Hepatic steatosis

Hip arthroplasty

Hydrocephalus

Hyperglycaemia

Hypertrophic cardiomyopathy

Hypovolaemia

lleus paralytic

Impaired gastric emptying

Incisional hernia

Infected skin ulcer

Inflammatory bowel disease

Influenza

International normalised ratio increased

Intervertebral discitis

Intestinal ischaemia

Intestinal polyp

Intracranial aneurysm

Ischaemic cardiomyopathy

Labyrinthitis

Laryngeal cancer

Ligament rupture

Lung carcinoma cell type unspecified stage iv

Lymphocytic leukaemia

Malaise

Malignant hypertension

Malignant pleural effusion

Meningitis

Metabolic encephalopathy

Metastases to bone

Metastases to lung

Metastases to peritoneum

Metastatic bronchial carcinoma

Metastatic gastric cancer

Metastatic neoplasm

Muscle rupture

Myelodysplastic syndrome

Myocarditis

Necrosis

Neoplasm

Non-small cell lung cancer metastatic

Obstructive airways disorder

Oesophageal adenocarcinoma metastatic

Oesophageal candidiasis

Oesophagitis

Open fracture
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Otitis externa

Pancreatic neoplasm

Panic attack

Parathyroid tumour benign

Patella fracture

Peptic ulcer perforation

Pericardial effusion

Pericarditis

Perirectal abscess

Pneumonia pneumococcal

Polyneuropathy

Postoperative wound infection

Procedural pain

Prostatic disorder

Psoriatic arthropathy

Pulmonary congestion

Pulmonary thrombosis

Radiculopathy

Rash

Renal cyst

Renal tubular disorder

Retinal tear

Ruptured cerebral aneurysm

Senile dementia

Sigmoiditis

Skeletal injury

Small cell lung cancer stage unspecified

Spinal column injury

Sternal fracture

Thyroid adenoma

Tonsil cancer

Transient global amnesia

Traumatic haematoma

Umbilical hernia

Umbilical hernia, obstructive

Uterine cancer

Uterovaginal prolapse

Venous thrombosis limb

Ventricular arrhythmia

Ventricular extrasystoles

Vitreous haemorrhage

Volvulus

Weight decreased

Abasia

Abdominal abscess

Abdominal discomfort

Abdominal neoplasm

Abdominal pain lower

Abdominal pain upper

Abdominal sepsis

Abdominal wall abscess

Abnormal behaviour

Abscess

Abscess neck
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Accelerated hypertension

Accident

Accidental death

Acute febrile neutrophilic dermatosis

Acute prerenal failure

Addison’s disease

Adenocarcinoma

Adenoma benign

Adverse drug reaction

Agranulocytosis

Alcohol abuse

Alcohol poisoning

Alcohol withdrawal syndrome

Anaemia vitamin b12 deficiency

Anaesthetic complication

Anal abscess

Anal fissure

Anal polyp

Anal skin tags

Anastomotic stenosis

Aneurysm

Angiocentric lymphoma

Angiodysplasia

Angiopathy

Animal bite

Anorectal varices

Anxiety

Aphasia

Arteriosclerosis obliterans

Arteriospasm coronary

Arteriovenous fistula site infection

Avrteritis

Arthritis infective

Arthropathy

Aspiration

Atelectasis

Atrial thrombosis

Atrioventricular block first degree

Autoimmune thrombocytopenia

Autoimmune thyroiditis

B-cell lymphoma

Bacteraemia

Bacterial sepsis

Balance disorder

Balanitis

Barrett's oesophagus

Basal ganglia infarction

Basedow's disease

Basosquamous carcinoma

Benign breast neoplasm

Bile duct obstruction

Biliary colic

Bladder cancer recurrent

Bladder disorder
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Bladder injury

Bladder neck sclerosis

Bladder perforation

Bladder prolapse

Bladder transitional cell carcinoma recurrent

Blood potassium increased

Bone marrow failure

Bone neoplasm

Bone neoplasm malignant

Brain abscess

Brain cancer metastatic

Brain injury

Brain mass

Brain natriuretic peptide increased

Brain neoplasm malignant

Breast cancer female

Breast cancer recurrent

Bronchiolitis

Bronchitis bacterial

Bronchopneumopathy

Bundle branch block right

Burkitt's lymphoma

Bursitis infective

Campylobacter gastroenteritis

Candidiasis

Carbon monoxide poisoning

Carbuncle

Carcinoma in situ of skin

Cardiac ablation

Cardiac enzymes increased

Cardiac flutter

Cardiac hypertrophy

Cardiac tamponade

Cardiac valve disease

Carotid arteriosclerosis

Carotid artery disease

Carpal tunnel syndrome

Cellulitis gangrenous

Cerebellar infarction

Cerebral artery embolism

Cerebral atrophy

Cerebral thrombosis

Cerebrovascular insufficiency

Cervical spinal stenosis

Cervix carcinoma

Chalazion

Chest injury

Choking

Cholangiolitis

Cholelithiasis migration

Cholesteatoma

Chordoma

Chronic myelomonocytic leukaemia

Cirrhosis alcoholic
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Clavicle fracture

Coagulation time prolonged

Coccidioidomycosis

Colitis ulcerative

Collapse of lung

Colon cancer recurrent

Colon cancer stage ii

Colon cancer stage iv

Colonic fistula

Colonic obstruction

Colonic pseudo-obstruction

Colonic stenosis

Colorectal cancer

Comminuted fracture

Conduction disorder

Contrast media reaction

Convulsion

Corneal disorder

Coronary artery insufficiency

Cutaneous lupus erythematosus

Cyst

Cystitis noninfective

Dacryostenosis acquired

Deafness

Deafness neurosensory

Dementia of the alzheimer’s type, uncomplicated

Dengue fever

Depressed level of consciousness

Dermal cyst

Dermatitis allergic

Device dislocation

Device related infection

Diabetic coma

Diabetic eye disease

Diabetic foot infection

Diabetic hyperglycaemic coma

Diabetic ketoacidosis

Diabetic nephropathy

Diabetic retinopathy

Diarrhoea infectious

Diplopia

Diverticulitis intestinal haemorrhagic

Drug abuse

Duodenal ulcer perforation

Dysarthria

Dyslipidaemia

Dysuria

Eccrine carcinoma

Echinococciasis

Effusion

Embolism

Encephalitis

Endocarditis bacterial

Endometrial atrophy
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Endometrial cancer recurrent

Endometrial hyperplasia

Enteritis

Enterocele

Enterococcal infection

Enterocolitis

Enterocolitis infectious

Enterocutaneous fistula

Epididymitis

Escherichia sepsis

Exostosis

Extremity contracture

Eye haemorrhage

Eye injury

Eyeball rupture

Facial paresis

Fasciitis

Febrile infection

Febrile neutropenia

Female genital tract fistula

Flail chest

Fractured coccyx

Fractured sacrum

Fungal infection

Gait disturbance

Gallbladder abscess

Gallbladder cancer

Gallbladder disorder

Gallbladder oedema

Gastric cancer recurrent

Gastric cancer stage iv

Gastric disorder

Gastric polyps

Gastric ulcer helicobacter

Gastric ulcer perforation

Gastritis haemorrhagic

Gastroduodenitis

Gastroenteritis clostridial

Gastroenteritis viral

Gastrointestinal angiodysplasia

Gastrointestinal dysplasia

Gastrointestinal injury

Gastrointestinal necrosis

Gastrointestinal obstruction

Gastrointestinal tract adenoma

Gastrointestinal ulcer haemorrhage

Glioblastoma multiforme

Gout

Guillain-barre syndrome

Haemangioma

Haemarthrosis

Haemolytic anaemia

Haemoptysis

Haemorrhage
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Haemorrhage urinary tract

Haemorrhagic disorder

Haemorrhoidal haemorrhage

Haemothorax

Heart rate irregular

Heart valve incompetence

Heat exhaustion

Heat stroke

Helicobacter infection

Hemiparesis

Hepatic congestion

Hepatic encephalopathy

Hepatic fibrosis

Hepatitis

Hepatitis b

Hepatitis chronic active

Hepatitis toxic

Hepatorenal syndrome

Hernia

Herpes simplex

Herpes zoster oticus

Hiatus hernia, obstructive

Hydrocele

Hyperaldosteronism

Hypercholesterolaemia

Hyperchromic anaemia

Hyperkeratosis

Hyperlipidaemia

Hyperparathyroidism

Hypertriglyceridaemia

Hypoacusis

Hypoalbuminaemia

Hypochromic anaemia

Hypoglycaemic coma

Hypoxia

Idiopathic pulmonary fibrosis

Idiopathic thrombocytopenic purpura

leitis

lliac artery occlusion

Impaired fasting glucose

Inappropriate antidiuretic hormone secretion

Incision site haemorrhage

Incontinence

Infarction

Infected bunion

Infected neoplasm

Influenza like illness

Inguinal hernia, obstructive

Inner ear disorder

Intermediate uveitis

Internal injury

Intervertebral disc disorder

Intestinal anastomosis complication

Intestinal haemorrhage
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Intestinal perforation

Intra-abdominal haemorrhage

Intraspinal abscess

Intravascular papillary endothelial hyperplasia

Intraventricular haemorrhage

Ischaemia

Ischaemic cerebral infarction

Jaundice cholestatic

Jaw fracture

Joint injury

Joint range of motion decreased

Joint swelling

Jugular vein thrombosis

Keratoacanthoma

Kidney infection

Lacunar infarction

Large intestinal haemorrhage

Large intestinal ulcer

Laryngeal neoplasm

Left atrial dilatation

Left ventricular dysfunction

Leiomyosarcoma

Lens dislocation

Leukocytoclastic vasculitis

Leukopenia

Leukoplakia

Lichen planus

Lip and/or oral cavity cancer

Lipoma

Liposarcoma recurrent

Listeriosis

Localised infection

Loss of consciousness

Lower respiratory tract infection

Lumbar radiculopathy

Lung adenocarcinoma metastatic

Lung disorder

Lung infection pseudomonal

Lung neoplasm

Lung squamous cell carcinoma stage unspecified

Lymphangitis

Lymphoedema

Lymphoma transformation

Macular hole

Malignant mediastinal neoplasm

Malignant peritoneal neoplasm

Malnutrition

Mantle cell lymphoma

Mantle cell lymphoma stage iv

Mastocytosis

Mastoiditis

Mediastinitis

Meningitis bacterial

Mental disorder
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Mental status changes postoperative

