RECORD NO: 2012/12009P
*_THE HIGH COURT
BETWEEN |
AOIFE BENNETT

PLAINTIFF
AND

THE MINISTER FOR HEALTH AND CHILDREN, THE HEALTH SERVICE EXECUTIVE,
AND GLAXOSMITHKLINE BIOLOGICALS S.A.

DEFENDANTS

AFFIDAVIT OF GILLIAN O’CONNOR

1. I, Gillian O’Connor, Partner in Augustus Cullen Law, aged 18 years and upwards,
MAKE OATH and say as follows:

2. 1am a Solicitor in the firm of Augustus Cullen Law, who are acting for and on behalf of
the Plaintiff in the above-entitled proceedings. | am duly authorised by the Plaintiff to
make this Affidavit for and on behalf and | do so from facts within my own knowledge,
save where otherwise appears and where so otherwise appears | believe the same to
be true.

3. | beg to refer to the pleadings had herein when produced.

4. I-say that the within is an Application to join the Health Products Regulatory Authority
as a Defendant in the within proceedings. | say that the Health Products Regulatory
Authority (HPRA) is a'State agency whose role is to protect and enhance public and
animal health by regulating medicines, medical devices and other health products and
monitoring the safety of cosmetics. The HPRA was formerly the Irish Medicines Board.
It changed its name to the Health Products Regulatory Authority on 1 July 2014.
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| further say that your Deponent first wrote to the First and Second named Defendants

in relation to this matter on 9 November 2012. The Personal Injuries Summons for
Plaintiff, was served upon the Chief State Solicitor's Office on behalf of the First and
Second Named Defendants on 15 November 2013 together with the Affidavit of
Verification on 2 December 2013. It was served upon McCann Fitzgerald, Solicitors,
on behalf of the Third Named Defendant on 15" of November 2013 together with the
Affidavit of Verification on 26™ of November 2013. | beg to refer to a copy of said letters
and pleadings, upon which, marked with the letters and number “GOC1” | have
endorsed my name prior to the swearing hereof.

| say that a Defence on behalf of the Third Named Defendant was delivered on 30 April
2015 and that a Defence on behalf of the First and Second Named Defendants was
delivered on 19 May 2015. | say further that the Plaintiffs Reply to the Defence of the
First and Second Named Defendants was delivered on 23 September 2015 and that
the Plaintiffs Reply to the Defence of the Third Named Defendant was delivered on
the same date.

| say that the within proceedings are for serious personal injuries alleged to have been
caused to the Plaintiff by the wrongful acts of the Defendants relating to the
administration to her of the Pandemrix vaccine, produced by the Third Named
Defendant. | say that the Plaintiff was born on 21 December 1992. | say further that
the First Named Defendant is responsible for the governance, operation and
management of the public health and medical system in Ireland, and is entrusted with
a duty to take all reasonable steps to ensure the safe administration of public health
and medical services in the State and that the Second Named Defendant is
responsible for the provision of public health and medical services in the State, as well
as the provision of appropriate advice and the promotion of health.

| say that, in the Personal Injuries Summons, the Plaintiff alleges that the First and
Second Named Defendants owed the Plaintiff duties of care in and around their
decision to recommend and administer the Pandemrix vaccine in this jurisdiction; that
they owed the Plaintiff further duties in and around the advice they gave and caused
to be given with respect to the Pandemrix vaccine and its potential effects and risks of
injury, in and around administration of the vaccine through their servants or agents,
and in and around their response to health complications and injuries suffered in
consequence of having received the said vaccine.

| say and am advised that the Third Named Defendant is the producer of the Pandemrix
vaccine, that the said vaccine was a product and the Defendant was its producer for
the purposes of the Liability for Defective Products Act, 1991 | say and am advised
further that, in the Personal Injuries Summons, the Plaintiff alleges that the Third
Named Defendant owed her additional duties of care, to take all reasonable steps to
ensure the safety of its product, and to investigate sufficiently, the associated risks of
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injury, and to warn purchasers and users of the vaccine as to the risks of injury, known
and unknown.

| say that, in the midst of concern as to the health risks posed by ‘human swine
influenza’ in 2009 and 2010, the First and Second Named Defendants purchased,
approved and administered in the State a form of the Pandemrix vaccine manufactured
and produced by the Third Named Defendant in Dresden. [ say further that the Second
Named Defendant thereupon adopted and ran a Pandemyrix vaccine programme in the
State, administering the vaccine through its servants or agents in local hospitals, clinics
and schools.

| say that, following warnings by the HSE on the risks associated with human swine
flu, the Plaintiff was administered the Pandemrix vaccine at a HSE clinic in St Mary's
College, Naas, Co. Kildare, on 8 December 2009.

| say that in the Personal Injuries Summons, the Plaintiff alleges that in consequence
of receiving the Pandemrix vaccine, the Plaintiff proceeded to suffer a narcolepsy and
cataplexy disorder, involving severe personal injuries, damages and loss, which has
required her to attend doctors regularly for investigation and management of the
condition, with highly disruptive ongoing effects for every activity of her daily life. In
the months following vaccination, the Plaintiff developed excessive daytime
sleepiness, disruption to nocturnal sleep, and episodes of sudden weakness and
cataplexy. She fell spontaneously in the shower, chipping her teeth, and thereafter had
recurrent falls and collapses. She also had fainting fits. After a range of medical
interventions, the Plaintiff underwent a nocturnal polysomnogram and multiple sleep
latency test in April 2011, which vyielded highly abnormal findings, indicative of
narcolepsy.

| say that the Plaintiff's quality of life has been very seriously curtailed as a result of
her condition. | say that she has suffered significant mental distress, anxiety and worry
arising from the condition, its diagnosis, and the potential implications into the future,
personally, socially and occupationally.

| say that the Plaintiff had always been a high achiever in school. After these injuries
developed, however, she routinely suffered morning fatigue, significant drops in her
concentration and energy levels, which hindered her abilities at college. Throughout
2010, she was observed by her teachers to “zone out” in class and she was required
to miss five or six weeks of school as well as shorten her class times. The medication
contributed to her drowsiness. She was obliged to repeat fifth year. She postponed
sitting her Leaving Certificate in 2011.
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| say that the Plaintiff had previously been excellent at sports and had represented her
school in athletics, cross country running and volleyball. She had represented her
county for the All frelands in cross country running. Following her profound tiredness
and regular cataplectic episodes, she was required to discontinue these activities. This
resulted in a substantial increase in her weight.

| say that despite her disability, the Plaintiff completed a three year Primary Degree in
English and Irish in 2015 and this was not without serious difficulty. She completed
her course at St Pafrick’s College in Drumcondra over a three year period and had to
frequently return home, coming home every weekend and was frequently ilt during
term time. This resulted in increased financial costs. She was unable to work during
the summer months or travel due to the severity of her illness. She is dependent on
her parents for all physical, psychological and economic support. During exam times,
she sought support from the HSE but was told there was nothing available as there
was no precedent in providing this care because of the uniqueness of her situation.
Throughout her college years, she struggled to complete her course and was unable
to sit her second year exam becauseé of a severe cataplexy attack. This attack was so
severe, the College contacted her parents and requested that they come and collect
her. Despite ali of this, the Plaintiff managed to get her degree in the required three
year period.

The Plaintiff had aspirations to train as a primary school teacher and this required a
further two years Masters in Education. In between, she tried to obtain part time work
with children fo gain some experience. She commenced her Masters Degree in
September 2016. This is an online based course with Hibernia College. She attends
one day a week for a full day and has 20 hours tutorials on line, as well as Webinars
per week as a thesis and assignments to complete. She also has had to complete 24
weeks of teaching practice over a 2 year period. Because of the Plaintiff’s disability,
the cost of the Masters and her study commitments have escalated. The Plaintiff has
had to return fo live with her parents resulting in a loss of independence for her. It is
only through her parents’ financial, psychological and physical support that she has
struggled through the second course of the Mastef Degree. The Plaintiff has been
unable to work at any part time jobs which would be the norm for students like her at
her age but because of her health, this has not been feasible and so, the full cost of
the Master's Degree of €14,000 has fallen upon her parents and proved to be a further
financial burden for the family. Furthermore, the Plaintiff has continued to have other
repeated illnesses such as glandular fever and sinus problems as verified by her
Consultant Dr Catherine Crowe. Because of her narcolepsy and cataplexy, the Plaintiff
has been unable to complete assignments on time, needs exira time during the day to
sleep and eat during exam periods. In all, the Plaintiff's life as a College student was
very seriously compromised by her condition of Narcolepsy with Cataplexy. She
suffered nightmares and hallucinatory dreams on a regular basis. The medication she
has been prescribed has reduced this effect over time but she remains constantly tired.
Even now, she can only sleep for approximately 2 12 hours in between doses of Xyrem
and can still remain drowsy and tired on waking. As a result of all these difficulties, the
Plaintiff suffers from anxiety and has had severe difficulty in completing her Master's
Degree.

| say that the Plaintiff did not begin to acquire knowledge of a possible association
between her personal injuries and the Pandemrix vaccine for the purposes of the
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Statute of Limitations Acts, 1957-1991, until after it began to be discussed in the media
and magazine publications from about March 2011.

I say that, in her Personal Injuries Summons, the Plaintiff alleges that negligence and
breaches of duty (including breaches of statutory duty) on the part of the Defendants
and their servants or agents caused the Plaintiff to suffer her severe personal injuries,
damage and loss, and/or that they caused the Plaintiff to lose a material chance of
avoiding some or all of the said personal injuries, damage and loss. The Plaintiff
alleges that the First and Second Named Defendants and/or their servants or agents
were guilty of negligence and breach of duty by:

g)

h)
i)
)
k)

)

Approving and/or adopting the Pandemrix vaccine for a national vaccination
programme; CoL :

Recommending the Pandemrix vaccine;

Administering the Pandemrix vaccine;

Failing to satisfy themselves, sufficiently or at all, as to the risks of injury known to
be associated with the Pandemrix vaccine;

Failing to satisfy themselves, sufficiently or at all, as to the unknown risks of injury
potentially associated with the Pandemrix vaccine;

Failing to seek further information on all the potential risks posed by administration
of the vaccine in this jurisdiction;

Failing to warn, sufficiently or at all, as to the known risks and/or the unknown risks
and/or the uncertainties and/or the potential consequences of receiving the
vaccine;

Failing to approve or recommend alternative vaccines. about which more was
known at the time;

Failing to have regard, sufficiently or at all, to the incidences of genetic
predisposition to narcolepsy;

Failing to provide and/or delaying in the provision of adequate treatment to
ameliorate the physical effects of the disorder;

Failing to provide and/or delaying in the provision of adequate treatment to
ameliorate the effects of the disorder for education;

Failing to provide and/or delaying in the provision of adequate treatment to
ameliorate the effects of the disorder for mental welfare;

m) Failing to advise the public at an earlier date of the association between the

n)

Pandemrix vaccine and narcolepsy and cataplexy.

Failing to offer the Plaintiff an alternative choice of vaccine including the Celvapan
vaccine (non-adjuvanated) and manufactured by Baxter and/or alternatively,
offering the Plaintiff the right to refuse the vaccine with a choice to do so given the
risks involving Pandemrix and in compliance with the Plaintiff's right to bodily
integrity under Article 3 (Right to Integrity of the Person) as per the European
Convention of Human Rights;
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| say that the Plaintiff alleges that the Third Named Defendant is liable to her under the
Liability for Defective Products Act 1991 and that the Third Named Defendant and/or
its servants or agents was and/or were guilty of negligence and breach of duty by:

a) Failing to exercise reasonable care when manufacturing and producing the
Pandemrix vaccine in this jurisdiction;

b) Failing to exercise reasonable care in and around its distribution and supply of the
Pandemrix vaccination in this jurisdiction;

c) Failing sufficiently to investigate the risks potentially associated with the form of
Pandemrix vaccine with Squalene adjuvant which was administered in this
jurisdiction;

d) Failing to test the Pandemrix vaccine, adequately or at all;

e) Failing to test the effects of the vaccine adjuvant, namely Squalene;

f) Failing to warn, sufficiently or at all, as to the associated risks of injury, known and
unknown;

g) Manufacturing the Pandemrix vaccine to include a Squalene adjuvant;

h) Recommending distribution in this jurisdiction of the Pandemrix vaccine with
Squalene adjuvant;

i) Supplying the Pandemrix vaccine with Squalene adjuvant in this jurisdiction;

j) Failing to have any or adequate regard to the risk that the Pandemrix vaccine
and/or the Squalene adjuvant might engender narcolepsy and/or cataplexy;

k) Failing to have regard to demographic incidences of genetic predisposition to
narcolepsy;

l) Failing to advise, caution or warn as to the risk that the said Pandemrix vaccine
might engender narcolepsy and/or cataplexy.

| say that Orders for discovery have been obtained against GSK on 14 July 2016 and
a further Order against the First and Second Named Defendants on 28 November 2016
with a further Order by the Honourable Ms Justice Baker on 28th March 2017 regarding
the modus operandi for e-discovery to be made by the First and Second Named
Defendants.

| say that the within application to join HPRA arises from the initial discovery of 4,500
documents received from the Third Named Defendants by the solicitors for the Plaintiff
on 30 January 2017. | say that this has revealed information of a serious nature which
makes it necessary for the Plaintiff to seek to join HPRA as a Defendant in the within
proceedings. In summary, over several weeks, the Irish Medicines Board (now known
as HPRA) became party to crucial information regarding the respective safety records
of the Pandemrix vaccine and the Arepanrix version of the vaccine, of such striking
difference that any person contemplating taking the Pandemrix vaccine would be likely,
if in receipt of this information, not to choose to have the Pandemrix vaccination.
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| say, by way of preliminary explanation, that there were two vaccines available for use
in Ireland at the relevant time Pandemrix, manufactured by the Third Named
Defendant, and Celvapan, manufactured by Baxter. The vaccine known as Pandemrix
was manufactured in the Third Named Defendant’s premises at Dresden. The same
vaccine, known as Arepanrix, was manufactured in the Third Named Defendant's
premises in Quebec. There were some differences in the manufacturing process as
between Dresden and Quebec.

| say that the discovered documents include an email sent by Louise B. Mannion,
Scientific Advisor at GlaxoSmithKline Ireland to Niamh McArdle, Pharmacovigilance
Executive of GlaxoSmithKline and others, dated 30" October 2009 at 12:40,
highiighting Adverse Events in relation to Pandemrix in Sweden. | beg to refer to a
copy of said email, upon which, marked with the letters and number “GOC2” | have
endorsed my name prior to the swearing hereof.

| say that the discovered documents also include an email sent from Martijn L Akveld,
Scientific Affairs Manager of GlaxoSmithKline to Brenda Corcorcan of the HSE dated
the 29t of October 2009 (Brenda Corcoran being one and the same Dr. Brenda
Corcoran, Consultant in Public Health Medicine for the HSE and the signatory on the
Purchase Agreement between GlaxosmithKline and the Department of Health dated
the 18t of May 2009) fumishing the English Translation for Adverse Events in relation
fo Pandemrix in Sweden with “summary of the information published on the MPA
website (29% October 2009) regarding adverse drug reaction reports in Sweden with
Pandemrix — influenza A (H1N1) vaccine published 29" October 2009. | beg to refer
fo the said email upon which marked with the letters and number “GOC3” | have
endorsed my name prior to the swearing hereof.

| say that the discovered documents also include an email sent Richard T. Kenney of

GlaxoSmithKline dated 12 November 2009 to Carlos A. Leandro (and others)
containing the contents of a communication from Thomas Verstraeten, Managing
Director and Vice President and Head of Biological Clinical Safety and
Pharmacovigilance, GlaxoSmithKline regarding Adverse Events relating to Pandemrix
vs. Arepanrix vs. non-adjuvanted vaccines. | beg o refer to a copy of said email, upon
which, marked with the letters and number “GOCA4” | have endorsed my name prior to
the swearing hereof. The said email states:

“It is our understanding that GSK’s H1N1 pandemic vaccines
are now being administered in at least 19 countries ....The total
number of doses of Pandemrix distributed cumulatively as on 9
Nov is 30.5 million doses to 34 countries. For Arepanrix, the total
number delivered is 6.5 million doses to 1 country (Canada).
Current estimates are that a total of 6.4 million doses have been
administered to date, including 37,300 doses to children and
15,000 doses in (sic) pregnant women...

The total humber of adverse events that have been reported
spontaneously during this review period is 469, mostly from
Finland, Germany, Ireland, Norway, Sweden, UK, and Belgium,




reflecting the known usage patterns. The total number of
adverse events that have been reported spontaneously during
this review period for Arepanrix {antigen source Quebec) is 21,
and all are from Canada, reflecting the known usage pattem.”

26.1 say and am advised that the difference in Adverse Events reported in this email, as

27.

between Pandemrix and Arepanrix is striking: 469 to 21. When one takes into account
the respective distributions and administrations of the two vaccines, the difference
remains striking.

| say that discovery has produced a document headed “H1N1 Enhanced Safety
Review Team (Team 1) Communication on Safety Review for 24th — 30th November
2009", sent from Thomas M. Verstraeten, Vice President and Head of Biological
Clinical Safety and Pharmacovigilance, GSK to Carlos A. Leandro and others, dated 2
December 2009, enclosing specific data regarding Adverse Events relating -to
Pandemrix, Arepanrix and a non-adjuvanted vaccine supplied by GlaxoSmithKline. |
beg to refer to a copy of said document, upon which, marked with the letters and
number “GOCS5” | have endorsed my name prior to the swearing hereof.

The said document records up to that date, doses administered in total of 27 million
including 15 mitlion doses of Pandemrix, 12 million doses of Arepanrix plus adjuvanted
H1N1 vaccine including 840,000 to children and 110,000 to pregnant women.

The document goes on to state:

“The total number of A[dverse] E{vents] reports that have been
reported spontaneously during this review period for Pandemrix
is 1276, mostly from UK, Germmany, France, Denmark,
Switzerland and Sweden. The total number of AE reports that
have been reported spontaneously during this review period for
Arepanrix (antigen source Quebec) is 84, and all are from
Canada. Two reports have been received for the unadjuvanted
vaccine.

As of data lock point 30 November 2009, a search of the
OCEANS safety database identified a total of 4319 AE reports
(3807 Pandemrix, 510 Arepanrix and 2 for the unadjuvanted
vaccine), compared with 2957 reports received by the week
before.” The equivalent figures for SAE are 1,233 (1138 for
Pandmerix, 95 for Arepanrix and 53 reported fatalities. This
records a Serious Adverse Event rate of 75.8 per million for
Pandemrix compared to 7.9 per million for Arepanrix. Despite
such differences, the report concludes that “the risk / benefit
profile of GSK’s H1N1 Pandemic vaccines has not changed and
remains favourable”.

28. | say thatthe document goes on to record that there were 1138 serious adverse events

reported for Pandemrix, 95 for Arepanrix and none for the unajuvanted vaccine. There
were 47 fatal outcomes for Pandemrix, 6 for Arepanrix and none for the unadjuvanted
vaccine. All of the remaining categories are recorded as involving significantly higher
reports for Pandemrix over Arepanrix and the unadjuvanted vaccine as can be seen
by the graph set out hereunder from the said email.
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Anaphylaxis: 141 for Pandemrix, 43 for Arepanrix and O for the unadjuvanted vaccine.

Facial palsy: 12 for Pandemrix, 2 for Arepanrix and O for the unadjuvanted vaccine. ‘

Guillain-Barre syndrome: 3 for Pandemrix, 1 for Arepanrix and 0 for the
unadjuvanted vaccine.

Encephalitis: 2 for Pandemrix, O for Arepanrix and O for the unadjuvanted vaccine.

Demyelinating disorders: 3 for Pandemrix;- 0 for Arepanrix and 0 for the
unadjuvanted vaccine. :

Convulsions: 51 for Pandemrix, 6 for Arepanrix and 0 for the unadjuvanted vaccine.
Neuritis: 6 for Pandemrix, O for Arepanrix and 0 for the unadjuvanted vaccine.

Vasculitis: 10 for Pandemrix, 0 for Arepanrix and 0 for the unadjuvanted vaccine.

| say and am advised by epidemiological experts, that the difference in Adverse
Events reported in this document, as between Pandemrix and Arepanrix and the
unadjuvanated vaccine is striking. When one takes into account the respective
distributions and administrations of the two vaccines, the difference remains striking. |
say further that the difference in Adverse Events between Pandemrix and non-

adjuvanted vaccine is also particularly striking. | say further that the difference between
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reports of Serious Adverse Events for Pandemrix (1138) and Arepanrix (95) is also
striking and that the same is true for the 47 deaths recorded for Pandemrix, in contrast
to the six deaths recorded for Arepanrix and no deaths for the unadjuvanted vaccine.

| say and believe that any person invited to be vaccinated for the H1N1 virus, aware of
these facts, would regard them as material and, if he or she decided to be vaccinated,
would not have elected to have the Pandemrix vaccine, would have exercised their
constitutional right not to have any vaccine or alternatively, would have opted for a
non-adjuvanted vaccine such as Celvapan which is available and manufactured by
Baxter. | say and | believe that, a fortiori, parents would not have permitted their
children to receive the Pandemrix vaccine had they been aware of these facts and
would have exercised their Constitutional Right to refuse the vaccine and/or
alternatively requested the non-adjvanated vaccine Celvapan manufactured by Baxter.

| say that discovery has further revealed that an email was sent from Jean O’Connor

dated 18 Dec 2009, International Communications Business Pariner, Global Clinical
R&D, GSK Biologicals addressed to wav_globalsafetycomms network list 1 of 2,
subject “H1N1 vaccines newsflash® with H1N1 communications availability PDF
communicating public and worldwide information and publicity regarding Pandemrix
and Arepanrix. | beg to refer to a copy of said document, upon which, marked with the
letters and number “GOC6” | have endorsed my name prior to the swearing hereof.
The said document states that it is currently estimated that a minimum of 44.8 million
doses have been administered to date — 31.3 million doses of Pandemrix and 13.5
million doses of Arepanrix and non-adjuvenated H1N1 vaccine, including at least 1.2
million doses to children and 132,000 doses to pregnant women. The document goes
on to state:

“The total number of A[dverse] Efvents] that have been recorded
to GSK spontaneously during this review period for Pandemrix
(antigen source Dresden) is 1,880, mostly from Germany, the
UK, Greece and France, reflecting the known usage patterns.
The total number for Arepanrix (antigen source Quebec) is 22
from Canada. No reports have been received for unadjuvanted
vaccine.”

| say and am advised that parents, on being informed of this vast difference in adverse

events as between those persons to whom Pandemrix had been given and those
persons to whom Arepanrix had been given, or alternatively the persons to whom
Celvapan had been given with due regard to the total numbers of doses respectively
administered, would not have given their consent to the administration of Pandemrix
to their children.

| say that the discovered material includes an email sent from Maeveanne McHugh,
Pharmacovigilance, Quality and Compliance Manager with GlaxoSmithKline Ireland
addressed to Kevin O’'Donnell, Aoife Farrell, Joan Gilvarry, Aimath Spooner, Niamh




Arthur and Nigel Fox all of the Irish Medicines Board dated 30 December 2009 at
11:02. | beg to refer to a copy of said document, upon which, marked with the letters
and number “GOC7” | have endorsed my name prior to the swearing hereof. The
document comprises GSK’s Enhanced Safety Review Team’s Report for week 53 (22
fo 28 December 2009). It states that GSK estimates that 48 million doses of Pandemrix
and 13.8 million doses of Arepanrix plus unadjuvanted H1N1 vaccine have been
administered to date. it goes on to state that, as of data lock point 14 December 2009,
a search of the OCEANS safety database identified total of 12766 Adverse Events
reports: 12180 for Pandemrix, 584 for Arepanrix and 2 for the unadjuvanted vaccine.
It goes on to set out a Summary of Spontaneous Adverse Event Reports: Data Lock
Point 28 December 2009. In every one of the fifteen categories it fists, the incidents of
Adverse Events for Pandemrix is far greater than that for Arepanrix, taking account the
respective volumes of administration of each vaccine. The list includes the following
data in its first six categories as depicted in the graph set out hereunder:
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All Adverse Events: 12180 for Pandemrix, 584 for Arepanrix and 2 for
the unadjuvanted vaccine.
Serious Adverse Events: 3280 for Pandemrix, 108 for Arepanrix and 0 for
the unadjuvanted vaccine.
Fatal outcomes: 107 for Pandemrix, 6 for Arepanrix and O for the
unadjuvanted vaccine

Drug exposure during pregnancy: 214 for Pandemrix, 27 for Arepanrix and 0 for
' the unadjuvanted vaccine

Stilibirth: 8 for Pandemrix, O for Arepanrix and O for the
unadjuvanted vaccine
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Spontaneous abortion:

30 for Pandemrix, 0 for Arepanrix and 0 for the
unadjuvanted vaccine

The list proceeds to list nine categories under the heading “AESIs” (Adverse Events of

Special Interest):

Anaphylaxis:

Facial palsy:

Guillain-Barre syndrome:

Encephalitis:
Demyelination:

Convulsions:
Vasculitis:

Vaccination failure:

264 for Pandemrix, 47 for Arepanrix and O for the
unadjuvanted vaccine

35 for Pandemrix, 2 for Arepanrix and 0 for the
unadjuvanted vaccine .