Mesenteric artery stenosis

Metastases to biliary tract

Metastases to stomach

Metastatic renal cell carcinoma

Metastatic uterine cancer

Metatarsalgia

Metrorrhagia

Microcytic anaemia

Migraine

Miller fisher syndrome

Morton’s neuroma

Motor neurone disease

Muscle atrophy

Muscular weakness

Musculoskeletal pain

Myasthenia gravis

Mycosis fungoides

Myelofibrosis

Myelopathy

Myeloproliferative disorder

Myoclonus

Myopericarditis

Myositis

Myxoedema

Necrotising fasciitis

Neoplasm progression

Neoplasm prostate

Nephropathy

Nephrostomy tube removal

Nerve compression

Nerve injury

Neuritis

Neuroendocrine carcinoma of the skin

Neurogenic bladder

Non-hodgkin’s lymphoma recurrent

Non-small cell lung cancer

Normal pressure hydrocephalus

Ocular hypertension

Oedema

Oesophageal adenocarcinoma

Oesophageal discomfort

Oesophageal food impaction

Oesophageal ulcer perforation

Oesophagitis ulcerative

Open angle glaucoma

Open wound

Optic ischaemic neuropathy

Optic neuritis

Oral candidiasis

Oral cavity cancer metastatic

Orchitis

Organising pneumonia

Osteochondrosis
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Osteomyelitis acute

Osteoporosis

Osteoporotic fracture

Otitis media

Otosclerosis

Ovarian adenoma

Ovarian enlargement

Ovarian epithelial cancer

Pacemaker generated arrhythmia

Pancreatic cyst

Pancreatic disorder

Pancreatic insufficiency

Pancreatitis haemorrhagic

Pancreatitis necrotising

Pancytopenia

Panic disorder

Papilla of vater stenosis

Papilloma

Paraesthesia

Parametritis

Parotid gland enlargement

Parotitis

Parovarian cyst

Pelvic haematoma

Pelvic pain

Pemphigoid

Pemphigus

Pericardial haemorrhage

Peridiverticular abscess

Peripheral artery aneurysm

Peritoneal haemorrhage

Personality disorder

Phrenic nerve paralysis

Piriformis syndrome

Pituitary tumour benign

Pleuritic pain

Pleuropericarditis

Pneumocystis jiroveci infection

Pneumomediastinum

Pneumonia bacterial

Pneumonia fungal

Pneumonia haemophilus

Pneumonia klebsiella

Pneumonia legionella

Pneumonia primary atypical

Pneumonia viral

Pneumonitis

Portal hypertension

Portal hypertensive gastropathy

Post procedural haematoma

Postoperative abscess

Postoperative wound complication

Procedural complication

Proctitis
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Prostate cancer stage i

Pseudarthrosis

Pseudomonal sepsis

Psychogenic pain disorder

Psychomotor hyperactivity

Psychotic disorder

Pulmonary arterial hypertension

Pulmonary artery thrombosis

Pulmonary fistula

Pulmonary haemorrhage

Pulmonary sepsis

Pulmonary tuberculosis

Pulmonary valve disease

Pulseless electrical activity

Pyelonephritis acute

Pyonephrosis

Radial nerve injury

Rectal cancer stage ii

Rectocele

Renal cancer recurrent

Renal colic

Renal function test abnormal

Renal impairment

Renal infarct

Renal papillary necrosis

Respiratory acidosis

Respiratory alkalosis

Respiratory moniliasis

Retinal haemorrhage

Retinopathy

Retinopathy hypertensive

Retroperitoneal haemorrhage

Rhabdomyolysis

Rhabdomyosarcoma

Rhinitis

Salivary gland adenoma

Salivary gland calculus

Salivary gland cancer stage iv

Salmonellosis

Sarcoidosis

Sarcoma

Schizophrenia

Scrotal oedema

Seborrhoeic dermatitis

Seborrhoeic keratosis

Shunt occlusion

Silicosis

Sinus arrhythmia

Sinus bradycardia

Sinus polyp

Skin cancer

Skin necrosis

Skin neoplasm excision

Skull fractured base
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Small cell lung cancer metastatic

Small intestinal haemorrhage

Small intestine carcinoma

Snake bite

Soft tissue infection

Somatoform disorder

Spinal cord compression

Spinal cord injury

Spindle cell sarcoma

Spinocerebellar ataxia

Splenic rupture

Spondylolisthesis

Squamous cell carcinoma of skin

Stag horn calculus

Staphylococcal sepsis

Status asthmaticus

Stent malfunction

Stomatitis

Streptococcal urinary tract infection

Stress cardiomyopathy

Subacute endocarditis

Subclavian artery stenosis

Subcutaneous abscess

Subileus

Suicidal ideation

Supraventricular extrasystoles

Synovial cyst

Temporal arteritis

Thalamus haemorrhage

Thermal burn

Thrombosis in device

Thymoma malignant

Thyroid cancer metastatic

Thyroid disorder

Thyroid neoplasm

Tinea pedis

Tinnitus

Tongue cancer metastatic

Tongue injury

Tongue neoplasm benign

Tongue neoplasm malignant stage unspecified

Toxic nodular goitre

Toxic shock syndrome

Toxic skin eruption

Tracheitis

Transitional cell cancer of the renal pelvis and ureter

Traumatic liver injury

Tuberculosis

Type 1 diabetes mellitus

Ulcer haemorrhage

Ulcerative keratitis

Upper respiratory tract infection bacterial

Ureteral polyp

Ureteric stenosis

l12(2(2|2|12(21212(2|212|12(2|212(2(212(2(212|12(2212|12(2 2122212122222 22|12(2|2|12|12(2| 2122 2|12 12 (2| 2
=lEE EEEEEEE EEEEEEE EEE EEEEEEE E EEE EEEE EEE EEEEEEEEEEE EEEEE
Sl12(22|2|12(21212(21212|12(2|2|12(2(212(2(212|12(2(2|12|12(22|12|2(212|12(2|2|12|2(22|2(2|2|12|12(2| 2122212 12 2| 2
=lEE EEEEEEE EEEE EEE E EE E E E E EEE E E EE E EE E E EE E EEE EEEE EEE EEEETE

el E=d K= (=] B Ko ) P B B Bl Bl (o) e ]l Feo ) P Hen ) Fao ) B e ) fan )l o ]l fe ) Ko}l PN Fen )l B e ) Feo ) BN Neo ) B EN Feo )l Ko i P P B el Fen )l PO fen )l BN Hen ) PN He ) P Ren )l Feo ) PN Hen PN Ren jl E ) EN
P oy T S e e o o o o S e e e e oy S o o e e ey o oy o e T e oy ey o ey o o Py o e e o e e o oy o e e e ey e e ey e e




Ureteritis

Urethral prolapse

Urethral stricture postoperative

Urethral stricture traumatic

Urge incontinence

Urinary bladder haemorrhage

Urinary incontinence

Urinary tract infection bacterial

Urinary tract infection enterococcal

Urinary tract obstruction

Urogenital prolapse

Uterine leiomyoma

Uveitis

Varices oesophageal

Vascular encephalopathy

Vascular pseudoaneurysm

Venous insufficiency

Ventricular failure

Vestibular ataxia

Vestibular neuronitis

Victim of homicide

Viral infection

Viral myocarditis

Viral upper respiratory tract infection

Vulvovaginal human papilloma virus infection

Wound infection staphylococcal

Wound secretion 0(0.0) [0] 1(0.0) [0]
Fatal SAEs Flu 1 Group Flu 2 Group
N =17070 N =17071
Subjects with fatal SAE(s), n (%) [n assessed by the investigator as related] 359 (2.1) [0] 341 (2.0) [0]
Cerebrovascular accident 27 (0.2) [0] 33(0.2) [0]
Myocardial infarction 22 (0.1) [0] 24 (0.1) [0]
Cardiac failure 17 (0.1) [0] 25 (0.1) [0]
Pneumonia 15(0.1) [0] 19(0.1) [0]
Cardiac failure congestive 17 (0.1) [0] 10 (0.1) [0]
Sudden death 15 (0.1) [0] 9(0.1)[0]
Cardiac arrest 14 (0.1) [0] 9(0.1) [0]
Sepsis 10 (0.1) [0] 11(0.1) [0]
Acute myocardial infarction 8 (0.0) [0] 12 (0.1) [0]
Death 11 (0.1) [0] 9(0.1)[0]
Myocardial ischaemia 8(0.0) [0] 9(0.1)[0]
Pulmonary embolism 9(0.1)[0] 8 (0.0) [0]
Arteriosclerosis 6 (0.0) [0] 9(0.1)[0]
Bronchopneumonia 6 (0.0) [0] 8 (0.0) [0]
Sudden cardiac death 8 (0.0) [0] 6 (0.0) [0]
Cardiac death 8(0.0) [0] 5(0.0) [0]
Lung neoplasm malignant 4(0.0) [0] 9(0.1) [0]
Respiratory failure 6 (0.0) [0] 7(0.0) [0]
Chronic obstructive pulmonary disease 6 (0.0) [0] 5(0.0) [0]
Cardio-respiratory arrest 3(0.0) [0] 6 (0.0) [0]
Cerebrovascular disorder 5(0.0) [0] 4(0.0) [0]
Circulatory collapse 5(0.0) [0] 4(0.0) [0]
Pancreatic carcinoma 5(0.0) [0] 4(0.0) [0]
Pulmonary oedema 1(0.0) [0] 8 (0.0) [0]




Renal failure acute

Renal failure chronic

Multi-organ failure

Renal failure

Cardiopulmonary failure

Pancreatic carcinoma metastatic

Septic shock

Arrhythmia

Brain oedema

Gastric cancer

Urinary tract infection

Acute respiratory failure

Brain neoplasm

Cardiac failure acute

Cardiovascular insufficiency

Cerebral arteriosclerosis

Cerebral haemorrhage

Colon cancer

Femoral neck fracture

Hepatic cirrhosis

Hepatic neoplasm

Neoplasm malignant

Peritonitis

Pneumonia aspiration

Acute pulmonary oedema

Aortic aneurysm

Bladder cancer

Bronchitis

Colon cancer metastatic

Completed suicide

Diabetes mellitus inadequate control

Gastrointestinal haemorrhage

Head injury

Hepatic neoplasm malignant

Hypertension

Left ventricular failure

Pleural effusion

Prostate cancer

Road traffic accident

Subdural haematoma

Acute abdomen

Acute myeloid leukaemia

Arteriosclerosis coronary artery

Atrioventricular block

Bladder cancer stage iv

Cachexia

Cardiac failure chronic

Cardiogenic shock

Cerebral infarction

Cholecystitis acute

Coronary artery disease

Disseminated intravascular coagulation

Gangrene

Haemorrhage intracranial
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Hepatic failure

Hypovolaemic shock

Metastases to liver

Metastatic bronchial carcinoma

Metastatic gastric cancer

Non-hodgkin’s lymphoma

Non-small cell lung cancer metastatic

Pulmonary fibrosis

Rectal cancer

Renal cancer metastatic

Respiratory arrest

Respiratory distress

Shock

Subarachnoid haemorrhage

Upper gastrointestinal haemorrhage

Upper respiratory tract infection

Urosepsis

Ventricular fibrillation

Abdominal sepsis

Accidental death

Acute coronary syndrome

Acute respiratory distress syndrome

Adenocarcinoma

Anaemia

Aortic aneurysm rupture

Aortic stenosis

Aortic valve stenosis

Arteriosclerosis obliterans

Arteriovenous fistula site infection

Atrioventricular block complete

Autoimmune thrombocytopenia

Azotaemia

B-cell lymphoma

Bacterial sepsis

Biliary cirrhosis primary

Breast cancer

Breast cancer metastatic

Bronchial carcinoma

Bronchitis bacterial

Cardiac disorder

Cardiac tamponade

Cardiovascular disorder

Cellulitis

Cerebral ischaemia

Cerebral thrombosis

Cervix carcinoma

Chest pain

Cholecystitis

Chronic myelomonocytic leukaemia

Clostridium difficile colitis

Coagulopathy

Colitis ischaemic

Colon neoplasm

Cor pulmonale
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Cor pulmonale chronic

Coronary artery insufficiency

Coronary artery stenosis

Decreased appetite

Dehydration

Delirium

Dementia

Diabetic coma

Diabetic gangrene

Electrolyte imbalance

Encephalopathy

Endocarditis

Epistaxis

Erysipelas

Femur fracture

Gastric cancer stage iv

Gastritis erosive

Gastroenteritis

Gastroenteritis norovirus

Glioblastoma multiforme

Haematuria

Haemorrhagic stroke

Hepatic encephalopathy

Hepatitis b

Hepatorenal syndrome

Hip fracture

Hypertensive crisis

Hypovolaemia

Hypoxic-ischaemic encephalopathy

Idiopathic thrombocytopenic purpura

Infarction

Infection

Inguinal hernia, obstructive

Internal injury

Intestinal obstruction

Intestinal perforation

Iron deficiency anaemia

Ischaemic stroke

Laryngeal cancer

Left ventricular dysfunction

Liver abscess

Lower gastrointestinal haemorrhage

Lumbar vertebral fracture

Lung adenocarcinoma

Lung adenocarcinoma metastatic

Lung cancer metastatic

Lung carcinoma cell type unspecified stage iv

Lung disorder

Lung infection

Lymphoma transformation

Malignant melanoma

Malignant peritoneal neoplasm

Malnutrition

Mantle cell lymphoma
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Meningitis bacterial

(0]

Metabolic encephalopathy

Metastases to biliary tract

Metastases to bone

Metastases to lung

Metastases to peritoneum

Metastases to stomach

Metastatic neoplasm

Multiple injuries

Multiple myeloma

Necrotising fasciitis

Oesophageal adenocarcinoma metastatic

Oesophageal carcinoma

SEEEEEEEEEE=E

Oesophageal varices haemorrhage

[0]

Oral cavity cancer metastatic

(0]

Osteomyelitis

0]

Ovarian epithelial cancer

0]

Pancreatic neoplasm

0]

Pancreatitis acute

0]

Pancreatitis haemorrhagic

0]

Peptic ulcer haemorrhage

0]

Peptic ulcer perforation

(0]

Peripheral vascular disorder

Pneumonia fungal

Pneumonia viral

Pneumothorax

Post procedural haemorrhage

Prostate cancer metastatic

Pulmonary sepsis

Pulmonary thrombosis

Pulseless electrical activity

Renal cancer

Renal function test abnormal

Respiratory alkalosis

Rhabdomyosarcoma

Ruptured cerebral aneurysm

SEEEEEEEEEEEEE

Skin ulcer

[0]

Skull fractured base

(0]

Small cell lung cancer stage unspecified

(0]

Small intestine carcinoma

Squamous cell carcinoma

Staphylococcal infection

Supraventricular tachycardia

Thyroid cancer

Thyroid cancer metastatic

Tongue cancer metastatic

Toxicity to various agents

SEEEEEEE

Traumatic brain injury

[0]
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Victim of homicide
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Safety results: Number (%) of subjects with serious adverse events during the entire study period (Total Vaccinated cohort)

All SAEs Flu 1 Group Flu 2 Group
N =21893 N = 21802
Subjects with any SAE(s), n (%) [n assessed by the investigator as related] 4071 (18.6) [9] 4066 (18.6) [6]
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Pneumonia

Atrial fibrillation

Cerebrovascular accident

Myocardial infarction

Cardiac failure congestive

Chronic obstructive pulmonary disease

Urinary tract infection

Cardiac failure

Osteoarthritis

Coronary artery disease

Hypertension

Angina pectoris

Myocardial ischaemia

Transient ischaemic attack

Prostate cancer

Anaemia

Pulmonary embolism

Renal failure acute

Bronchitis

Acute myocardial infarction

Syncope

Breast cancer

Cholelithiasis

Femoral neck fracture

Chest pain

Sepsis

Cholecystitis

Gastroenteritis

Colon cancer

Femur fracture

Respiratory failure

Diverticulitis

Inguinal hernia

Lung neoplasm malignant

Arrhythmia

Cardiac arrest

Benign prostatic hyperplasia

Hip fracture

Renal failure chronic

Cellulitis

Bronchopneumonia

Death

Humerus fracture

Renal failure

Arteriosclerosis

Sudden death

Asthma

Dehydration

Erysipelas

Gastrointestinal haemorrhage

Hypertensive crisis

Cerebrovascular disorder

Ischaemic stroke

Depression




Intervertebral disc protrusion

Pulmonary oedema

Diabetes mellitus inadequate control

Gastritis

Circulatory collapse

Hypoglycaemia

Cholecystitis acute

Bladder cancer

Bradycardia

Acute respiratory failure

Deep vein thrombosis

Cataract

Diabetes mellitus

Pancreatitis acute

Angina unstable

Back pain

Lobar pneumonia

Rib fracture

Toxicity to various agents

Cerebral infarction

Gastric ulcer

Intestinal obstruction

Nephrolithiasis

Pleural effusion

Pyelonephritis

Basal cell carcinoma

Radius fracture

Spinal column stenosis

Vertigo

Appendicitis

Contusion

Peripheral arterial occlusive disease

Atrial flutter

Upper respiratory tract infection

Ankle fracture

Pancreatitis

Aortic aneurysm

Bronchitis chronic

Gastric cancer

Type 2 diabetes mellitus

Urinary retention

Atrioventricular block

Hypotension

Pancreatic carcinoma

Concussion

Upper limb fracture

Epilepsy

lleus

Small intestinal obstruction

Spinal compression fracture

Wrist fracture

Acute coronary syndrome

Bile duct stone

Constipation




Mitral valve incompetence . 10 (0.0) [0]
Multi-organ failure . 15(0.1) [0]
Pneumonia aspiration . 14 (0.1) [0]
Septic shock . 18 (0.1) [0]
Carotid artery stenosis . 10 (0.0) [0]
Duodenal ulcer . 8 (0.0) [0]
Dyspnoea . 10 (0.0) [0]
Haematoma . 8(0.0) [0]
Peritonitis . 11(0.1) [0]
Rectal cancer . 13(0.1) [0]
Bladder neoplasm . 9(0.0) [0]
Colitis . 14(0.1) [0]
Epistaxis . 9(0.0) [0]
Peripheral vascular disorder . 11(0.1) [0]
Aortic valve stenosis . 8 (0.0) [0]
Gangrene . 11(0.1) [0]
Iron deficiency anaemia . 14 (0.1) [0]
Sick sinus syndrome . 11(0.1) [0]
Abdominal pain . 7(0.0) [0]
Atrioventricular block complete . 11(0.1) [0]
Colonic polyp . 9(0.0) [0]
Hepatic cirrhosis . 9 (0.0) [0]
Hyponatraemia . 11 (0.1) [0]
Pelvic fracture . 11 (0.1) [0]
Rotator cuff syndrome . 12 (0.1) [0]
Subdural haematoma . 15 (0.1) [0]
Supraventricular tachycardia . 13 (0.1) [0]
Upper gastrointestinal haemorrhage . 9(0.0) [0]
Cardiac death . 8(0.0) [0]
Lumbar vertebral fracture . 10 (0.0) [0]
Sudden cardiac death . 7(0.0) [0]
Vascular dementia . 7(0.0) [0]
Aortic stenosis . 7(0.0) [0]
Arthralgia 0.0) 12(0.1) [0]
Cerebral ischaemia 0.0) 9(0.0) [0]
Road traffic accident 0.0) 9(0.0) [0]
Cystitis 0.0) 12 (0.1) [0]
Diarrhoea 0.0) 9(0.0) [0]
Facial bones fracture 0.0) 8 (0.0) [0]
Gastritis erosive 0.0) [0] 8 (0.0) [0]
Gastrooesophageal reflux disease 0.0) [0] 10 (0.0) [0]
Head injury 0.0) [0] 8 (0.0) [0]
Hypokalaemia 0.0) [0] 9(0.0) [0]
Left ventricular failure 0.0) [0] 8 (0.0) [0]
Non-cardiac chest pain 0.0) [0] 8(0.0) [0]
Polymyalgia rheumatica 12 (0.1) [0] 5(0.0) [1]
Squamous cell carcinoma 8 (0.0) [0] 9(0.0) [0]
Tachyarrhythmia 9(0.0) [0] 8 (0.0) [0]
Venous thrombosis 9(0.0) [0] 8 (0.0) [0]
Coronary artery stenosis 7(0.0) [0] 9(0.0) [0]
Diverticulum 7(0.0) 9(0.0)[0]
Gastric ulcer haemorrhage 7(0.0) 9(0.0) [0]
Haematuria 8 (0.0) 8 (0.0) [0]
Herpes zoster 7(0.0) 9(0.0) [0]