28 for Pandemrix, 4 for Arepanrix and 0 for the
unadjuvanted vaccine

7 for Pandemrix, 0 for Arepanrix and O for the
unadjuvanted vaccine

18 for Pandemrix, O for Arepanrix and O for the
unadjuvanted vaccine

214 for Pandemrix, 7 for Arepanrix and 0 for fhe
unadjuvanted vaccine

11 for Pandemrix, 0 for Arepanrix and O for the
unadjuvanted vaccine

21 for Pandemrix, O for Arepanrix and 0 for the
unadjuvanted vaccine '

18 for Pandemrix, 0 for Arepanrix and 0 for the
unadjuvanted vaccine

| say that these consistent huge disparities as between the safety of Pandemrix and

Arepanrix, if known to parents, would have encouraged parents not to consent to
have their children vaccinated with Pandemrix. What is clear is that is ratio of
reporting of harms in the two different vaccines is strikingly different, and even more
so when including the non-adjuvanted vaccine. For example, using doses
administered as at the 30% of November 2009 (email 2™ of December 2009) and
numbers reported in the email of the 30% of December 2009, the figures show that
Serious Adverse Events for Pandemrix in the 2™ of December 2009 stood at 1138
with 95 for Arepanrix and Zero for the non-aduvuanted vaccine. By the 30" of
December 2009 Serious Adverse Events for Pandemrix had escalated to 3280 and
only an additional 13 Serious Adverse Events for Arepanrix (previous figure being 95)
and again zero for the non adjuvanted vaccine.




35.1 say that the discovered material includes an email from Niamh McArdle,

Pharmacovigilance Executive of GlaxoSmithKline to Kevin O'Donnell, Aoife Farrell,
Joan Gilvarry, Almath Spooner, Niamh Arthur and Nigel Fox of the Irish Medicines
Board dated 27 January 2010. | beg to refer to a copy of said document, upon which,
marked with the letters and number “GOC8” | have endorsed my name prior to the
swearing hereof. The document comprises GSK’s Enhanced Safety Review Team’s
- Report for19 to 25 January 2010. It states that GSK estimates that a minimum of 61
million doses of Pandemrix, 14 million doses of Arepanrix plus unadjuvanted H1N1
vaccine have been administered to date. It states further that the total number of
Adverse Events reported spontaneously during the review period for Pandemrix is 652,
mostly from the UK, Ireland and the Netherlands. The total number of Adverse Events
reported spontaneously during the period for Arepanrix is 4. No report has been

received for the unadjuvanted vaccine. It goes on to state that, as of data lock point 25
January 2010, a search of the OCEANS safety database identified total of 16170
Adverse Events reports: 15552 for Pandemr

ix, 615 for Arepanrix and 3 for the
unadjuvanted vaccine. It goes on to set

out what constitutes a summmary of
spontaneous Adverse Event reports. In every one of the fifteen categories it lists, the
incidence of adverse events for Pandemrix is far greater than that for Arepanrix, taking

account the respective volumes of administration_ of each vaccine. The list includes the
following data in its first six categories as depicted in the graph set out hereunder:
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All Adverse Events:

15552 for Pandemrix, 615 for Arepanrix and 3 for
unadjuvanted vaccine

Serious Adverse Events: 4094 for Pandemrix, 116 for Arepanrix and 0
for unadjuvanted vaccine

Fatal Qufcomes: 132 for Pandemrix, 7 for Arepanrix and 0 for

the unadjuvated vaccine.



Drug Exposure Buring Pregnancy:

 still Birth:

Spontaneous Abortion:

262 for Pandemrix, 28 for Arepanrix and 0 for
the unadjuvanted vaccine.

18 for Pandemrix, 1 for Arepanrix and O for the
unadjuvanted vaccine.

43 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

The list proceeds to list nine categories under the heading “AESIs” (Adverse Events of

Special Interest):

Anaphylaxis:

Facial Palsy:

Guillain-Barre syndrome:

Encephalitis:

Demyelination:

Convulsions:

Neuritis:

- Vasculitis:

Vaccination Failure:

287 for Pandemrix, 48 for Arepanrix and 0 for
the unadjuvanted vaccine.

. 43 for Pandemrix, 2 for Arepanrix and O for

the unadjuvanted vaccine.

52 for Pandemrix, 4 for Arepanrix and 0 for
the unadjuvanted vaccine.

9 for Pandemrix, O for Arepanrix and 0 for the
unadjuvanted vaccine.

31 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

256 for Pandemrix, 7 for Arepanrix and O for
the unadjuvanted vaccine.

12 for Pandemrix, 0 for Arepanrix and O for
the unadjuvanted vaccine.

28 for Pandemrix, 1 for Arepanrix and O for
the unadjuvanted vaccine :

27 for Pandemrix, 0 for Arepanrix and O for
the unadjuvanted vaccine.

36.1 say and am advised that any person, on being informed of these facts, would not
have chosen to be vaccinated with Pandemrix; | am advised that parents in particular
would not have consented to have their children vaccinated with Pandemrix.

37. | say that discovery disclosed an email from Aurélie Delaigle (Biological, BE) dated 3
February 2010 to Carlos Arturo Leandro — Calderon and others subject “H1N1




Enhanced Safety Review Team”. | beg to refer to a copy of said document, upon which,
marked with the letters and number “GOC9" | have endorsed my name prior to the
swearing hereof. The document comprises a summary of the HIN1 pandemic vaccines
safety review for Week 5 2010 and covers cumulative safety data reported to GSK up
to 27 January 2010. it states that GSK estimates that about 62 million doses of
Pandemrix, 14 million doses of Arepanrix plus unadjuvanted H1N1 vaccine have been
administered to date. It goes on fo state that, as of data lock point 27 January 2010, a
search of the OCEANS safety database identified total of 16280 Adverse Events
reports: 15662 for Pandemrix, 615 for Arepanrix and 3 for the unadjuvanted vaccine.
it goes on to set out what consfitutes a summary of Spontaneous Adverse Event
reports. In every one of the twelve categories it lists, the incidence of adverse events
for Pandemrix is far greater than that for Arepanrix, taking account the respective
volumes of administration of each vaccine. The list includes the following data in its
first three categories as depicted in the graph also set out hereunder:
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All Adverse Events: 15662 for Pandemrix, 615 for Arepanrix and 3

for the unadjuvanted vaccine.

Serious Adverse Events: 4156 for Pandemrix, 116 for Arepanrix and 0
for the unadjuvanted vaccine.

Fatal Outcomes: 136 for Pandemrix, 7 for Arepanrix and 0 for
the unadjuvanted vaccine.
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The list proceeds fo list nine categories under the heading “AESIs” (Adverse Events of
Special Interest):

Anaphylaxis: 210 for Pandemrix, 48 for Arepanrix and 0 for t
the unadjuvanted vaccine.

Facial palsy: 50 for Pandemrix, 2 for Arepanrix and O for
the unadjuvanted vaccine.

Guillain-Barre syndrome: 55 for Pandemrix, 4 for Arepanrix and 0 for t
the unadjuvanted vaccine.

Encephalifis: 11 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

Demyelination: 40 for Pandemrix, 0 for Arepanrix and O for
' the unadjuvanted vaccine.

Convulsions: 299 for Pandemrix, 7 for Arepanrix and 0 for
the unadjuvanted vaccine. ’

Neuritis: 12 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

Vasculatis: 30 for Pandemrix, 1 for Arepanrix and 0 for
the unadjuvanted vaccine

Vaccination Failure: 27 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

| say further that discovery disclosed an email from Niamh McArdle,
Pharmacovigilance Executive of GlaxoSmithKline to Kevin O’Donnell, Aoife Farrell,
Joan Gilvarry, Aimath Spooner, Niamh Arthur and Nigel Fox, all of the Irish Medicines
Board, dated 10 February 2010. | beg to refer to a copy of said document, upon which,
marked with the letters and number “GOC10” | have endorsed my name prior to the
swearing hereof. The document comprises a summary of the H1N1 pandemic vaccines
safety review for Week 6 2010 and covers cumulative safety data reported to GSK up
to 3 February 2010. It states that GSK estimates that 64 million doses of Pandemrix,
15 million doses of Arepanrix plus unadjuvanted H1N1 vaccine have been
administered to date. It goes on to state that, as of data lock point 3 February 2010, a
search of the OCEANS safety database identified total of 16578 Adverse Events
reports: 15933 for Pandemrix, 642 for Arepanrix and 3 for the unadjuvanted vaccine.
It goes on to set out what constitutes a summary of spontaneous Adverse Event
reports. In every one of the twelve categories it lists, the incidence of adverse events
for Pandemrix is far greater than that for Arepanrix, taking account the respective
volumes of administration of each vaccine. The list includes the following data in its
first three categories as depicted in the graph set out hereunder:
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All Adverse Events:

Serious Adverse Events:

" Fatal Qufcomes:

15933 for Pandemrix, 642 for Arepanrix and 3 for
the unadjuvanted vaccine.

4291 for Pandemrix, 140 for Arepanrix and 0
for the unadjuvanted vaccine.

142 for Pandemrix,
the unadjuvanted vaccine,

The list proceeds fo list nine categories under the heading "AESIs” (Adverse Events of

Special Interest):

Anaphyiaxis:

Facial palsy:

Guillain-Barre Syndrome:

Encephalitis:

Demyelination:

Convulsions:

300 for Pandemrix, 61 for Arepanrix and 0 for
the unadjuvanted vaccine.

46 for Pandemrix, 3 for Arepanrix and 0 for
the unadjuvanted vaccine.

57 for Pandemrix, 26 for Arepanrix and 0 for
the unadjuvanted vaccine.

10 for Pandemrix, 0 for Arepanrix and 0 for t
the unadjuvanted vaccine.

32 for Pandemrix, 0 for Arepanrix and 0 for
the unadjuvanted vaccine.

27T for Pandemrix, 7 for Arepanrix and 0 for
the unadjuvanted vaccine.

7 for Arepanrix and 0 for-
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40.

6 N'ﬁn{ber of new reports in the last 2 weeks

Neuritis: 12 for Pandemrix, 1 for Arepanrix and 0
for the unadjuvanted vaccine.

Vasculitis: 30 for Pandemrix, 1 for Arepanrix and 0 for
the unadjuvanted vaccine

Vaccination Failure: 28 for Pandemrix, 0 for Arepanrix and 0
for the unadjuvanted vaccine.

| say and am advised that it is clear from the foregoing emails and the data on Adverse
Events collated by the Third Named Defendant, that the instances of Serious Adverse
Events arising from the use of the Pandemrix Vaccine were several times more
frequent than those with the Arepanrix/Quebec version of the vaccine.

I say further that discovery disclosed an email dated 24% of February 2010 from Ciara
Rafferty Quality and Pharmacovigilance officer of GlaxoSmithKline to Kevin O'Donnell
at Irish Medicines Board, Aoife Farrell, Joan Galvary, Aimath Spooner, Niamh Arthur

and Nigel Foxx all of lrish Medicines Board and | beg to refer to a copy of the said’

document from which marked with the letters and number “GOC11”. | have endorsed
my name prior to swearing hereof. The email confirms that “GSK estimates that
approximately 81 million doses have been administered — 66 million doses of
Pandemrix, 15 million doses of Arepanrix plus unadjuvanted H1N1 vaccine including
at least 4.2 million doses to children and 390,000 doses to pregnant women”. It goes
on to give a summary of that as of the 17 of February 2010, a search of the OCEANS
safety data base identified a total of 17,446 Adverse Event Reports (16,772
Pandemrix, 671 Arepanrix and 3 for the unadjuvanted vaccine). This shows the
instance of Adverse Events for Pandemrix is far greater than that of Arepanrix taking
into account the respective volumes of administration of each vaceine but in particular,
the non adjuvanted vaccine. The list includes the following data in the first three
categories as depicted in the graph set out hereunder:
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All Adverse Events: Pandemrix- 16,772 (839 reported in the previous fwo weeks),
Arepanrix- 671 with (29 reporting the previous two weeks) and 3 for the
unadjuvanted swine flu vaccine with (zero) reported in the previous two weeks.

Serious Adverse Events: Pandemrix - 4,619 (328 in the previous two weeks)
Arepanrix — 159 (19 in the previous two weeks) and zero for the unadjuvanted
swine flu vaccine. '

In the remaining categories including fatal outcomes, we have the following figures.

Fatal outcomes:

Pandemrix - 156 (14 in the previous two weeks)
Arepanrix - 10 (3 in the previous two weeks)
Swine flu non adjuvanted - zero

AESIS

Anaphylaxis: Pandemrix 308 (with 8 in the previous two weeks) Arepanrix 61 (with
zero in the previous two weeks) and zero for the unadjuvanted swine flu vaccine.

Facial Palsy: Pandemrix 52 (6 in the previous two weeks) Arepanrix 3 (zero
instance in the previous two weeks) and non adjuvanted swine flu zero.

Guillain-Barre syndrome: Pandemrix 62 (with 11 in the previous two weeks),
Arepanrix 28 (with 2 instances in the previous two weeks) and zero for the non
adjuvanted swine flu vaccine.