Hiatus hernia 5(0.0)[0] 11(0.1) [0]
Intervertebral disc degeneration 6 (0.0) [0] 10 (0.0) [0]
Joint dislocation 5(0.0) [0] 11(0.1) [0]
Lumbar spinal stenosis 7(0.0) [0] 9(0.0) [0]
Malignant melanoma 9(0.0) [0] 7(0.0) [0]
Renal cancer 10 (0.0) [0] 6 (0.0) [0]
Respiratory tract infection 7(0.0) [0] 9(0.0) [0]
Rheumatoid arthritis 8(0.0) [2] 8(0.0) [1]
Spinal osteoarthritis 8 (0.0) [0] 8(0.0) [0]
Arrhythmia supraventricular 11(0.1) [0] 4(0.0) [0]
Hepatic neoplasm malignant 8 (0.0) [0] 7(0.0) [0]
Pancreatic carcinoma metastatic 7(0.0) [0] 8 (0.0) [0]
Spinal fracture 6 (0.0) [0] 9(0.0) [0]
Ventricular fibrillation 8 (0.0) [0] 7(0.0) [0]
Wound infection 8 (0.0) [0] 7(0.0) [0]
Calculus ureteric 10 (0.0) [0] 4(0.0) [0]
Colitis ischaemic 3(0.0) [0] 11 (0.1) [0]
Laceration 8(0.0) [0] 6 (0.0) [0]
Lower limb fracture 8 (0.0) [0] 6 (0.0) [0]
Lung adenocarcinoma 7(0.0) [0] 7(0.0) [0]
Neoplasm malignant 9(0.0) [0] 5(0.0) [0]
Cardiopulmonary failure 7 (0.0) [0] 6 (0.0) [0]
Cerebral haemorrhage 9(0.0) [0] 4 (0.0) [0]
Decubitus ulcer 6 (0.0) [0] 7 (0.0) [0]
Dementia 4 (0.0) [0] 9 (0.0) [0]
Dementia alzheimer’s type 9(0.0) [0] 4 (0.0) [0]
Dizziness 5(0.0) [0] 8 (0.0) [0]
Fall 4 (0.0) [0] 9(0.0) [0]
Large intestine perforation 8(0.0) [0] 5(0.0) [0]
Lymphoma 9(0.0) [0] 4(0.0) [1]
Parkinson’s disease 8 (0.0) [0] 5(0.0) [0]
Presyncope 9(0.0) [0] 4(0.0) [0]
Staphylococcal infection 8 (0.0) [0] 5(0.0) [0]
Tendon rupture 10 (0.0) [0] 3(0.0) [0]
Thyroid cancer 8 (0.0) [0] 5(0.0) [0]
Urethral stenosis 3(0.0) [0] 10 (0.0) [0]
Vestibular disorder 5(0.0) [0] 8 (0.0) [1]
Arteriosclerosis coronary artery 6 (0.0) [0] 6 (0.0) [0]
Cardiac failure chronic 7(0.0) [0] 5(0.0) [0]
Cardio-respiratory arrest 5(0.0) [0] 7(0.0) [0]
Cardiovascular insufficiency 6 (0.0) [0] 6 (0.0) [0]
Completed suicide 5(0.0) [0] 7(0.0) [0]
Coronary artery occlusion 6 (0.0) [0] 6 (0.0) [0]
Diabetic foot 5(0.0) [0] 7(0.0) [0]
Dyspepsia 4 (0.0) [0] 8 (0.0) [0]
Grand mal convulsion 4(0.0) [0] 8 (0.0) [0]
Haemorrhoids 7(0.0) [0] 5(0.0) [0]
Hypersensitivity 7(0.0) [0] 5(0.0) [0]
Metastases to liver 6 (0.0) [0] 6 (0.0) [0]
Prostatic adenoma 7(0.0) [0] 5(0.0) [0]
Rectal haemorrhage 5(0.0) [0] 7(0.0) [0]
Reflux oesophagitis 3(0.0) [0] 9(0.0) [0]
Sciatica 7(0.0) [0] 5(0.0) [0]
Thrombophlebitis 7 (0.0) [0] 5(0.0) [0]
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Thrombosis

Urosepsis

Calculus bladder

Cardiac failure acute

Cerebral arteriosclerosis

Colon cancer metastatic

Fibula fracture

Glaucoma

Hydronephrosis

Hypothyroidism

Orthostatic hypotension

Pneumothorax

Skin ulcer

Subarachnoid haemorrhage

Tibia fracture

Acute pulmonary oedema

Arterial occlusive disease

Atrioventricular block second degree

Brain neoplasm

Brain oedema

Cholangitis

Delirium

Dysphagia

Faecaloma

Hyperthyroidism

Intermittent claudication

Lower gastrointestinal haemorrhage

Lung neoplasm

Sinusitis

Transitional cell carcinoma

Traumatic brain injury

Uterine cancer

Uterine prolapse

Ventricular tachycardia

Vertigo positional

Abdominal hernia

Angioedema

Aortic valve incompetence

Arthritis

Bronchial carcinoma

Cervical vertebral fracture

Emphysema

Haemorrhagic stroke

Hand fracture

Meniscus lesion

Non-hodgkin’s lymphoma

Oesophagitis

Osteomyelitis

Ovarian cyst

Pancreatitis chronic

Peripheral ischaemia

Pleurisy

Umbilical hernia

Urinary bladder polyp
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Vertebrobasilar insufficiency

Arterial thrombosis limb

Asthenia

Breast cancer metastatic

Calculus urinary

Cardiogenic shock

Chronic lymphocytic leukaemia

Clostridial infection

Clostridium difficile colitis

Colon neoplasm

Confusional state

Convulsion

Cystitis haemorrhagic

Diverticular perforation

Diverticulum intestinal

Encephalopathy

Foot fracture

Forearm fracture

Goitre

Hyperkalaemia

Infection

Lung cancer metastatic

Oesophageal carcinoma

Peptic ulcer

Pulmonary fibrosis

Pyrexia

Renal neoplasm

Retinal detachment

Sleep apnoea syndrome

Tachycardia

Ventricular extrasystoles

Vomiting

Acute myeloid leukaemia

Adenocarcinoma

Anaphylactic reaction

Bone pain

Brain contusion

Candidiasis

Cholecystitis infective

Colon adenoma

Coronary artery insufficiency

Device dislocation

Duodenitis

Endometrial cancer

Gastric haemorrhage

Gastroenteritis norovirus

Gastroenteritis viral

Haemorrhagic anaemia

Hepatic neoplasm

Hypercholesterolaemia

Hyperglycaemia

Hypertensive heart disease

Hypovolaemic shock
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Metastatic malignant melanoma




Metastatic neoplasm

Multiple injuries

Multiple myeloma

Nausea

Oedema peripheral

Oesophageal stenosis

Osteonecrosis

Overdose

Parkinsonism

Pericarditis

Prostate cancer metastatic

Prostatitis

Pubis fracture

Pulmonary hypertension

Renal cancer metastatic

Thoracic vertebral fracture

Ulna fracture

Uterine polyp

Varicose vein

Biliary colic

Bladder neck obstruction

Brain stem infarction

Breast cancer recurrent

Bronchiectasis

Cachexia

Electrolyte imbalance

Embolic stroke

Escherichia urinary tract infection

Foot deformity

Gastroduodenal ulcer

Gastrointestinal angiodysplasia

Gout

Haematochezia

Hypomagnesaemia

lleus paralytic

Infected skin ulcer

Infective exacerbation of chronic obstructive airways disease

Injury

Interstitial lung disease

Intervertebral disc disorder

Intestinal polyp

Localised infection

Lower respiratory tract infection

Lung infection

Meningioma

Metastases to lung

Multiple fractures

Musculoskeletal pain

Oesophageal varices haemorrhage

Ovarian neoplasm

Pain

Pain in extremity

Pharyngitis

Post procedural haemorrhage
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Postoperative wound infection

Pyelonepbhritis acute

Renal cell carcinoma

Respiratory arrest

Spondylolisthesis

Thrombocytopenia

Vascular encephalopathy

Venous thrombosis limb

Wound

Abdominal pain upper

Abscess

Alcohol poisoning

Aneurysm

Aortic aneurysm rupture

Arthropathy

Ascites

Ataxia

Azotaemia

Bradyarrhythmia

Cardiac valve disease

Cardiomyopathy

Cardiovascular disorder

Carpal tunnel syndrome

Cerebral circulatory failure

Cholecystitis chronic

Diabetic gangrene

Embolism

Endocarditis

Enterocolitis

Gallbladder cancer

Gastric cancer stage iv

Gouty arthritis

Haematemesis

Haemorrhage

Helicobacter gastritis

Hepatic failure

Hepatic steatosis

Hypoxic-ischaemic encephalopathy

Intracranial aneurysm

Jaundice cholestatic

Leukaemia

Lymphoedema

Malaise

Mallory-weiss syndrome

Meningitis

Mental status changes

Metabolic encephalopathy

Metastases to bone

Muscle rupture

Myelodysplastic syndrome

Neoplasm

Non-small cell lung cancer

Non-small cell lung cancer metastatic

Ovarian cancer
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Polyneuropathy

Post procedural infection

Rash

Respiratory distress

Sinus bradycardia

Synovial cyst

Ventricular arrhythmia

Abdominal discomfort

Acute abdomen

Acute respiratory distress syndrome

Adenoma benign

Appendicitis perforated

Arthritis bacterial

Arthritis infective

Atrial septal defect

B-cell lymphoma

Benign breast neoplasm

Biliary cirrhosis primary

Bladder transitional cell carcinoma

Bladder transitional cell carcinoma recurrent

Breast neoplasm

Bundle branch block left

Cardiac disorder

Carotid arteriosclerosis

Carotid artery occlusion

Cerebrovascular insufficiency

Cervix carcinoma

Chest discomfort

Colitis ulcerative

Colon cancer recurrent

Congestive cardiomyopathy

Conjunctivitis

Cor pulmonale

Crohn’s disease

Device malfunction

Device related infection

Diabetic ketoacidosis

Duodenal ulcer haemorrhage

Duodenal ulcer perforation

Dupuytren’s contracture

Extremity necrosis

Fracture

Gastroduodenitis

Glioblastoma multiforme

Haemoptysis

Haemorrhage intracranial

Haemorrhoidal haemorrhage

Haemothorax

Hepatitis

Hernia

Hypoxia

Incisional hernia

Irritable bowel syndrome

Ischaemic cardiomyopathy
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Laryngeal cancer