Encephalitis: Pandemrix 11 (with 1 instance in the previous two weeks) and zero
for both Arepanrix and the non-adjuvanted swine flu vaccine.

Demylination: Pandemrix 40 cases (with 8 occurring in the previous two Weeks)
and zero for both Arepanrix and non-adjuvanted swine flu vaccine.

Convulsions: Pandemrix 287 (with 10 in the previous two weeks), Arepanrix 7 (with
zero in the previous two weeks) and zero for the non-adjuvanted swine flu vaccine.

Neuritis: Pandemrix 13 (with 1 instance in the previous two weeks) and 1 instance
for Arepanrix (with further 1 instance in the previous two weeks) and zero for the
non-adjuvanted swine flu vaccine.

Vasculitis: Pandemrix 32 (with 2 instances in the previous two weeks), 1 for
Arepanrix (with 1 further instance in the previous two weeks) and zero for the non-
adjuvanted swine flu vaccine.

Vaccination failure: Pandemrix 29 (with 1 instance in the previous two weeks) and
zero for both Arepanrix and the non-adjuvanted swine flu vaccine.

41. | say and | am advised that it is clear from the foregoing email and the data on Adverse
Events collated by the Third Named Defendant that the instances of Serious Adverse
Events arising from the use of Pandemrix were several times more frequent than those
with the Arepanrix/ Quebec version and the non-adjuvanted swine flu vaccine
manufactured by GSK also.

42.1 say further that discovery disclosed an email from Ciara Rafferty Quality and
Pharmacovigilance officer of GlaxoSmithKiine Ireland dated the 3 of March 2010 to




Kevin O’'Donnell, Aoife Farrell, Joan Galvary, Aimath Spooner, Niamh Arthur, and Nigel
_ Fox all of the Irish Medicines Board. | beg to refer to a copy of the said documents
* upon which marked with the letter “GOC12”. | have endorsed my name prior to
swearing hereof.

Again, the document comprises a summary of the H1N1 Pandemic vaccine safety
review for week 8 of 2010. It states that of all the vaccines defivered worldwide by
GlaxoSmithKline, 82 million doses had been administered up to that date namely 67
million doses of Pandemrix, 15 million doses of Arepanrix plus non-adjuvanted H1N1
vaccine including 4.2 million doses to children and 400,000 doses to pregnant women.
Reviewing a search of the OCEANS safety data base identified 17,083 Adverse Event
reports for Pandemrix, 702 Adverse Event reports for Arepanrix and 3 for the non-
adjuvanted vaccine. A copy of the graph of Adverse Events to include Serious Adverse
Events in relation to this safety data base for week 10 of 2010 is set out below setting
out the categories as referred to in previous paragraphs hereof:
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What is clear from the data on Adverse Events collated by the Third Named Defendant
at this stage, is that the instance of Serious Adverse Events arising from the use of the
Pandemrix vaccine were several times higher than the Arepanrix/ Quebec version and

the non-adjuvanted vaccine also manufactured by GlaxoSmithKline as the graph for
the said email depicts above. ‘

43. | further say that had any person on being informed of the above data would not have
chosen to be vaccinated with Pandemrix and also that parents in particular, would not -
have consented to have their children vaccinated with Pandemrix.

44.] say that the discovered material also includes an email from Maeveann McHugh
dated 17" of March 2010 addressed to Kevin O’'Donnell, Aoife Farrell, Joan Gilvary,
Almath Spooner, Niamh Arthur and Nigel Fox all of the Irish Medicines Board. | beg to
refer to a copy of the said document upon which marked with the letter “GOC13". |
have endorsed my name prior to swearing hereof.

The document comprises GSK's enhanced safety review team’s report for week 11 of
2010. At that time, GSK estimated that 69 million doses of Pandemrix had been
administered, 16 million doses of Arepanrix plus non-adjuvanted swine flu vaccine
including 4.2 million doses to children and 410,000 doses to pregnant women. As of
the data lock point 10" of March 2010, it reveals that a search of the OCEANS safety
data base identified a total of 18,156 Adverse Events including 17,431 Pandemrix, 725
Arepanrix and 3 for the non-adjuvanted swine flu vaccine. A graph depicted in the
email as set out below sets out all Adverse Events and Serious Adverse Events but in
particular Adverse Events under particular categories as per previous emails.
However, what is clear is that the graph below also sets out the instances of related
Adverse Events in the particular category for each vaccine in the previous two weeks.
It is clear that Pandemrix with Serious Adverse Events of 4,903 with 155 reported in
the previous two weeks, as against 166 with Arepanrix with only 4 instances reported
in the previous two weeks, and zero Adverse Events in every category with the non-
adjuvanted swine flu shows, that the disparities between Pandemrix, Arepanrix but in
particular the non-adjuvanted swine flu vaccine is dramatic. If such safety concerns
regarding Pandemrix had been known to the general populous but in particular
parents, they would not have consented to having their children vaccinated with

Pandemrix.
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45, Finally | say that a further email was discovered from Ciara Rafferty dated 31 of
March 2010 addressed to Kevin O’Donnell, Aoife Farrell, Joan Gilvarry, Almath
Spooner, Niamh Arthur and Nigel Fox all of the Irish Medicines Board and | beg fo refer
to a copy of the said document upon which marked with the letter “GOC14”. | have
endorsed my name prior to swearing hereof. <%

This document reveals GSK's enhanced safety review team report for week 13 in 2010.
According to a search of the OCEANS safety data base but in particular, 87 million
doses of the vaccine manufactured by GSK was administered but in particular, 70
million doses of Pandemrix, 17 million doses of Arepanrix plus the non-adjuvanted
vaccine including 4.4 million doses to children and 420,000 doses to pregnant women.

As per the graph below, exhibited in the email, it's clear that Serious Adverse Events
per Pandemrix numbers are considerably higher than those of Arepanrix and the non-
adjuvanted swine flu vaccine. According to the data lock point for the 24" of March -

2010, a search of the OCEANS database identified a total of 17,840 Adverse Event
reports for Pandemrix, 808 for Arepanrix and 3 for non-adjuvanted swine flu vaccine.
It is clear from the graph attached below (including the number of new reports in each
category of the previous two weeks), that Serious Adverse Events for Pandemrix at
5,069 (with 166 Events occurring in the previous two weeks) is extraordinarily high
compared with 170 Serious Adverse Events for Arepanrix (with a mere 4 in the
previous two weeks) and a consistent zero for the non-adjuvanted swine flu vaccine in

every category.
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46. Again, there's huge disparities between safety for Pandemrix and Arepanrix and if
known to parents, they would not have encouraged their children to be vaccinated with
Pandemrix.

In conclusion, the data fumished in the above emails from the 29% of October 2009
and in particular up to and including 30% of December 2009 to the Irish Medicines
Board and thereafter, shows a startlingly different reporting gradient for serious harm
for the two vaccines. In particular, for example, although not reported throughout, the
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48.

49.

risk of Spontaneous Abortion occurring in a pregnant recipient of Pandemrix was a
nearly 50 fold higher, than in the Arepanrix recipients.

| say and believe that the discovered material does not indicate that the Irish Medicines
Board made the information contained in the aforesaid emails and documents
available to the First and Second Named Defendants immediately it was in receipt of
the said information, in compliance with their statutory obligations, or at all. The
National Public Health Emergency Team (NPHET) was set up by the Department of
Health to oversee the issue and administration of the pandemic vaccines. A
representative of the Irish Medicines Board attended alf of the meetings of the NPHET
and the Plaintiff is awaiting discovery of reports submitted at each meeting. It appears
clear, however, from documents already discovered that no minutes were recorded
regarding Adverse Events regarding Pandemrix at these meetings which were set up
to monitor and oversee the issue and administration of the swine flu vaccine.

I say further that, although Dr. Joan Gilvarry of the Irish Medicines Board attended alil
HSE meetings relating to the swine flu vaccine from 22 October 2009 onwards, there
is no record in the minutes of her having referred to the contents of these emails and
data. In this regard, | would refer to the minutes of the meetings of the NPHET
meetings of the 7 and 21st of January 2010 upon which marked with the letters
“GOC15” | have endorsed my name prior to the swearing hereof.

| say that the legislation establishing the Irish Medicines Board, the Irish Medicines
Board Act 1995, prescribed a range of functions for the Board in section 4, which
include:

Licensing the manufacture, preparation, importation, distribution and sale of
medicinal products,

Exercising certain powers under Council Directive No. 65/65/EEC as amended,

Establishing and administering a service for obtaining and assessing
information as regards the safety, quality and efficacy of medicinal products,

Establishing and administering a service for obtaining and assessing reports of
any adverse effects of medicinal products in use in the State,

Advising the Minister for Health and others concerned as to the precautions
and restrictions, if any, subject to which medicinal products may be marketed
or continued in use in the State,

Arranging for the collection and dissemination of information relating to
medicinal products, including, in particular, information concerning the
pharmacological classification and therapeutic efficacy of such products,
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51.

52.

53.

Furnishing, whenever requested by the Minister, advice to the Minister in
relation to the licensing of the manufacture, importation, distribution and sale
of medicinal products and in relation to the standards of manufacturing practice
(including quality control) of medicinal products, and

Furnishing, whenever it so thinks fit or is requested by the Minister, advice to
the Minister in relation to any matter connected with the functions or activities
of, or the services provided by, the Board.

| say that | am advised, and so believe, that the Irish Medicines Board (now the
HPRA), at all relevant times, in the discharge of its functions, owed the Plaintiff a duty
of care and a statutory duty in respect of her health and bodily integrity and her
constitutional rights thereto.

| say and believe that the Irish Medicines Board, in the discharge of its statutory
functions and of its duty of care to the Plaintiff, as a person to whom the Pandemrix
vaccine was administered with the approval of the Irish Medicines Board, owed duties
to monitor and advise upon (i) the safety and appropriateness for use of the vaccine
by the Plaintiff, and (i) the activities of the First and Second Named Defendants in
respect of the administration of the said vaccine, so far as such activities might impact
on the health or bodily integrity of the Plaintiff and (iii) that HPRA, as an organ of the
State, owed the Plaintiff the duty to respect and protect her constitutional rights, in
particular her rights to health, bodily integrity, autonomy and dignity under Article
40.3.1 of the Constitution and her right to the person under Article 40.3.2, and a duty
to perform its functions in a manner compatible with the State’s obligations to respect
and protect her rights under the European Convention on Human Rights, in particular
her rights under Articles 3 and 8 thereof. | say and am advised further that the manner
in which HPRA performed its functions breached the said duties.

| say and believe that weekly assessments were carried out by the Second Named
Defendant regarding the incidence of swine flu vaccines in Ireland from week
42/October 2009 onwards. | say and believe that, during the relevant period, when
Pandemrix was being administered throughout the Country on the prompting of the
Second Named Defendant, the incidents of confirmed new cases of H1N1 was falling
away. Indeed, the week after the vaccination programme began in week 42 of 2009,
the swine fiu incidents began to fall and flat lined by the end of December 2009. In that
regard | beg to refer to the 2008 HPSE Annual Report upon which marked with the
letter and number “GOC16" | have endorsed my name prior to the swearing hereof.

| say and believe that the Second Named Defendant prepared, produced and
distributed two pamphlets, designed to encourage resort fo the Pandemrix vaccine on
amassive scale. |sayand believe that the Irish Medicines Board had a duty to apprise
itself of the contents of these brochures, to advise on their accuracy and on their
compliance, or otherwise, with the duty on the part of the Second Named Defendants
to ensure that those receiving the Pandemrix vaccine would be in a position to give
their informed consent thereto, and to ensure that parents would be in the position to
provide a properly informed consent to have the vaccine administered to their children.




54. | say that the first brochure, a four-page document, was distributed in October 2009
and that the second, a more in-depth, eight-page document, was distributed in
November 2009. The second pamphlet, entitled, “Swine Flu: It Stops with You”,
contains material relating to the HSE's vaccination programme. It includes the
following passages:

“Do I need one or fwo doses of vaccine?

There are two different makes of vaccine being used in lIreland;
Pandemrix (manufactured by GSK) and Celvapan (manufactured by
Baxter). The National Immunisation Advisory Committee has confirmed
that for the Pandemrix vaccine, one dose of the vaccine will be enough
to protect most people from Swine Flu. Both vaccines are considered
o be equally effective and have the same safety profile.”

“Does everyone need fo get the vaccine?

We intend to offer the vaccine o everyone in Ireland. If you have had
flu since April, you should still get the vaccine, as it may not have been
the Pandemic H1N1 2009 or Swine Flu virus. If you have had a
confirmed positive lab test for Swine Flu or Pandemic H1N1 2009, you
do not need the vaccine.”

“Are the Swine Flu vaccines safe?

Yes, the two Swine Flu vaccines being used in Ireland, Pandemrix and
Celvapan, are both licensed by the Irish Medicines Board and have
been given to millions of people across Europe already this year.