Lip and/or oral cavity cancer

Liver abscess

Lung carcinoma cell type unspecified stage iv

Lung disorder

Major depression

Metastases to central nervous system

Musculoskeletal chest pain

Nerve compression

Neuropathy peripheral

Oesophageal candidiasis

Osteochondrosis

Otitis media

Panic attack

Pathological fracture

Peptic ulcer haemorrhage

Peptic ulcer perforation

Pericardial effusion

Phlebitis

Pneumonia bacterial

Post procedural complication

Postmenopausal haemorrhage

Prostate cancer recurrent

Pseudomembranous colitis

Pulmonary tuberculosis

Pyelonephritis chronic

Renal colic

Renal mass

Senile dementia

Skeletal injury

Skin cancer

Small intestinal haemorrhage

Stress cardiomyopathy

Subileus

Suicide attempt

Tonsillitis

Tracheobronchitis

Transient global amnesia

Tricuspid valve incompetence

Tuberculosis

Tubulointerstitial nephritis

Vaginal prolapse

Volvulus

Abdominal adhesions

Abdominal neoplasm

Abdominal pain lower

Abnormal behaviour

Abscess limb

Adverse drug reaction

Alcohol abuse

Anal fissure

Anxiety

Aortic dissection

Arterial disorder
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Aspiration bronchial

Asthmatic crisis

Atrioventricular block first degree

Bacteraemia

Basal ganglia infarction

Basedow's disease

Bile duct cancer

Bipolar i disorder

Bipolar disorder

Bladder cancer recurrent

Bladder disorder

Blood pressure increased

Bone neoplasm malignant

Breast cancer female

Bursitis

Chest injury

Clavicle fracture

Coagulopathy

Cor pulmonale chronic

Cystitis klebsiella

Cystocele

Decreased appetite

Dermatitis

Dermatitis allergic

Disseminated intravascular coagulation

Drug hypersensitivity

Dysarthria

Dysuria

Enterocolitis infectious

Epididymitis

Eyelid ptosis

Food poisoning

Gastric neoplasm

Gastritis haemorrhagic

Gastroenteritis clostridial

Gastrointestinal carcinoma

Gastrointestinal inflammation

Glioblastoma

Guillain-barre syndrome

H1n1 influenza

Haematoma infection

Hairy cell leukaemia

Helicobacter infection

Hemiparesis

Hepatic encephalopathy

Hepatorenal syndrome

Hydrocele

Hydrocephalus

Hypercalcaemia

Hyperlipidaemia

Hyperparathyroidism

Hypocalcaemia

Hypoglycaemic coma

Impaired gastric emptying
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Impaired healing

Inflammation

Influenza

International normalised ratio increased

Intestinal ischaemia

Jaw fracture

Joint injury

Labyrinthitis

Ligament rupture

Loss of consciousness

Lung abscess

Lung squamous cell carcinoma stage unspecified

Lymphadenitis

Medical device complication

Mental disorder

Metastatic bronchial carcinoma

Metastatic carcinoma of the bladder

Metastatic gastric cancer

Metastatic squamous cell carcinoma

Microcytic anaemia

Muscle strain

Myalgia

Oesophageal adenocarcinoma

Organising pneumonia

Osteoporosis

Osteoporotic fracture

Pancreatic neoplasm

Pancytopenia

Parotitis

Patella fracture

Periproctitis

Periprosthetic fracture

Pneumonia viral

Pneumonitis

Procedural pain

Prostatic disorder

Prostatomegaly

Psychotic disorder

Pulmonary arterial hypertension

Pulmonary congestion

Rectal polyp

Renal artery stenosis

Renal cyst

Renal impairment

Retinal haemorrhage

Retroperitoneal haemorrhage

Rhabdomyolysis

Shock

Sinus arrhythmia

Small cell lung cancer metastatic

Spinal column injury

Splenic rupture

Squamous cell carcinoma of skin

Sternal fracture
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Subcutaneous abscess

Tachycardia paroxysmal

Thrombophlebitis superficial

Thyroid adenoma

Thyroid neoplasm

Ulcerative keratitis

Urinary bladder haemorrhage

Vascular pseudoaneurysm

Viral infection

Weight decreased

Abdominal abscess

Abdominal distension

Acetabulum fracture

Acute leukaemia

Acute prerenal failure

Acute sinusitis

Adams-stokes syndrome

Alcoholism

Amyloidosis

Amyotrophic lateral sclerosis

Anaemia postoperative

Anaemia vitamin b12 deficiency

Anaesthetic complication

Anal abscess

Aneurysm ruptured

Angiodysplasia

Animal bite

Aortic arteriosclerosis

Aortic valve disease

Arterial stenosis

Arthropod bite

Aspiration

Atelectasis

Autoimmune thrombocytopenia

Balance disorder

Barrett's oesophagus

Bladder cancer stage iv

Bladder perforation

Bladder prolapse

Bleeding varicose vein

Bone neoplasm

Breast cancer in situ

Bronchitis bacterial

Bundle branch block right

Carbon monoxide poisoning

Cardiomegaly

Carotid artery disease

Cauda equina syndrome

Cerebellar infarction

Cerebral artery embolism

Cerebral atrophy

Cervical dysplasia

Cervical myelopathy

Cervical spinal stenosis
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Cervicobrachial syndrome

Chemical poisoning

Choking

Cholangiolitis

Cholangitis acute

Chondropathy

Chronic myeloid leukaemia

Chronic sinusitis

Cirrhosis alcoholic

Coccidioidomycosis

Cognitive disorder

Colon cancer stage ii

Colonic fistula

Colorectal cancer

Cutaneous lupus erythematosus

Cyst

Cystitis noninfective

Dacryostenosis acquired

Deafness

Deafness neurosensory

Deafness unilateral

Dengue fever

Dermal cyst

Diabetic neuropathy

Diverticulitis intestinal haemorrhagic

Drowning

Dry gangrene

Dyspnoea exertional

Eczema

Embolic cerebral infarction

Embolism venous

Empyema

Encephalitis viral

Endophthalmitis

Enteritis

Enteritis infectious

Enterocutaneous fistula

Escherichia sepsis

Essential thrombocythaemia

Extradural abscess

Eye haemorrhage

Face injury

Facial paresis

Failure to thrive

Fasciitis

Febrile infection

Female genital tract fistula

Femoral artery occlusion

Foreign body

Gallbladder empyema

Gastric cancer recurrent

Gastric ulcer perforation

Gastrointestinal angiodysplasia haemorrhagic

Gastrointestinal disorder
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Gastrointestinal injury

Gastrointestinal necrosis

Gastrointestinal obstruction

Glucose tolerance impaired

Haemangioma

Headache

Helicobacter test positive

Hepatic function abnormal

Hepatic haematoma

Hepatitis chronic active

Hepatitis toxic

Hernia obstructive

Hip arthroplasty

Hypertensive emergency

Hypertriglyceridaemia

Hypertrophic cardiomyopathy

Hypoacusis

Hypochromic anaemia

Hypovolaemia

Ileitis

In-stent coronary artery restenosis

Infected cyst

Inflammatory bowel disease

Influenza like illness

Inner ear disorder

Intentional overdose

Internal injury

Intervertebral disc compression

Intervertebral discitis

Intestinal perforation

Ischaemia

Ischaemic cerebral infarction

Joint sprain

Ketoacidosis

Kidney infection

Lacunar infarction

Large cell carcinoma of the respiratory tract stage unspecified

Left ventricular dysfunction

Leiomyosarcoma

Leukocytoclastic vasculitis

Limb injury

Lip neoplasm malignant stage unspecified

Liposarcoma metastatic

Lung adenocarcinoma metastatic

Lung carcinoma cell type unspecified recurrent

Lung infiltration

Lymphangitis

Lymphocele

Lymphocytic leukaemia

Malignant hypertension

Malignant pleural effusion

Malnutrition

Mantle cell lymphoma

Mediastinitis
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Metabolic acidosis

Metastases to peritoneum

Metastases to pleura

Metastasis

Metastatic uterine cancer

Metrorrhagia

Mitral valve stenosis

Muscular weakness

Myasthenia gravis

Myelopathy

Myocarditis

Myoclonus

Neck pain

Necrosis

Necrosis ischaemic

Neuralgia

Neurilemmoma

Neuritis

Normal pressure hydrocephalus

Obstructive airways disorder

Ocular hypertension

Oesophageal adenocarcinoma metastatic

Oesophageal perforation

Oesophageal ulcer

Open fracture

Open wound

Optic ischaemic neuropathy

Oral cavity cancer metastatic

Otitis externa

Ovarian cancer metastatic

Papilla of vater stenosis

Parathyroid tumour benign

Pelvic haematoma

Periarthritis

Peripheral sensory neuropathy

Perirectal abscess

Peritonitis bacterial

Pharyngeal cancer stage unspecified

Pituitary tumour benign

Plasmacytoma

Pleural fibrosis

Pleuritic pain

Pneumonia pneumococcal

Pneumonia staphylococcal

Polyarthritis

Polycythaemia

Portal hypertensive gastropathy

Post procedural fistula

Post procedural haematoma

Post-traumatic pain

Postoperative hernia

Postoperative wound complication

Psoriatic arthropathy

Pulmonary sepsis
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Pulmonary thrombosis

Pyloric stenosis

Pyonephrosis

Radicular syndrome

Radiculopathy

Rectocele

Renal function test abnormal

Renal tubular disorder

Respiratory acidosis

Respiratory disorder

Retinal artery occlusion

Retinal tear

Retinopathy

Retroperitoneal haematoma

Reversible ischaemic neurological deficit

Rhinitis

Ruptured cerebral aneurysm

Salivary gland adenoma

Salivary gland neoplasm

Salmonellosis

Schizophrenia

Schizophrenia, paranoid type

Shock haemorrhagic

Sigmoiditis

Skull fractured base

Small cell lung cancer stage unspecified

Soft tissue infection

Spigelian hernia

Spinal cord compression

Spinal disorder

Spindle cell sarcoma

Staphylococcal sepsis

Stasis dermatitis

Supraventricular extrasystoles

Temporal arteritis

Thermal burn

Thyroid cancer metastatic

Tinnitus

Tongue neoplasm benign

Tongue neoplasm malignant stage unspecified

Tonsil cancer

Toxic encephalopathy

Toxic nodular goitre

Traumatic haematoma

Trigeminal neuralgia

Type 1 diabetes mellitus

Ulcer haemorrhage

Umbilical hernia, obstructive

Ureteric stenosis

Urinary incontinence

Urinary tract obstruction

Uterovaginal prolapse

Uveitis

Viith nerve paralysis
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Vith nerve paralysis