Reactions have been as expected and similar to seasonal flu vaccines,
which have been used for more than 60 years. Serious side effects or
allergic reactions are very rare and the Swine Flu vaccine cannot give
you Swine Flu.”

“What can | expect after vaccination?

The most common side effects being seen are mild and may include
soreness, redness or swelling where the injection was given.
Headache, fever, aches, a mild rash and tiredness may occur. Some

- people may have mild sweating and shivering as their immune system
responds to the vaccine, but this is not Swine Flu and will pass after a
day or so. Severe or life threatening allergic reactions to vaccines are
very rare.

What if | don't feel well after vaccination?

Take paracetamol if you or your child has a fever or any pain where the
injection was given. Avoid clothes rubbing against the injection area and
drink plenty of fluids. Remember, if you or your child is unwell after
getting a vaccine, don’t assume the vaccine is the cause - it could be
for some other reason, and take medical advice if needed.”




In that regard | beg to refer to the HSE pamphlets of October and November 2009
upon which marked with the letters “GOC 17" | have endorsed my name prior to the
swearing hereof.

55. | am advised and believe that most people reading the brochure, including those
intended by the First and Second Named Defendants to take the Pandemrix vaccine
or to provide their consent, as parents, to their children taking it, would believe:

) that everyone except those with a confirmed lab test for Swine
Flu or Pandemic H1N1 2009 needed to get the vaccine;

(i) that it was safe to use Pandemrix;

(i)  that Pandemrix had been appropriately tested and had passed
the test of safety;

(iv)  that Pandemrix and Celvapan were equally safe;

'\ that the National Immunisation Advisory Commitiee had
confirmed that, -for the Pandemrix vaccine, one dose of the
vaccine would be enough to protect most people from Swine
Flu, whereas Celvapan required two doses.; -

(vi) that it had been established that serious side effects or allergic
reactions to using Pandemrix were very rare;

(vii)y That parents, finding their child to be unwell after getting a
vaccine, should not assume that the vaccine was the cause.

56. | say and am advised that the reality, known to the Irish Medicines Board, was that
not all of these conclusions were warranted and that the Pandemrix vaccine had been
inadequately tested on children and had not been tested on adolescents at all prior to
its being licensed. |say and am advised further that the Irish Medicines Board knew
or ought to have known that parents, if they had been informed of the facts regarding
the lack of prior tests on children and adolescents, would be likely to have refused the
administration of Pandemrix to their children. | say and am advised further that the Irish
Medicines Board was or became aware of the huge disparities in Adverse Events as

. between Pandemrix and Arepanrix and as between Pandemrix and the unadjuvanted
vaccine. | say and believe that the discovered documentation to date, while indicating
that the Irish Medicines Board had the relevant information, contains no indication that
it advised the First Named Defendant or the Second Named Defendant of these facts,
or of the safety significance thereof or of the implications for parents and other in
respect of the Pandemrix vaccination.

57. | say and believe, and am so advised, that, by virtue of the information that has only
now become available to the Plaintiff through Discovery, set out above, and in the light
of the statutory and common law obligations of HPRA (formerly the Irish Medicines
Board), it is necessary that HPRA be joined as a Defendant in the within proceedings.

| say that | have engaged in preliminary correspondence with the Solicitors for HPRA
regarding their liability in the matter, but it is fair to say, that the said correspondence
indicates that HPRA will not be admitting that they have any culpability in the matter.




58. Accordingly, | pray this Honourable Court for an Order in terms of the Notice of Motion
herein.

=
SWORN by Gillian O'Connor this 2% day of <
9 Methhowng. Aquond JmiMbed D ubivn ™
2017 at  before me a-Commissionerfor-Oaths/Practising
Solicitor and | know the Deponent.

AP

COMMISSIONER ———FOGR—OATHS/PRACTISING
SOLICITOR

Nl 4 y RN
Gillian O’é)nnor

This Affidavit is filed by Augustus Cullen Law, Solicitors, 7 Wentworth Place, Wicklow on
behailf of the Plaintiff.
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BIOLOGICALS S.A.
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AFFIDAVIT OF GILLIAN O’'CONNOR




Exhibit "GOC 1" referred to in the Affidavit of Gillian O'Connor

N
Sworn on the 9\% day of June 2017

Signed:
Gillian O’Connor

Signed: ' :
-eommissioner for Oaths/Practising Solicitor




) | THE HIGH COURT

BETWEEN:

RECORD NO:

AGIFE BENNETT
PLAINTIFF

AND
THE MINISTER FOR HEALTH AND CHILDRENR, THE HEALTH SERVICE
EXECUTIVE, ARD
GLAXOSMITHKLINE BIOL OGICALS S.A. :

"ﬁ DEFENDANTS,

g & 3}3 ' PERSONAL INJURIES SUMBMONS

GlaxoSmithKiine Biologicals S.A.,
having its registered office at

Rue de LInsfitut 89,

B-1330 Rixensari,

Belgium .

This Personal Injuries Summons requires you fo enfer an Appearance in person or
by Solicitar in the Cenfral'Office, Four Carts, Dublfin 7, Ireland in the above aciion
within five weeks after this Notice of Surnmons / Surnmons has been served on you

{exclusive of the day of such service).

ANB TAKE NOTICE that f you do riof enter an Appearanue the Piamhﬁ‘ may

- proceed in {his action and Judgment may be given in your absence.

' BYORDER

‘r,I’

The Honourable Susan Denham, Ghief Jusfice of Ireland
The _day of A 2m) Tuio Thousand and Twelve

NB This Summons is o be served within fwelve calendar months from the date
hereof unless the fime for service has been extended by the Courl. The Defendant
may appeatfo this Summons by enfering an Appeararice either persenally or by
Solicitor at the Cenfral Office, Four Courts, Dublin 7.
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- INDORSEMENT OF CLAIM

-1. The Plainfiff ordinarily resides at 165 Lakefands, Naas, Co. Kidare. She
brings these proceedings seeking damages for sefious personal injuries,
damage, and loss suffered by her in consequetice of having received fhe
Pandemrix vaccine produced by the Third Named Defendant and purchased,

- approved, and administered in this jurisdiction by fhe First and Second
Named Defendants and jfs seyvants or agents.

2. The First Named Defendant is & Minister sole, having his registered office at
- Hawkins House, Hawkins Streef, Dublin 2. The First Named Defendant is
responsible for the governance, operation, and management of the public
hiealth and medical system in freland, and he is entrusted with a duty o fake
all reasonable steps to ensure the safe administration of pub!’c health and

medical senvices in the State.

3. The Second Named Defendant is a statutory health authority, estabﬁshed
within {fre State by Section 6 of the HealfrAct; 2004, whose duty, under and
by virfus of the Healft1 Acts, 1847-2004, as amended, Is o provide and
adminisfer health services within the State. At all the material fimes herein,

" fhe Second Named Defendant was Infer alfa responsible for the provision of
public health and medical services in the State, as well as the provision of
appropiiate advice and the promofion of health. .

4. The First and Second Naméd Defendants owed the Plainfiff dufies of care in
and arotind thelr decision to recommend and administer the Pandemrix
- vaccine in this jurisdiction. They owed the Plainfiff further, dufies in and around
the advice they gave and caused fo be given with respect to the Pandemrix
vaccine and ifs pofenfial effects and risks of injury. They owed the Plainfif
further duties in 2nd around administration of the vaccine through their
servants or agents. They owed the Plainfif furihier dufies in and around their
fesponse o health complicafions and Injuries suffered in consequence of |
having received the said vaccine.

5. The Third Named Defendant is the producer of the Pahdemiix vacgine
administered in this juisdiction in the circumstances parficularised herein. At
all the material fimes, the said vaccine was a product and the Defendant was
its producer for the purposes of the Liability for Defecfive Products Act, 1991.
The Third Named Defendant owed the Plainfiff additional duties of care to
{ake all reasonable steps to ensure the safely of its produck, and o
investigafe sufficiently the assoclated risks of injury, and o wam purchasers

- and users of the vaccine as fo the risks of injury, known and unknown.

6. The Defendants are direcHly and/or vicariously liable to compensae the
PlaintifT for her severe personal injuries, damage, and loss in the
circumstances hereln parficularised.

7. in the midst of concem as fo the health risks posed by ‘human swine
influenza’ in 2009 and 2010, the First and Second Named Defendants
purchased, approved, and administered in the State a formn of the Pandemiix
vaccine manufactured and produced by the Third Named Defendant. The
Secorid Named Defendant thereupon adopted and ran a Pandemiix vaccine
prograrume in the Siate, administering the vaccine through its servants or
agents in local hospitals, clinics, and schools,




3, Following warmings by the HSE on the risks associated with swine ’ﬁu the
Plainfiff was vaccinated with the said Pandemrix on or about the 8% day of
December 2009 at a HSE ciinic In St. Mary's College, Naas, County Kildare.

suffer a narcolepsy and cataplexy disorder and the severe personal injuries,
damage, and loss herein parficularised. The Plainfiff has since been required
to attend dociors regularly for hvestigation and management of the condition,
with highly disrupfive on-going effects for her daily life.

10. The Plainfiff did not begin fo acquire knowledge of a possible associafion
between her personal injuries and the Pandemrix vaccine for the purposes of
the Statute of Limitafions Acts, 1957-1881, until affer it began to be diséussed
in the media from about March 2011.

day of April 2012 called “Invesfigation of an Increase in the Incidence of -
Narcolepsy in Children and Adolescents irr 2009 and 2010°. Based on fie
inforrnation yef fo hand, the Report found a 13-fold increase in the incidence
of narcolepsy in children and adolescents whe received the Pandemrix
vaccine In freland, when contrasted with children and adolescents who did not
receive the vaccine. This was observed fo be remarkably similar to findings in
a refrospeclive poptﬂaﬁon-basad cohort study published in Fintand (as an
Interim Report on the 31 day of January 2011 and as a Final Reporf on the
1% day of September 2011) and fo ofher such studies i Scandinavia. The
Report also acknowledged the higher incidence in Northem Europe of genetic
material predisposing its caniers fo narcolepsy, namely the DQB1-0602
hurman leukocyte anfigen. It citied evidence which could be consfrued fo
suggest a 35 % incidence of the said antigen in treland.

12. Negligence and breaches of duty (including breaches of stafufory duty) on the
part of the Defendants and their setvants or agents caused the Plainfiff fo
stifer her severe personal injuries, damage, and loss, and/or they maferially
contributed fo all or some of the said personal Injuries, damage, and loss,
and/or they caused the Plainiiff to lose a material chance of avoiding some or
all of the-said persnnal injures, damage and Joss.

—
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PART!CULARS OF LIAB!L!TY UNDER THE LIABILITY FOR DEFECTIVE
PRODUCTS ACT, 1991

“The Third Named Defendant is able to the Plainfiff under the Liability for Defective
Products Act, 1991 for all the personal injuries, damage, and loss which she was
caused to suffer due io defedls in the design, manufacture, and/or production of the
Pandemrix vaccine distributed in this jurisdiction which created or enhanced the risk
of narcolepsy related injuries in paﬁenis who received i and which caused the
Plaintiff to suffer narcolepsy refated i mjunas in the crrmnnslanm herein

particularised.

PARTICULARS OF NEGLIGENCE AND BREACH OF DUTY BY THE FIRST AND
SECOND NARED DEFENDANTS

SRR TR B iy TR e R S e
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= g. In consequence of recejving the Pandemiix vaccing, fhe Plainfiif proceeded to

11. A report wids published by the Department for Health and Children onthe 18%




The First and Second Named Defendants and!or their servants or agents were guilty -
of negligence and breach of duty by:

a) Appruving andlor adopfing the Pandemiix vaccine for a national vaccination
prograrmme; )

b} Recommending the Pandemiix vaccine;

¢} Administering the Pandemrix vaccine;

d) Failing fo safisfy themselves, sufficiently or af all, as fo the risks of injury
‘known 1o be associated with the Pandemrix vaccine;

e) Failing fo safisfy themselves, sufiiciently or at all, as fo the unknown risks of
injury potenfially associated with the Pandemrix vaccine;

f) Failing to sesk further information on alf the pofential risks posed by

administration of the vaccine in this jurisdicfion;
g) Failing to wam, sufficiently or at all, as fo the known risks and/or the unknown
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- risks and/or the uncerfainfies andfor tha potential. ccnsaquem:es of recelving
the vaccine;

h) Failing fo approve or recomrnend a!tematzve vaccines about which more was -
known at the fims;

iy Faling {o have regard, sufﬁaenﬂy or at al, to the mcldences of genefic

. predisposiiion fo narcolepsy;
{) Failing fo provide andfor delaying in the provision of adequate freafment fo

- ameliorafe the physical effects of the disorder;

K} Falling fo provide andlor defaying in the provision of adequafte treafment fo
amefiorate the effects of the disorder for educafion;

y Falling to provide and/or defaying in the provision of adequate freatment fo
" amefiorate the effects of the disorder for mental welfare; .

fn) Failing fo advise the public at an earfier date of the association befween fhe

Pandemrix vaccine and narcolepsy and catsplexy.