Varices oesophageal

Venous insufficiency

Vitreous haemorrhage

Wound infection staphylococcal

Abasia

Abdominal infection

Abdominal sepsis

Abdominal wall abscess

Abdominal wall haematoma

Abscess jaw

Abscess neck

Acarodermatitis

Accelerated hypertension

Accident

Accidental death

Acral lentiginous melanoma stage unspecified

Acute biphenotypic leukaemia

Acute febrile neutrophilic dermatosis

Addison’s disease

Adenomyosis

Adenovirus infection

Affective disorder

Age-related macular degeneration

Agranulocytosis

Alcohol withdrawal syndrome

Altered state of consciousness

Amnesia

Amoebic dysentery

Anaemia macrocytic

Anal polyp

Anal skin tags

Anastomotic stenosis

Angiocentric lymphoma

Angiopathy

Angiosarcoma

Anorectal disorder

Anorectal varices

Anuria

Anxiety disorder

Aortic disorder

Aortic valve calcification

Aphasia

Appendiceal abscess

Arachnoid cyst

Arterial bypass operation

Arteriosclerosis obliterans

Arteriospasm coronary

Arteriovenous fistula occlusion

Arteriovenous fistula site infection

Avrteritis

Atrial thrombosis

Autoimmune hepatitis

Autoimmune thyroiditis
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Axonal neuropathy

B-cell small lymphocytic lymphoma

Bacterial infection

Bacterial sepsis

Bacteriuria

Balanitis

Basosquamous carcinoma

Benign neoplasm

Benign neoplasm of prostate

Benign neoplasm of skin

Benign neoplasm of thyroid gland

Bile duct obstruction

Bile duct stenosis

Bladder cyst

Bladder diverticulum

Bladder dysfunction

Bladder injury

Bladder neck sclerosis

Bladder papilloma

Bladder spasm

Bladder transitional cell carcinoma stage i

Blood electrolytes abnormal

Blood glucose increased

Blood potassium increased

Blood urea increased

Blood urine present

Body temperature increased

Bone cancer metastatic

Bone marrow failure

Bone sarcoma

Bowen's disease

Brain abscess

Brain cancer metastatic

Brain injury

Brain mass

Brain natriuretic peptide increased

Brain neoplasm benign

Brain neoplasm malignant

Brain stem stroke

Breast cancer stage i

Breast haematoma

Breast mass

Bronchial neoplasm

Bronchiolitis

Bronchitis fungal

Bronchitis viral

Bronchopneumopathy

Bronchopulmonary aspergillosis

Bulbar palsy

Bullous lung disease

Burkitt's lymphoma

Burning sensation

Burns third degree

Bursitis infective
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Calculus urethral

Campylobacter gastroenteritis

Carbuncle

Carcinoid tumour pulmonary

Carcinoma in situ

Carcinoma in situ of skin

Cardiac ablation

Cardiac aneurysm

Cardiac asthma

Cardiac enzymes increased

Cardiac fibrillation

Cardiac flutter

Cardiac hypertrophy

Cardiac myxoma

Cardiac tamponade

Cartilage injury

Castleman’s disease

Cataract cortical

Cellulitis gangrenous

Cerebellar syndrome

Cerebral thrombosis

Cervical polyp

Cervix neoplasm

Chalazion

Chest wall operation

Chloroma

Cholangitis suppurative

Cholecystocholangitis

Cholelithiasis migration

Cholesteatoma

Chondrosarcoma

Chordoma

Chronic hepatic failure

Chronic leukaemia

Chronic myelomonocytic leukaemia

Chronic respiratory failure

Coagulation time prolonged

Coeliac disease

Cold type haemolytic anaemia

Collapse of lung

Colon cancer stage i

Colon cancer stage iv

Colonic obstruction

Colonic pseudo-obstruction

Colonic stenosis

Coma

Comminuted fracture

Complex partial seizures

Condition aggravated

Conduction disorder

Congenital megacolon

Contrast media reaction

Corneal disorder

Corneal neovascularisation
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Coronary artery reocclusion

Crystal arthropathy

Cyclitis

Cystic lymphangioma

Delayed recovery from anaesthesia

Dementia of the alzheimer’s type, uncomplicated

Depressed level of consciousness

Dermatitis contact

Device failure

Diabetic autonomic neuropathy

Diabetic bullosis

Diabetic coma

Diabetic complication

Diabetic encephalopathy

Diabetic eye disease

Diabetic foot infection

Diabetic gastroparesis

Diabetic hyperglycaemic coma

Diabetic macroangiopathy

Diabetic nephropathy

Diabetic retinopathy

Diarrhoea infectious

Dieulafoy’s vascular malformation

Diplopia

Discomfort

Diverticulitis meckel's

Diverticulum intestinal haemorrhagic

Dizziness postural

Drug abuse

Drug eruption

Drug rash with eosinophilia and systemic symptoms

Duodenal perforation

Dyslipidaemia

Ear infection

Eccrine carcinoma

Echinococciasis

Echography abnormal

Effusion

Electrocardiogram abnormal

Encephalitis

Endocarditis bacterial

Endometrial atrophy

Endometrial cancer recurrent

Endometrial hyperplasia

Endometritis

Enterocele

Enterococcal infection

Erosive oesophagitis

Erythema

Essential hypertension

Exostosis

External ear cellulitis

Extrapyramidal disorder

Extremity contracture
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Eye injury

Eyeball rupture

Facial pain

Faecal incontinence

Fatigue

Febrile neutropenia

Femoral arterial stenosis

Femoral hernia

Finger amputation

Fistula

Flail chest

Flatulence

Fluid retention

Food allergy

Fractured coccyx

Fractured sacrum

Fungal infection

Gait disturbance

Gallbladder abscess

Gallbladder disorder

Gallbladder oedema

Gallbladder perforation

Gastric disorder

Gastric polyps

Gastric ulcer helicobacter

Gastritis atrophic

Gastrointestinal arteriovenous malformation

Gastrointestinal dysplasia

Gastrointestinal tract adenoma

Gastrointestinal ulcer haemorrhage

Genital herpes

Gilbert's syndrome

Gingival bleeding

Haemangioblastoma

Haemangioma of spleen

Haemarthrosis

Haemolytic anaemia

Haemorrhage subcutaneous

Haemorrhage urinary tract

Haemorrhagic arteriovenous malformation

Haemorrhagic disorder

Hallucination

Head and neck cancer

Heart injury

Heart rate irregular

Heart valve incompetence

Heat exhaustion

Heat stroke

Heerfordt’'s syndrome

Hepatic congestion

Hepatic fibrosis

Hepatic haemorrhage

Hepatitis b

Hepatitis ¢
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Hepatitis ¢ antibody positive

Hepatorenal failure

Herpes simplex

Herpes zoster ophthalmic

Herpes zoster oticus

Hiatus hernia, obstructive

Hodgkin’s disease

Human ehrlichiosis

Hyperaldosteronism

Hypercapnia

Hyperchromic anaemia

Hyperkeratosis

Hypernatraemia

Hyperosmolar state

Hyperplasia

Hypertensive encephalopathy

Hyperuricaemia

Hypoaesthesia

Hypoalbuminaemia

Hypopharyngeal cancer

Hypopituitarism

Ivth nerve paralysis

Idiopathic pulmonary fibrosis

Idiopathic thrombocytopenic purpura

lleal fistula

lliac artery occlusion

lliac artery stenosis

llium fracture

lll-defined disorder

Impaired fasting glucose

Implant site haemorrhage

Implant site infection

Inappropriate antidiuretic hormone secretion

Incision site haematoma

Incision site haemorrhage

Incontinence

Infarction

Infected bunion

Infected neoplasm

Infection masked

Inguinal hernia strangulated

Inguinal hernia, obstructive

Insomnia

Intercostal neuralgia

Intermediate uveitis

Intestinal anastomosis complication

Intestinal congestion

Intestinal gangrene

Intestinal haemorrhage

Intra-abdominal haemorrhage

Intraductal papilloma of breast

Intraspinal abscess

Intravascular papillary endothelial hyperplasia

Intraventricular haemorrhage
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Jaundice

Jaundice hepatocellular

Joint range of motion decreased

Joint swelling

Jugular vein thrombosis

Keratitis

Keratoacanthoma

Klebsiella bacteraemia

Knee arthroplasty

Lacrimal sac cellulitis

Lactose intolerance

Large intestinal haemorrhage

Large intestinal obstruction

Large intestinal ulcer

Large intestinal ulcer haemorrhage

Laryngeal neoplasm

Laryngeal oedema

Left atrial dilatation

Legionella infection

Lens dislocation

Lentigo maligna stage unspecified

Leriche syndrome

Leukopenia

Leukoplakia

Lichen planus

Lipoedema

Lipoma

Liposarcoma

Liposarcoma recurrent

Listeriosis

Liver function test abnormal

Lumbar radiculopathy

Lung infection pseudomonal

Lung infiltration malignant

Lymphadenopathy

Lymphoma transformation

Lymphoproliferative disorder

Macular hole

Maculopathy

Malignant mediastinal neoplasm

Malignant neoplasm of ampulla of vater

Malignant ovarian cyst

Malignant peritoneal neoplasm

Mania

Mantle cell ymphoma stage iv

Mastocytosis

Mastoiditis

Mechanical ileus

Melanocytic naevus

Meniere’s disease

Meningioma benign

Meningitis bacterial

Meningitis viral

Meniscal degeneration
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Mental disorder due to a general medical condition

Mental status changes postoperative

Mesenteric artery embolism

Mesenteric artery stenosis

Mesenteric fibrosis

Mesothelioma

Metastases to biliary tract

Metastases to meninges

Metastases to ovary

Metastases to stomach

Metastatic renal cell carcinoma

Metastatic salivary gland cancer

Metatarsalgia

Migraine

Migraine with aura

Miller fisher syndrome

Mitral valve disease

Mitral valve prolapse

Monoparesis

Morton’s neuroma

Motor neurone disease

Mueller's mixed tumour

Multiple sclerosis relapse

Muscle atrophy

Muscle disorder

Muscle haemorrhage

Muscle necrosis

Mycosis fungoides

Myelofibrosis

Myeloid leukaemia

Myeloproliferative disorder

Myocardial fibrosis

Myopathy

Myopericarditis

Myositis

Myotonia

Myxoedema

Nasal neoplasm

Nasal polyps

Nasal septum deviation

Necrotising fasciitis

Neoplasm progression

Neoplasm prostate

Nephropathy

Nephropathy toxic

Nephrostomy tube removal

Nephrotic syndrome

Nerve injury

Nerve root compression

Neuralgic amyotrophy

Neurodermatitis

Neuroendocrine carcinoma of the skin

Neurogenic bladder

Neurosis
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Nodule

Non-hodgkin’s lymphoma recurrent

Non-small cell lung cancer stage iii

Normochromic normocytic anaemia

Obesity

Oedema

Oesophageal achalasia

Oesophageal discomfort

Oesophageal food impaction

Oesophageal neoplasm

Oesophageal ulcer perforation

Oesophagitis ulcerative

Oliguria

Open angle glaucoma

Optic neuritis

Oral candidiasis

Orchitis

Organ failure

Oropharyngeal cancer stage unspecified

Oropharyngeal pain

Oropharyngitis fungal

Osteitis

Osteochondroma

Osteomyelitis acute

Otosclerosis

Ovarian adenoma

Ovarian enlargement

Ovarian epithelial cancer

Ovarian fibroma

Pacemaker generated arrhythmia

Paget's disease of the vulva

Pancreatic carcinoma stage iv

Pancreatic cyst

Pancreatic disorder

Pancreatic duct obstruction

Pancreatic duct stenosis

Pancreatic insufficiency

Pancreatitis haemorrhagic

Pancreatitis necrotising

Panic disorder

Papilloma

Paraesthesia

Parametritis

Paresis

Paronychia

Parotid gland enlargement

Parovarian cyst

Paroxysmal arrhythmia

Patellofemoral pain syndrome

Pelvic adhesions

Pelvic pain

Pemphigoid

Pemphigus

Pericardial haemorrhage
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Peridiverticular abscess

Perineal abscess

Periorbital haematoma

Peripheral artery aneurysm

Peripheral embolism

Peritoneal haemorrhage

Peroneal nerve injury

Peroneal nerve palsy

Personality disorder

Pertussis

Phaeochromocytoma

Pharyngeal cancer metastatic

Phrenic nerve paralysis

Piriformis syndrome

Plantar fasciitis

Pleura carcinoma

Pleural mesothelioma

Pleuropericarditis

Pneumococcal infection

Pneumocystis jiroveci infection

Pneumomediastinum

Pneumonia fungal

Pneumonia haemophilus

Pneumonia klebsiella

Pneumonia legionella

Pneumonia primary atypical

Pneumonia streptococcal

Pneumoperitoneum

Pneumothorax traumatic

Pollakiuria

Polyneuropathy alcoholic

Poor peripheral circulation

Portal hypertension

Portal vein thrombosis

Post procedural pneumonia

Post thrombotic syndrome

Postinfarction angina

Postoperative abscess

Postoperative thoracic procedure complication

Procedural complication

Proctitis

Proctocolitis

Prostate cancer stage 0

Prostate cancer stage |

Prostate cancer stage iii

Prostate cancer stage iv

Prostate infection

Prostatism

Pseudarthrosis

Pseudomonal sepsis

Pseudoradicular syndrome

Psoriasis

Psychogenic pain disorder

Psychomotor hyperactivity
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Pulmonary alveolar haemorrhage

Pulmonary artery thrombosis

Pulmonary fistula

Pulmonary haemorrhage

Pulmonary mass

Pulmonary valve disease

Pulseless electrical activity

Radial nerve injury

Radiculitis brachial

Rectal cancer metastatic

Rectal cancer recurrent

Rectal cancer stage i

Rectal prolapse

Rectal ulcer haemorrhage

Refractory anaemia with an excess of blasts

Renal abscess

Renal cancer recurrent

Renal disorder

Renal infarct

Renal pain

Renal papillary necrosis

Respiratory alkalosis

Respiratory moniliasis

Retinopathy hypertensive

Retroperitoneal abscess

Retroperitoneum cyst

Rhabdomyosarcoma

Right ventricular failure

Rotavirus infection

Salivary duct inflammation

Salivary gland calculus

Salivary gland cancer

Salivary gland cancer stage iv

Salivary gland fistula

Sarcoidosis

Sarcoma

Scapula fracture

Scar

Scrotal gangrene

Scrotal oedema

Seborrhoeic dermatitis

Seborrhoeic keratosis

Secondary hypertension

Sepsis syndrome

Serratia sepsis

Shunt occlusion

Sialoadenitis

Silicosis

Sinoatrial block

Sinus arrest

Sinus polyp

Skin infection

Skin injury

Skin lesion
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Skin necrosis

Skin neoplasm excision

Skin ulcer haemorrhage

Small intestinal perforation

Small intestinal stenosis

Small intestine carcinoma

Small intestine carcinoma metastatic

Snake bite

Somatoform disorder

Spastic paraplegia

Spinal claudication

Spinal cord disorder

Spinal cord injury

Spinal cord injury cervical

Spinal cord neoplasm

Spinocerebellar ataxia

Splenic infarction

Spondyloarthropathy

Stag horn calculus

Staphylococcal osteomyelitis

Status asthmaticus

Stent malfunction

Stent placement

Stevens-johnson syndrome

Stomatitis

Streptococcal urinary tract infection

Stress urinary incontinence

Subacute endocarditis

Subclavian artery stenosis

Subclavian steal syndrome

Subcutaneous haematoma

Subdural haemorrhage

Suicidal ideation

Swelling

Symphysiolysis

Systemic inflammatory response syndrome

Systemic lupus erythematosus

Tendon disorder

Tension headache

Thalamic infarction

Thalamus haemorrhage

Throat cancer

Thrombosis in device

Thymoma malignant

Thyroglossal cyst

Thyroglossal cyst infection

Thyroid disorder

Tinea pedis

Tongue cancer metastatic

Tongue injury

Tongue ulceration

Tooth disorder

Toxic shock syndrome

Toxic skin eruption
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Tracheal papilloma

Tracheitis

Transaminases increased

Transitional cell cancer of the renal pelvis and ureter

Traumatic liver injury

Tremor

Trifascicular block

Trigger finger

Tympanic membrane perforation

Tympanosclerosis

Upper respiratory tract infection bacterial

Ureteral polyp

Ureteritis

Urethral haemorrhage

Urethral prolapse

Urethral stricture postoperative

Urethral stricture traumatic

Urge incontinence

Urinary tract infection bacterial

Urinary tract infection enterococcal

Urinoma

Urogenital prolapse

Urticaria

Uterine cervix stenosis

Uterine leiomyoma

Uterine neoplasm

Vaginal cancer

Vaginal haemorrhage

Vagus nerve disorder

Varicose ulceration

Vascular graft occlusion

Vascular insufficiency

Vascular occlusion

Venous occlusion

Ventricle rupture

Ventricular failure

Ventricular flutter

Vesical fistula

Vestibular ataxia

Vestibular neuronitis

Victim of homicide

Viral myocarditis

Viral upper respiratory tract infection

Vitamin d deficiency

Vocal cord cyst

Vulvovaginal human papilloma virus infection

Vulvovaginitis

Waldenstrom’s macroglobulinaemia

Wegener’s granulomatosis

Whiplash injury

Wolff-parkinson-white syndrome

Wound dehiscence

Wound secretion

Wound sepsis
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Fatal SAEs Flu 1 Group Flu 2 Group
N =21893 N = 21802
Subjects with fatal SAE(s), n (%) [n assessed by the investigator as related] 768 (3.5) [0] 779 (3.6) [0]
Cerebrovascular accident 61(0.3) [0] .3) [0]
Myocardial infarction 51(0.2) [0] 50 .2) [0]
Pneumonia 39 (0.2) [0] 38 (0.2) [0]
Cardiac failure 32 (0.1)[0] 39(0.2) [0]
Cardiac failure congestive 34 (0.2) [0] 32(0.1)[0]
Death 28 (0.1) [0] 27 (0.1) [0]
Sudden death 34 (0.2) [0] 18 (0.1) [0]
Cardiac arrest 24 (0.1) [0] 24 (0.1)[0]
Myocardial ischaemia 22 (0.1)[0] 21(0.1)[0]
Acute myocardial infarction 16 (0.1) [0] 24 (0.1) [0]
Sepsis 20 (0.1) [0] 17 (0.1) [0]
Pulmonary embolism 14 (0.1) [0] 22 (0.1) [0]
Lung neoplasm malignant 10 (0.0) [0] 21(0.1)[0]
Respiratory failure 13 (0.1) [0] 14 (0.1) [0]
Arteriosclerosis 10 (0.0) [0] 15(0.1) [0]
Bronchopneumonia 13 (0.1) [0] 12(0.1) [0]
Chronic obstructive pulmonary disease 9(0.0) [0] 16 (0.1) [0]
Cerebrovascular disorder 12 (0.1) [0] 8 (0.0) [0]
Multi-organ failure 7 (0.0) [0] 13 (0.1) [0]
Cardiac death 11 (0.1) [0] 8 (0.0) [0]
Pulmonary oedema 6 (0.0) [0] .
Sudden cardiac death 12 (0.1) [0] (0.0) [0]
Renal failure acute 11 (0.1) [0] (0.0) [0]
Atrial fibrillation [0] (0.0) [0]
Pancreatic carcinoma [0] (0.0) [0]
Acute respiratory failure [0] (0.0) [0]
Colon cancer [0] (0.0) [0]
Gastric cancer [0] .0) [0]
Septic shock [0] 0) [0]

Circulatory collapse

Pancreatic carcinoma metastatic

Renal failure chronic

Urinary tract infection

Cardio-respiratory arrest

Completed suicide

Cardiopulmonary failure

Cerebral haemorrhage

Brain oedema

Hepatic neoplasm malignant

Ischaemic stroke

Renal failure

Arrhythmia

Cardiovascular insufficiency

Colon cancer metastatic

Hepatic cirrhosis

Pneumonia aspiration

SEEEEEEEEEEE

Prostate cancer

[0]

Bladder cancer

[0]

Diabetes mellitus inadequate control

(0]

Femoral neck fracture

Road traffic accident
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Bronchitis