PARTIGULARS OF NEGLIGENCE AND BREACH OF DUTY BY THE THIRD
. NAMED DEFENDANT _

The Third Named Defendant andlor its servants or agenfs was gu‘!ty of negligence
and hreach of duly by' .

a) Failing fo exercise reasonabla care when manufactumg and producing the
Pandemiix vaccine received by the Plainfiff;

b) Failing to exercise reasonable care i and around k disfribution and supply
of the Pandemiix vaceine in this jinisdiction;

€) Falling sufficiently to investigate the risks pofentially associated with the form
of Pandemiix vaccine with Squalene adjuvant which was administered in his
jurisdiction;

d)} Failing fo test the Pandemrix vacdne, adequately orat all;

e) Failing fo test the effects of the vaccine adjuvant, namely Squalens; .

f) Falling to wam, sufficiently or at all, as to the associafed risks of injusy,
kniown and unknown;

g) Manufaciuring the Pandemrix vaccine fo include a Squalene adjuvant;

h) Recommending distribufion in this jurisdiction of the Pandemrix vaccine with
Squalens adjuvant;

) Supplying the Pandemrix vaccine with Squalene adjuvant inthis jtmdichun-

) Failing fo have any or adequate regard fo the risk that the Pandermrix vaccine
and/or the Squalene adjuvant might engender narcalepsy and/or sataplexy;
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- . K} Failing to have regard o demographic incidences of genefic predisposition {o
narcolepsy; )
) Falling to advise, caufion, or wam as the risk that ffie said Pandemrix vaccine
might engender narcolepsy andfor cataplexy.

The Plainfif expressly resasves fhe right fo furriish the Defendants with firther
parficutars of negligence, breach of duty, breach of stafutory duty, or ofher wrong,
where fo hand. .

BY REASON of the aforesaid negligence, breach of duy, breach of statufory duty,
and wrong on the part of the Defendants and/or their servants or agents, the Plainfiff
has suffered the following severe personal injuries, damage and loss.

PERSONAL INJURIES, DAMAGE AND 1.0SS

Following vaccinafion with Pandemirix, the Plainfiif developed excessive daytime
sleepiness, disruption to nocturnal sfeep, and episodes of sudden weakness and
cataplexy, with highly disruptive effects for her daily ife and for her physical, mental,
and emofional welfare. ’

The Plaintif has consequently been required fo attend doctors regularly for
invesfigation and management of her condifion. From about April 2010, she was
required to attend her GPs regularly at their medical centre at 1 Friary Road, Naas,
County Kildare for advice, examinafion, and freatment fo address her recument
fatigue and sleep disruption. On or about the 22™ day of April 2010, she was
required fo atfend her GP, Dr. Alison McDonald, after falling spontaneously in the
shower and chipping her teeffi. She reported a worsening of her fendency fo fall
asleep as well as early moming fafigue.

A conservafive affiiude was inifially taken to the Plainfiif's profound firedness, and
she was advised ta rest and fo avoid exercise, as well as to keep a sleep diary. By
the fime of her consultation with Dr. McDonald on or about the 11™ day of May 2010,
she had reporied three fainfing episodes. She atfended The National Childen’s
Hospital, Tallaght on 17 May 2010 where she underwent arrECG exam and following
concerns raised by the doclors in The Nafional Children’s Hospital, Tallaght she was
admitted fo Naas General Hospital for 2-3 days under the care of Dr. Michael Durity,
a consulfant physician, in or about May 2010 for further investigation. She was
required fo underge blooding testing for count levels, biochemisiry, giucoss, cortisol,

- and haematemics, as well as tests for thyroid function, a chest x-ray, and CT and

MR brain scans, which all reporfed as nommal. The Plaintiif was also referred by Dr.
McDonald to Dr. Siobhan Hufchinson, a consuiftant newrologist, af the Blackrock
Clinic, where she presented i or about May 2010.

Following a finding of moderate depression by her GP Dr. McDonald, the Plaintiff
was also referred wgently to Ms. Tonya Madden, a psychologist with the HSE, and

. she was inifially placed on a waiting list on or about the 28" day of June 2010.

Between Auguost and September 2010, she atfended Ms. Madden for fouror so
sessions of counsefling, but did not feel she gained any improvement. She was also
referred by Dr. McDonald fo Dr. Agsnn Les, a consuttant psychiafrist, af Naas,
County Kildare on or about the 24™ day of June 2010. if was noted by Dr. McDonald

——




22514
i34 =
~AEE
HE
- SR Es
R
B
8
SO
~TiE
b
ER
kedr
e

i

S
LR HS

(LN ek
PO 22

-

> v - - -
BRini ottt FaNa R a i AR, P
RS R T TV S T R R e e B N T e R e

xR Sy iR

L T A Lh it

ool

AR T

PERETT SRR

that dwing a roufine ECG examinafion the Plainfif had become unresponsive with
eye fluttering, which episode had been preceded by recuent falls and colfapses at
hiome, Her mood was found o be very low and iritable throughout ber numerous
medical atiendances. :

The Plainfif was referred by her GP, Dr. McDonald, fo Dr. Grzegorz Wisnlewski, a
consultant psychiatrist, who examined her on or about the 11™ day of November
2010 and the 14™ day of December 2010. On or about the 177 day of January 2011,
Pr. Wisniewski advised that the Plainfiff was stdfering afypical depressive symptoms
stemming from sleep disruption with neurofic dissociafive disorder and mixed
depressive anxiely symptoms.. g

“The Plinfiif was prescribed numerous different medical drugs fo address her
condition as if manifested itself at various fimes fo her doctors. She was preseribed
(inter alfa): on or about the 5" day of September 2010, a Jow dose of Fluoxefine, an
anfi-depressant; on or about the 16" day of September 2010, Zopitan tablets for
sedation; on or about the 28" day of September 2010, Prdzac; on or about the 2™
day of November 2010 Stinocht fablefs; on or about the 17™ day of November 2010,
‘Nitrazapam; on or abouf the 21 day of Deceynher 2010, Clonamos; on or about the
17™ day of January 2011, Zopiclone. She reported serious deferiorafion over the
Christmas of 2010. Laughter or excitsment offen caused her to fall fo the ground.
She was required o attend a day clinic at St. Mary's Hospital, a Mental Health Clinic
irt Naas on a weekly basis. The Plaintiff's mood fluctuated and she continued to
report severe distuption fo sleeping pattemns, though improvement in her sleeping

" patien was observed by Dr. Wisniewski, on or about the 17® day of January 2011,

after receiving hypnotic Nitrazapam freatment. On or about the 8% day of March
2011, Dr. McDonald repored that she retained imritability and poor sye contact, fafing
to respond fo freatment for depression. ’ .

Ins or about April 2011, the Plainfiff attended Dr. Cafhetine Crowe, a specidlistin

.sfeep disorder medicine, at 71 Eccles Street, Dublin 7. On or about the 18% day of

April 2011, Dr. Crowe observed that fie Plaintiif’s cataplectic symptoms persisted but .
had become better controlled by the Plaintiff. It was also recorded that the Plainfiff
frequently suffered nighimares along with facfile and auditory hallucinafions at
different fimes during the night including sleep onset hypnogogie hallucinations
possibly associated with sleep paralysls described by the Plainfiff as akiri fo ouf of
body-experiences. She was reported o confinue to suffer mild and moderate
cataplectic episodes on a daily basis (around 10 a day) caysing her speech fo
become blurred and her head and jaw fo drop with firedness if she laughed or

expressed anger. .

The Plainfiff was admitted to the Mater Private Hospital, Dublin batween the 27 and
the 28 days of April 2011 for slesp tests performed by Dr. Crowe. A Noctumal
Polysomnogram on the 27™ day of April 2011 recorded-short sleep latency and short
REM Iatency. A Multiple Sleep Latency Test performed on the 28™ day of April 2011
found severe dayiime sleepiness with a mean sleep lafency of 0.5 minutes and 4

-sleep onset REM periods, findings which were highly abnormal and indicafive of *

narcolepsy. The Plaintiff was consequently starfed on Provigil (at 100mg daily)
(increasing fo 200mg moming and 100mg at lunchtime) on or about the 18™ day May
2011, which was increased fo 200mg In the moming and 100mg af lunchfime on or
about the 24™ day May 2011. On or about the 20® day of August 2011, she was
started on Ritafin (20mg in the moming and 20mg at lunchiime) to address the'
narcolepsy and on Venlafaxine (37.5mg, fo be increased if necessary to twice daily)
to address the cataplexy (which was changed subsequently o Efexor XL at 37.5mg
twice daily).
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The Plainfiff’s qualify of iife has been seriously curfafled in consequence. She has
also suffered significant mental disfress, arudety, and wony arising from the
condifion, its diagnosis, and the potenfial implicafions for her info the future,

personally, socially, and occupafionally.

‘The Plainfiff had always been a high achiever at schonL After these injuries
developed, however, she roufinely suffered moming fafigue, significant drops in her
eoncenfration and energy levels, which hindered her abilifies at college. Throughout
2010, she was observed by her teachers to zone out' in class, and she was required
to miss 5 or 6 weeks of school in Apri-May 2010 as well as o shorten her class
fimes. The medication she was presciibed confributed to her drowsiness. In
September 2010, the Plainfiif commenced her Ieavmg cerfificate year but due fo her
finess continued to miss significant amounts of school” Due fo her absences fiom
"school and the sfress caused fo the Plaintiff during this period, it was decided that
she should repeat fitth yaar inher secondary school, St Mary’s Callege

The Plamhff had prewausty been a sporiy gil and she represented her school In
athletics, cross counby running and volleyball. She also represented her county for
the All Irelands in cross country nunning. Following her profound firedness and
regular cataplechic episodes, she was required fo disconfinue her former physical
pursuiis such as athlefics and volleyball. By the fime she was examined by Dr. Crowe
in or about the 18™ day of Apil 2011, she was observed fo have disconfinued sports
and fo have gained iwo stone over tbe year. Her weight was observed by Dr. Crowg
to have reduced a litle by fie 7" day of November 2011, and she was nofed fo have
recommenced playing volleybal, following her prescripfion of Rifafin and Venlafaxine.

These personal injuries confinus to present difficult challenges fo the Plainfif in all
aspects of her ordinary iife. The Plainfiff expressly reserves the right to fumish the
Defendants with further and/or updated parficulars of her personal injuries, damags,
and Joss hereafter where o hand.

AND THE PLAINTIFF CLA!MS AGAINST THE DEFENDANTS, THEIR SERVANTS
OR AGENTS:

1. Damages.

2. . Such further or other Order and J ordi rechon as thisHonourable Court shaﬂ
. deem appropiiafs.

3. Interest pursuant fo Statute.

4. The cosfs of these proceedings.

JOHN HEALYRL.




T,
q

SCHEDULE
PARTICULARS OF ITEMS OF SPECIAL DAMAGE

(g) Medical expanses € o be ascertained
(b)Travel expenses ' €1o be ascertained
(c) Loss of eamings € fo be ascerfained
(d)y Miscellaneous [ Other Expenses € fo be ascertained

The Plainfiff is currently seeking fo obtain full defails of the relevant amounts for the
above categories of Special Damags, but said defails are nof yef available. The
Plaintiff shall provide these defails when to hand. The Plaintiff reserves the right fo
seyve updated and/or further Parficulars of Special Darmnage in dué course,

siaNED: s Gale J)
Augustus Cullén Law Solicifors,
Solficitors for the Plainfiff,

7 Wentworth Place,

Wicklow

{NDORSEMEHT PURSUANT TO ORDERS 4AHD 1A OF THE RULES OF
THE SUPERIOR COURTS

The High Couwt has power o hear and determine the within proceedings pursuant fo
Counci Reguiation (E:C.) No.44/2001 of the 22™ day of Decetnber 2000 on
Jurisdiction and the Recognifion and Enforcement of Judgments in Civll and
Commercial Matters, as amended, and the High Court should assume jurisdiction fo
hear and determine the sald claims (infer alla) under the provisions of Arficle 5(3),
Article 6(1) and Ariicle 16 of Council Regulafion (E.C.) No.44/2001. The hanufuf
event, negligence, breaches of duty and/or damage herein asserted against the
Defendants occurred when the Plainfiif received the Pandremmcvaomne in County

G

Kildare in thls jurisdicfion.

No pmceedmgs between the Plainfiff and the Defendants conceming fhe same
cause of action are pending in any other Member State of the European Unionorina
Conﬁaubng State of the Lugano Convention.

This Sumrmions was issued by Augustus Cullen Law Solicitors, Solicitors for the
Plaintiff, whose registered place of business Is 7 Wentworth Place, Wickiow.

The Plaintiff's personal detals are as follows:

1. The address at which the Plaintiff ordinarily resides is: 165 Lakelands, Naas,
Co. Kidare. . .

2. The Plaintiif's address for service Is at the offices of: Augustus Cullen Law
Soficitors, 7 Wentworth Place, Wickiow.

3. The Piaintiif’s occupation Is a student.

———— -
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4. The Plaintiis dafs of birth is: the 21 of December 1992 :
* 5. The Plainfiif's Personal Public Service Number is: 8160834V, :
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RECORD NO 1
THE HIGH COURT - |
BETWEEN: |
i
AOCIFE BENNETT
PLAINTIF)
AKD
- THE MINISTER FOR HEALTH AND CHILDREN,
- THE HEALTH SERVICE EXECUTIVE,
AND .
| GLAXOSMITHKLINE BIOLOGICALS S.A.
' DEFENDS
PERSONAL INJURIES SUMMONS
Angusfus Cullen Law
Solicitars for the Plainfiff
* 7 Wentworth Place -
! Wicklow

r




RECORD NO; 2612/12009P
THE HIGH COURT
BETWEE:N:
AOIFE BENNETT
.AND& .

THE MINISTER FOR HEALTH AND €HILDREN, THE HEAL’IH SERVICE EXECUTNE, AND
GLAXOSMITHKLINE BIOLOGICALS S.A. )

DEFENDANTS

- AFFIDAVIT OF AOIFE BENNETT

1 4

|, Aoife Bennett, of 165 Lakelands, Naas, in the County of Kildare, Siudent and. PlainiiiT in the above

enfiled proceedings aged 18 years and upwards MAKE OATH and say as follows:

1. 1 begfo refer fo the contents of the Personal Injuries Summons and Concurent Personal
Injuries Summons delfivered herein on behalf of the Plaintiff on the 15™ day of November 2013
and upon a frue copy of which maxked "A” | have signed my name prior fo the swealing
hereof.

2. The asserbons allegations and informafion contained in the said Personal Injuries Summons
and Concurrent Personal Injuries Summons, which are within my awn knowledge are true. |
honestly believéthat the assertions, allegations and lnformaﬁon contained therein.which are
not within my own knowledge are frue.

3. lam aware thatitis an offence fo make a siatement in this Afﬁdav:t that isfalse or misleading
in any material respect and that | kihow it o be false and misleading.

- .,A@{h Benralt SWORN by Aoife Bennett this 25 day ak\\vsﬂz\\egﬂzm at
fl icklow in fne County of Wicklow before me a Commissionsrfor
Daih ] iciforand | know the Deponent

0 1% /PRACTISING SOLICITOR
This Affidavit is filed on behalf of the Plainfiff by Augustus Cullen Law, Solicifors, 7 Wenfworthi Place,
Wicklow. AMBER CRAUGHWELL
PRACTISING SOLICFTOR
FREEHILL SOLICITORS

WICKLOW TOWN



RECORD NO: 2012/12003P

o THE HIGH COURT
B BETWEEN:
£ _ AOIFEBERNETT . - °
- PLAINTIEF
4 AND

- . FHE WINISTER FOR HEALTH.AND CHILDREN, THE
HEALTH SERVICE EXEGUTIVE, AND
- 61 AXDSWITHKLINE BIOL OGICALS S.A.

'DEFENDANTS

‘ AEFIDAVIT OF AOIFE BENNETT

AUGUSTUS CULLEN LAW,
. SOLICITORS;,

WICKLOW,
BENDAT/O00



FAO: Miriam Glynn

Chief State Solicitors Office
3/10 The Chancery
Chancery Lane

Dublin 8

BY HAND DELIVERY

Our Ref: DMCK/VK/BENO17/0001 15 November 2013
Your Ref: MG/2012/05461

Re: Aoife Bennett-v- The Minister for Health and Children, The Health
Service Executive and GlaxoSmithKline Biologicals S.A.
High Court Record No: 2012/12009P

Dear Sirs, '

We refer to the above and to your letter dated the 6" December 2012 confirming that you are
acting on behalf of the Minister for Health and Children and that you have authority to accept
service of proceedings on his behalf. We would also refer to recent communication with the
State Claims Agency and your goodselves in which it has been confirmed that you have
authority to accept service of proceedings on behalf of the Health Service Executive.

In those circumstances, please find enclosed herewith Original and Copy Concurrent
Personal Injuries Summons by way of service upon you and we wouid be extremely grateful
if you could endorse the original and return same to us and enter an Appearance on behalf of
the First and Second Named Defendants in this matter.

Yours faithfully,

Augustus Cullen Law
info@aclsolicitors.ie
encl..




Chief State Solicitors Office
3/10 The Chancery
Chancery Lane

Dublin 8

DX 186-001

By Post & Fax: 01 4176299

Our Ref: DMCK/CJ/BEN017/0001 26 November 2013
Your Ref: MG/2012/05461

Re: Aoife Bennett—v- The Minister for Health and Children, The Health
Service Executive and GlaxoSmithKline Biologicals S.A.
High Court Record No: 2012/12009P

Dear Sirs,

We refer to the above and enclose herewith by way of delivery upon you copy Affidavit of
Verification of our client, the original of which has been sent to the Central Office for filing.

We await hearing from you with your Appearance.

Yours faithfully,

Augustus Cullen Law
info@aclsolicitors.ie
encl..




FAO Niamh O’Brien
McCann FitzGerald
Riverside One

Sir John Rogerson's Quay
Dublin 2

DX 31 Dublin

By Post & Fax: 01 8290010

Our Ref: DMCK/CJ/BEN017/0001 26 November 2013

Re: Aoife Bennett —v- The Minister for Health & Children, The Health
Service Executive and GlaxoSmithKline Biologicals S.A
High Court Record Number 2012/12009P

Dear Sirs,

We refer to the above and enclose herewith copy Affidavit of Verification of our client by
way of delivery upon you. Please be advised that the original has been sent to the
Central Office for filing.

We await hearing from you with your Appearance.

Yours faithfully,

Augustus Cullen Law
info@aclsolicitors.ie

Encl...




BY HAND

FAO Niamh O’Brien
McCann FitzGerald

- Riverside One

Sir John Rogerson's Quay
Dublin 2

Our Ref: AL/LOB/BEN017/0001 15 November 2013

Re: Aoife Bennett —v- The Minister for Health & Children, The Health
Service Executive and GlaxoSmithKline Biologicals S.A
High Court Record Number 2012/12009P

Dear Sirs,

We refer to written correspondence received from the Third Named Defendant and to
the conversation between David McKechnie of this office and Niamh O’Brien of your
office in which it was confirmed that-you had authority to accept service of proceedings
on behalf of GlaxoSmithKline Biologicals S.A.

In those circumstances, please find enclosed herewith Original and Copy Personal
Injuries Summons by way of service upon you and we would be extremely grateful if
you could endorse the original, return same to us, and enter an Appearance on
behalf of the Third Named Defendant in this matter.

Yours faithfully,

Augustus Cullen Law
info@aclsolicitors.ie



Exhibit "GOC 2" referred to in the Affidavit of Gillian O’Connor

RSN
Sworn on the““day of June 2017

Signed: .}

Gillian O’Connor

Signed: ... T T
CpmnﬁssioneﬁforeﬂhslPractising Solicitor
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 This i an English version bt the-Swedish MPA web page on sumiafive:weekly reparfing of AEIn
o ; ) J CLAE
. We-bxpeit the Swedish MPA fo publish aix Englisti version o the Weh soan.

W/ﬁmﬁsﬁ_ﬂ%@&m
2 Dﬁgaatdﬂ?hmm;mj gg
Rezmasmhamszég;pr,(:@ PG
Cotbeira/MATY Bherme! S5, P14 CF i
/OSRBASE, Hillar ;
KeogralBiviemBiro/GIK@GEK, Putkr g
Rishaad R et Pl gl GSKATRE,

vl

FormicalPh ¢, Amng

By Ame X
Wiareel & Qo Bl CRK @GS, R
RemodePHAa B TSKEGSE

e memymtes el e a

SubjegtinfpmaiondV Suedish VB, for dlarh

Tothe medical representafives of the 25 Furopean sounfries wiffh purchased Pandenirx,
Switrerland and Canada

bear 8,

Balow please find qutmbitve Adverss Beent reporting from Swedgh, 16Ty available on the wely pags ;
of the-public healff agenoy (MPA) and updated ohoe a week, ;

It’s highly informativa sincé # gives & good dverview on thie (eurrent) profiies of Pardermrix, Howsier,
please kesp i mind that conntries report fr GSK SERIOUS Adverss cunafs (felated and arelatell
whietens ther Swedish.date are mueh boader siite they feport Advarse: Events {serious, on Sefious,
relafed and uhrelated) from Healh Cass Profetslomals s wellas fon Genstimey feparts.

Hereby fhe link fo tire. MPA website: httpwawe. lakemedelsy sIAllm-1ivh TR
2008/Sammanstalining-av-inrapporterds-blverkoingas-a-Pandemndk--vacsinet ot fnflushsa-
AHINAL

Please digiributs this iportant overview te the giotps inyoursouplry that you nonsider appradate.
Kind regards

RGSKU1-gnonsss




summary of tha information pubiished o the MPA website

(Ot 29, 2009) regardipg ddverse drug rgaction raports it -

Swedern with Pandemuix « the influenza A (HINIL) vacclis
Publishied Detbrar 29, 20

As oF today, About L4 millfon deies-of Prtdeingic frave heen dishiintad fit Swiden. In totl;
abopt bwo hupdred advirse Aoy reackion (ADRY réports lidve heen réceivéd Ky iiid MPA from
Health Gire Professionals vod et 400-500 rédports fropr capsutmers. ‘Ths ADR, xeparing
pattetil does nat deifate frany witat has fieen sat inthe ol bials. Howeven thermls
perrdicilar reasento folfow reronts of allergild rédafions.

Tt shemld b rectiemberad that alf A0R wpuﬂashnum e mpsxdﬁraﬂ’asm&ofa!anger pattary

Ty ke ue singlereport raraly-rreaiis Bk sraditerse seaciion vms' catfsed By S tapsine;
TE fir Toppor b, 16 stress the foliovdnge
« Thereport feseihy reactiony that fevk docizred T cliss coptracton t6 Wien, the
vhotine wad givel,
« The resetion oln thus be cansad by e vadcim, but qin aish He stgns offliess the
prtient suffefed Ty regardhsss f te Wigcination.
»  Causality sssessment tan anly b riade attely thi ot lins Fuet cAretully asstspd,

Shecs s vactnatiogmampalyr begar, tha MRA Tt pulifished symntiries of adveise pyents reprtatt
with Partemtiz; MPA Wl confinn Fo revlew add assess all rapocts, but thes publisfiest compliabingwilt
teralily focte ot repotts relatiog bt ek and serious suspecked adverse rpactions, Whils the

presemtafion of reports.od the knewn sife effecks arseported snly Soety,

Raparts frant Hedlth Cara Profelsinmils

Afrmiost 208 regorts have benr reselvgd fromr bealth ware professlingls.

"The mpfority-af the advirse tyatts grg expecied 4nd Rriowd Feactions sich 75 soreness, redfeds aud
paty ak e hisction vite-aid In the apmy and Hulike sprpbin such g fever; styerdhy, fligue,
rodderte/seers headazﬁaa Eu:dy arhes antt mslalse. Fpirietices from dafaln Velciefion stes palnktg .
‘W& Fack it thase sxpected reactions lilye been, ey chmuts I iy ugibey of tepbrty eymptoing
pF e, vomiiting, Sttae i, diarrfioes, dizness, cashes sud Insosmitd are osporbad, All thess

vaadtionks & kitayrn i i stodles performedt on, Pamerrix, Al a b of sliensf readiis havey
besa répprted Tsee below),

Cominents o sbme Gise peppris
Ahaut 2 repotts of thequspeited ddverse redetfons fiave been Mentified ssterinue and 4y 2 clsal
relationship o thir vactination, Alfargic adderse reackionsrepresent. Sie-majarity of these vepprts, see

tabie below, Bestdex tikde, fackal palsy [one tase], aresthesis (e cazes), SensTfilty disorder (ne
tase), hypierteosion (e tge), and absunte attacks (dre cee) werd regiotted.

[ ——— —_——— —
- - - -
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Mleryic reavifons/allérgic symptatits reapgrted 16 refaffon to ddmintsbrtion of
Pardeinric .