Cerebral arteriosclerosis

Decubitus ulcer

Gastrointestinal haemorrhage

Metastases to liver

Neoplasm malignant

Peritonitis

Cerebral infarction

Head injury

Hypertension

Ventricular fibrillation

Acute myeloid leukaemia

Acute pulmonary oedema

Brain neoplasm

Cardiac failure acute

Femur fracture

Hepatic neoplasm

Metastatic neoplasm

Non-small cell lung cancer metastatic

Pancreatitis acute

Pleural effusion

Aortic aneurysm

Atrioventricular block

Breast cancer

Cachexia

Diabetes mellitus

Gastric cancer stage iv

Gastroenteritis

Haemorrhagic stroke

Hepatic failure

Hip fracture

Hypovolaemic shock

Left ventricular failure

Lung cancer metastatic

Metastatic malignant melanoma

Rectal cancer

Renal cancer

Renal cancer metastatic

Respiratory arrest

Subdural haematoma

Upper gastrointestinal haemorrhage

Upper respiratory tract infection

Acute coronary syndrome

Anaemia

Bronchial carcinoma

Cardiac failure chronic

Cardiogenic shock

Coronary artery insufficiency

Dehydration

Disseminated intravascular coagulation

Gangrene

Glioblastoma

Glioblastoma multiforme

Hepatorenal syndrome
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lleus

Lung adenocarcinoma

Metabolic encephalopathy

Metastatic bronchial carcinoma

Metastatic carcinoma of the bladder

Metastatic gastric cancer

Non-hodgkin’s lymphoma

Prostate cancer metastatic

Pulmonary fibrosis

Subarachnoid haemorrhage

Traumatic brain injury

Uterine cancer

Acute abdomen

Acute leukaemia

Acute respiratory distress syndrome

Aortic aneurysm rupture

Arteriosclerosis coronary artery

Aspiration bronchial

B-cell lymphoma

Bladder cancer stage iv

Bone neoplasm malignant

Breast cancer metastatic

Cardiovascular disorder

Cerebral ischaemia

Cerebrovascular insufficiency

Cervix carcinoma

Cholecystitis

Cholecystitis acute

Colon cancer recurrent

Colon neoplasm

Contusion

Coronary artery disease

Decreased appetite

Deep vein thrombosis

Drowning

Electrolyte imbalance

Encephalopathy

Epilepsy

Gallbladder cancer

Haematuria

Haemorrhage intracranial

Hypertensive crisis

Hypotension

Infection

Injury

Intestinal obstruction

Lobar pneumonia

Lung disorder

Lung infection

Lymphoma

Malignant melanoma

Metabolic acidosis

Metastases to bone

Metastases to lung
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Multiple injuries

Myelodysplastic syndrome

Oesophageal carcinoma

Oesophageal varices haemorrhage

Oral cavity cancer metastatic

Pancreatic neoplasm

Peripheral vascular disorder

Peritonitis bacterial

Pneumothorax

Pulmonary sepsis

Respiratory distress

Shock

Skin ulcer

Small cell lung cancer metastatic

Squamous cell carcinoma

Supraventricular tachycardia

Urosepsis

Abdominal neoplasm

Abdominal sepsis

Accidental death

Acute biphenotypic leukaemia

Adenocarcinoma

Amyotrophic lateral sclerosis

Anaesthetic complication

Aneurysm ruptured

Angiosarcoma

Aortic dissection

Aortic stenosis

Aortic valve stenosis

Appendicitis

Arteriosclerosis obliterans

Arteriovenous fistula site infection

Arthralgia

Aspiration

Asthmatic crisis

Atelectasis

Atrioventricular block complete

Autoimmune thrombocytopenia

Azotaemia

Bacterial sepsis

Bile duct cancer

Bile duct stone

Biliary cirrhosis primary

Bone cancer metastatic

Bone neoplasm

Bradycardia

Brain stem infarction

Bronchial neoplasm

Bronchitis bacterial

Carbon monoxide poisoning

Cardiac disorder

Cardiac tamponade

Cardiac valve disease

Cellulitis
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Cerebral artery embolism

Cerebral thrombosis

Cervical vertebral fracture

Chest pain

Chloroma

Cholelithiasis

Chronic hepatic failure

Chronic lymphocytic leukaemia

Chronic myeloid leukaemia

Chronic myelomonocytic leukaemia

Cirrhosis alcoholic

Clostridium difficile colitis

Coagulopathy

Colitis ischaemic

Colon adenoma

Colonic polyp

Coma

Cor pulmonale

Cor pulmonale chronic

Coronary artery stenosis

Delirium

Dementia

Dementia alzheimer’s type

Diabetic coma

Diabetic complication

Diabetic gangrene

Duodenal ulcer haemorrhage

Duodenal ulcer perforation

Embolic stroke

Embolism

Endocarditis

Enteritis

Epistaxis

Erysipelas

Facial bones fracture

Failure to thrive

Gallbladder perforation

Gastric ulcer haemorrhage

Gastritis erosive

Gastroenteritis norovirus

Haematoma

Haemoptysis

Haemorrhage

Hepatic encephalopathy

Hepatitis b

Hepatorenal failure

Hiatus hernia

Hodgkin’s disease

Humerus fracture

Hypercapnia

Hypernatraemia

Hypertensive heart disease

Hypoglycaemic coma

Hypovolaemia
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Hypoxic-ischaemic encephalopathy

Idiopathic thrombocytopenic purpura

lleus paralytic

Infarction

Infection masked

Influenza like illness

Inguinal hernia, obstructive

Intentional overdose

Internal injury

Intestinal perforation

Intracranial aneurysm

Iron deficiency anaemia

Ischaemic cerebral infarction

Ketoacidosis

Large cell carcinoma of the respiratory tract stage unspecified

Large intestine perforation

Laryngeal cancer

Left ventricular dysfunction

Legionella infection

Liposarcoma metastatic

Liver abscess

Lower gastrointestinal haemorrhage

Lumbar vertebral fracture

Lung adenocarcinoma metastatic

Lung carcinoma cell type unspecified recurrent

Lung carcinoma cell type unspecified stage iv

Lung infiltration

Lung infiltration malignant

Lung neoplasm

Lymphoma transformation

Malignant peritoneal neoplasm

Mallory-weiss syndrome

Malnutrition

Mantle cell lymphoma

Meningitis

Meningitis bacterial

Mesenteric artery embolism

Mesothelioma

Metastases to biliary tract

Metastases to central nervous system

Metastases to meninges

Metastases to peritoneum

Metastases to pleura

Metastases to stomach

Metastatic salivary gland cancer

Metastatic squamous cell carcinoma

Metastatic uterine cancer

Mitral valve prolapse

Multiple myeloma

Myasthenia gravis

Myocardial fibrosis

Myopathy

Necrotising fasciitis

Neoplasm
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Nephrotic syndrome

Non-small cell lung cancer

Non-small cell lung cancer stage iii

Oesophageal adenocarcinoma metastatic

Oliguria

Osteoarthritis

Osteomyelitis

Ovarian cancer

Ovarian cancer metastatic

Ovarian epithelial cancer

Pancreatitis

Pancreatitis haemorrhagic

Pancytopenia

Parkinsonism

Peptic ulcer haemorrhage

Peptic ulcer perforation

Pharyngeal cancer stage unspecified

Plasmacytoma

Pleural mesothelioma

Pleurisy

Pneumonia fungal

Pneumonia viral

Pneumonitis

Post procedural haemorrhage

Post procedural pneumonia

Pulmonary thrombosis

Pulseless electrical activity

Pyloric stenosis

Rectal cancer recurrent

Rectal prolapse

Reflux oesophagitis

Refractory anaemia with an excess of blasts

Renal function test abnormal

Respiratory acidosis

Respiratory alkalosis

Respiratory disorder

Respiratory tract infection

Rhabdomyosarcoma

Ruptured cerebral aneurysm

Salivary gland fistula

Skin ulcer haemorrhage

Skull fractured base

Small cell lung cancer stage unspecified

Small intestinal haemorrhage

Small intestinal obstruction

Small intestinal perforation

Small intestine carcinoma

Spindle cell sarcoma

Staphylococcal infection

Subileus

Thermal burn

Thrombophlebitis

Thyroid cancer

Thyroid cancer metastatic
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Tongue cancer metastatic

Tongue neoplasm malignant stage unspecified

Toxicity to various agents

Urinary bladder haemorrhage

Urinary retention

Uterine neoplasm

Vascular dementia

Venous thrombosis

Ventricle rupture

Ventricular flutter

Victim of homicide
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Wound sepsis

Conclusion:

During the first surveillance period, the attack rate for PCR-confirmed influenza A and/or B infection due to any matching or
drift influenza strain relative to vaccine strains after one dose was 1.27% in Flu 1 Group and 1.44% in Flu 2 Group At Day 0,
the GMTs for Flu 1 Lot 1, Flu 1 Lot 2 and Flu 1 Lot 3 groups ranged between 15.8 and 15.9 for HI antibodies against
A/Brisbane, between 17.3 and 18.2 for Hl antibodies against A/Uruguay and between 87.1 and 94.2 for HI antibodies against
B/Brisbane. At Day 21, the GMTs for these groups ranged between 82.3 and 93.4 for Hl antibodies against A/Brisbane,
between 269.9 and 287.5 for HI antibodies against A/Uruguay and between 596.9 and 652.4 for HI antibodies against
B/Brisbane.

During the 21-day period after the first dose, 428 (14.2%) and 427 (14.2%) subjects in the safety subset for the Flu 1 and Flu
2 groups reported at least one unsolicited AE, respectively.

During the 21-day period after the second dose, 320 (13.0%) and 306 (12.1%) subjects in the safety subset for the Flu 1 and
Flu 2 groups reported at least one unsolicited AE, respectively.

During the year following the administration of the first dose, 2505 (11.4%) and 2551 (11.7%) subjects reported at least one
SAE in the Flu 1 and Flu 2 groups, respectively; 7 SAEs in the Flu 1 Group and 5 SAEs in the Flu 2 Group were assessed by
the investigators as causally related to the vaccination. During this period, fatal SAEs were reported for 409 (1.9%) and 440
(2.0%) subjects in the Flu 1 and Flu 2 groups, respectively. None of the fatal SAEs were assessed by the investigators as
related to the vaccination.

During the year following the administration of the second dose, 1977 (11.6%) and 1892 (11.1%) subjects reported at least
one SAE in the Flu 1 and Flu 2 groups, respectively; 2 SAEs in the Flu 1 Group and 1 SAE in the Flu 2 Group were assessed
by the investigators as causally related to the vaccination. During this period, fatal SAEs were reported for 359 (2.1%) and
341 (2.0%) subjects in the Flu 1 and Flu 2 groups. None of the fatal SAEs were assessed by the investigators as related to
the vaccination.

Throughout the entire study period, 4071 (18.6%) and 4066 (18.6%) subjects reported at least one SAE in the Flu 1 and Flu 2
groups, respectively; 9 SAEs in the Flu 1 Group and 6 SAEs in the Flu 2 Group were assessed by the investigators as
causally related to the vaccination. During this period, fatal SAEs were reported for 768 (3.5%) and 779 (3.6%) subjects in the
Flu 1 and Flu 2 groups, respectively. None of the fatal SAEs were assessed by the investigators as related to the vaccination.
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