Trclded frr SMEDIS daf base 12 Uick » 77 Uk, 2009

Related: {pfubichrwerd seriotisy  Nof refafed
Algrgfe redctioh

10 4l 2
frmaphylrtc réacn 5 ) 1
Angfecedema s 34 i
Urlestd 8 @ g
Pamithamd % ¢4 1
Fioshy 2 ] g
Swoljers tofigue % @} 1
Bysgnoedt + @ 1
Cough £ & g
TOTAL T of syoptomns {patlentsf 4L (57) {15) 8

T okl 41 repetts af-alletle reacons{sympboms In 87 patients e Gonsiierest ks bes Yefabed tn e
vaccinating. Allerls rertions consldered nut refated Wers repntted f1 6 paligots,

Four of the Fus prtients witl naphyladic résctions had & aown allerdy s certelin Toods o mediches, In

8l tases the readipns ettred Wiihin gue hotr siter Htevatdmation, In tweof Sié patients, hypstension

vigs repared;- il four patiepts teportal diziness, ¥aating, obderis of th lips avtd fwddt, Bnd iyt

difffeulty Friathing, flofs of the gatierfs developed sriaphylacti sbork. Alf patiejts retaverad albar
trigitnent With adrenadine, corticostEroide and antiistamiaes, Allardicteartions stich as arsphytagls,
apgioedema and {rticera are it seciffed by thee firdidct Information for Panderix,

T of the patients who werg dagoosed with. "3lfergle, restifon’ had pravionsly kot st gy Ode
of thesa, patfents fad a strepg reactfon direcHly after the vatination, butthe symptois wers rferet,

" frticanal vedctiom.
Deaghis Faporbel
Five rapdrts pf death have hied regelved dlf v which have had a4 tempoml sssodution With iawiston,
Thetime bebwien thevaoatiod abd Ke deatt tme vared brtween 12, hoirgaad # s, These fve
peifents had previgusly kibwe dior dissasess suth as capdiovasenlar disdase, diaetes, sers] fallrs,
dystroptile muscls dseasa and Siolle ferventia. Al) pettentywers o thibilc nediosf regtoyent, Three of
the patfents wers p74 vears, fhe o otbiéls between 54 and 65, Autopsy st ls dvalighle Tor tie Grst

peparted tres, This shpwed thak Hie mtient suffered front generifzed athertsderosls and previnus hiart
alttacks, “The atfrer reportsare BT ik Tovestigation srid sutopmy resnfbs 4¢e dwalfed, From wha bay

ekl et advenalide, vorlsunt o estlfstarmis treatment, Thes ofhef paffert b 4 et -~ - .-

&
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Barityiged 5a Tar Tor thess fages, thers ik nithing to stiprorta sl asgotativh betiesy e vetdhatiors
ardl fhe death,.

Tn assessing i numbier of reperted deatiis, i i hporkank b taka hta aduount ek it Sweten oy
uverage Zp0-250 desths oiur per gy and at present d Jarge praportlen &F the poptlation, paritutary
tius elderly Biid otfrer sk groups, ura Yeing verchiatid. The mejrity of dedths orcutiing difly In Sweden
e oldi penpla #i-complblions of comnic sifseases,

Experiance front copsoaner tepsriing

sinta the yaccingfin tampslig Wity Pandenirix bédan, Hia Mk has receiver! more than 50 tnstiier
veactionss, The- pttenfly sedpus aces are sl B thit pres prevfotrsty repurted {such o events of

transler: ke symptains, sevies pali ek His oo sits, sl It avm and séiacant pises).),

Despife Hre Ttk that an advérse réaction s btown and fudysi as nan-savious, symiptams may of cottrser
w6l ba pervelved o5 troubldsgme b e tdividis, Sote-patferts have reioried Hhat the reacfons; bty
Influenyza vaecdng differ frotty tiir experfence Wik prévious seasonel fiu Ganoiating, sichag mars
Pprototinced Bain Iy S ijeclion & ad sivongar ke symptoris,
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Exhibit "GOC 3" referred to in the Affidavit of Gillian O’Connor

Wy
Swomn on the & day of June 2017

Gillian O’Connor

Signed:
Gommissioner for Oaths/Practising Solicitor
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Niamh McArdle
From: Martiin L Akveld [martijn.l.akveld@gsk.com]
Sent: 29 October 2009 1668
To: brenda.corcorani@hse.le
Ce: Maeveanne X McHugh
Subject: gngltijsh translation of the Swedish MPA web page on cumulative weekly reporting of AE in
weden.
Attachments; Sumimary of SE reported side effects of Pandemiix Oct 28, 2009.dog
Dear Brenda, v

This is an English translation of the Swedish MPA web page on cumulative weekly reporting of AE in
Sweden as promised. We expect the Swedish MPA fo publish an English version on the weh soon.
This is the link to the MPA website: hifp:/mww.|lakemedelsverket.se/Alla-nyheter/NYHETER-
2009/Sammanstalining-av-inrapportarade-biverkningar-av-Pandemrix-—vaccinetmot-influensa-
AHINTY/

Kind regards,

Martin, - ' P
(See attached file: Summary af SE reported side effects of Pandemrix Oct 29, 2009.doc) :
Martijn Akveld

boientific Affairs Manager , |
laxoSmithKline (Ireland) Lid. : i
1800 244 255 |

This email is sent by GlaxoSmithKline (ireland) Limited, a private company limited by shares, and a I
member of the GlaxoSmithKiine group of companies. Registered in Ireland with Company No. 15513
. The registered address is Stonemasons Way, Rathfarnham, Dublin 186, Ireland. Directors: A.J. ;
Lynch, A.C. Berra de Unamuno (Sp.), F.J. Van Snippenberg (NL). é

|

RGSK01-0000583 |
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Summary of the information published on the MPA website
(Oct 29, 2009) regarding adverse drug reaction reports in
Sweden with Pandemrix - the influenza A (HIN1) vaccine

Published October 29, 2009

As of today, about 1.4 miilion doses of Pandemrix have been distributed in Sweden. In total,
about.two hundred adverse drug reaction (ADR) reports have been received by the MPA from
Health Care Professionals and between 400-50Q reports from consumers. The ADR reporting
pattern does not deviate from what has been seen in the clinical trials. However, there is
particular reasaon to follow reports of allergic reactic.ms.

1t should ba remiembered that all ADR reports should be considered as part of a larger pattern
in which one single report rarely means that an adverse reaction was caused by the vaccine.
It is important to stress the following:
« The reports describe reactions that have occurred in close connection to when the
vaccine was given.
¢ ‘The reaction can thus be caused by the vaccine, but can also ba signs of iliness the

patient suffered from regardless of the vaccination.
Causality assessment can only be made after the report has been carefuily assessed.

Since the vaccination campalgn began, the MPA has publishied summaries of adverse events reported
with Pandemrix. MPA will continue to review and assess all reports, but the published compliations wil
mainly facus on reports relating te unknown and serlous suspected adverse reactions, while the
presentation of reports on the known side effects are reported only briefly,

Reports from Health Care Professionals

Almost 200 reports have been recelved from health care profsssionals.

The majority of the adverse events are expacted and known reactions such as soreness, redness and
pain at the injection site and In the arm, and flu-like symptoms such as fever, shivering, fatigue,

moderate/severe headaches, body aches and malalse, Fxperiences from ceftain vaccination sites FoinEto

the fact that these expected reactions have been very common, In a fewer number of reports, symptoms
of nausea, vomiting, stomach pain, diarrhoea, dizziness, rashes and insomnia are reported, All thesa
reactions are known from the studies performed on Pandemrix, Also a number of allergic reactions have

been reported (sse below).

Commtents on some case reports

About 20 reports of the suspected adverse reactions have been Identified as serlous and with 2 casual
relationship to the vaccination, Allergic adverse reactions represent the majotity of these reports, sze
table below, Besldes these, facial palsy (one case), paresthesia (three cases), sensibility disorder (one
case), hypertension (one case), and absence atfacks (one case) were reported.

RGSK01-0000593
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Allergic reactions/allergic symptonis reported in refation to administration of

Pandemrix
Included in SWEDIS data base 12 Oct ~ 27 Oct, 2009

Ralated (of whick wera sarfous) Not related
Mlergic reaction 10 3 . 2
Anaphylactic reaction 5 {5} 1
Angiooedema 5 (3) 0
Urticaria ' 5 (2) 0
Exanthema 2 () 1
Flush 3 o) 0
Swollen tongue 2 ) 1
Dyspnoea 7 (7:) ‘ 1
Cough 1 [O)] 0
TOTAL no of symptoms (patients) 41 (37) (15) 6

In total, 41 reports of allergic reactions/symptoms in 37 patients were considered to be relatad to the
vaccination. Allergic reactions considered not related were reported In 6 patients.

Four of the five patlents with anaphylactic reactions had a known allergy to certain foods or medicines. In
all cases the reactions occurred within one hour after the vaccination, In two of the patients, hypotension
was reported, and four patlents reported dizziness, tihgﬁng, oedema of the lips-and throat; and moderate
difficulty breathing. None of the patients developed anaphylactic shock. All patlents recovered after
treatment with adrenaline, corticosteralds and antihistermines, Allerglc reactions such as anaphylaxis,
angloedema and urticaria are not specified In the product information for Pandemrix,

Two of the patients who were diagnosed with "allergic reaction® had previously known egg allergy. One
of these patients had a strong reaction directly after the vaccination, but the symptoms were relieved
quickly with adrenaline, cortisone and antihistamine treatment. Tha other patient had a translent
urticarial reaction.

Deaths reported

Five repotts of death have been recelved all of which have had a temporal assadation with vaccination.
The time between the vaccipation and the death has varled between 12 hours and 4 days, These five
patients had previously known chronic disaases such as cardiovascular disease, diabetes, renal Fallure,
dystrophic muscle disease and senlle dementa, All patients were on chronic medical treatment, Three of
the patients were >74 years, the two others between 54 and &5, Autopsy result Is avallable for the first
reported case, This showed that the patient suffered from generaltzed atherosclerosis and previous heart
attacks, The other reports are still under investigation and autopsy results are awaited, From what has

RGSK01-0000593
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emerged so far for these cases, there is nothing to support a causaf assoclation between the vacclnation
and the death.

In assessing the number of reported deaths, It is important to take Into account that in Sweden on
average 200-250 deaths occur per day and at present a farge propartion of the population, particularly
the elderly and other risk groups, are being vaccinated. The majority of deaths occurring daily In Sweden
are older peaple with complications of chronic diseases,

Exparience from consumer reporting

Sinca the vaccination campaign with Pandemiix began, the MPA has received more than 450 consumer

répo}ts. still a large majority, about 90% of TE}:JOI:tS, describe non-severs, éxpéctfeci and known’
reactions. The potentlally serlous cases are similar to the opes previously reported (such as events of
transfent flu-fike symptoms, severe pain at the Injectlon slte, pain in arm and adjacent muscles).).
Desplta the fact that an adverse reaction Is known and judged as non-setious, symptoms may of cotirse
still ba percelved as troublesome to the Individual, Some patlents have reported that the reactions ta this
Influenza vaccine differ from thelr experience with previous seasonal flu vacdnations, such as more
pronounced paln In the Injection arm and stronger flu-like symptoms.

RGSK01-0000593




Exhibit "GOC 4" referred fo in the Affidavit of Gillian O'Connor

[nY
Sworn on the3®day of June 2017

Gillian O’Connor

Signed: ST ST ST
Gemmissionerfor-Oaths/Practising Solicitor |
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Maeveanne MeHugh
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Richad T Keyiney [dohand { Xatwiey@gskhio.om)
12 Novernber 2008 05334 By ! , ,
Cariog ALEANDRO; David J Krakovaky; Eydena X Eoh; Eva E Katlskovs; Seorge
Stmstniinides; Beridie A Crz-Crimen; Helwet H Tang; Helen § Papathagusiow; Jama J
Fisenkivay Joven Q Tanehuce; Kisriena V. (Sitordléva; Lea b Saror; Lea M Hyllested;
Memyeante XMoHughs Marthe A Baptii: Nanoy N Yas; Niamb M Mcandfes Hay Flater; Dleg
1 Mileniim, Pex E-Engervall; Petteri K Kiudsen; Pistra P Jamous; Rifar Diggo-Sake Pin? Yo,
Sdtma JJogiekdt; Teomas R Prudnsid; Ulich U Hostschier Wt W Si; Yasuniil 2
Tensshiteay Yeie-Lenny ¥ Teok; Yalandz M.Servantés; Yongyulfy X Wangrodngéarh
Alain tf Bree; Andw R Rutr & K Ditta; Aurelle A Belalgle: Bruge  Innis; Camily A
‘Mpreng, Thrisophe G Mullinges; Wik Z Campens; Dorithy A, Slaving, Eduarda Z Ortegs;
Eitiily F Ledentma; Einmanual d Haron; Femnanda P Tavarss: Sy O Dobltt; Gary P-Ony;
Fany ASeffert; Jean L O-Cormor; Juan G Jammilio; Sckikl H Batier: Rithard T ieetiney;
géé';"&i Eolintres; Staphen X Gardngey; Thomas B Brejier; Thotges M Verstieterr, iicent
' 14

Ny 8

Subfest HiN gEnhameaSafelyRewewTeam {Team [} Gompmunieafion op Salidy Reviewfor 410

S have i speciic requesis teprindes fir you all

1, W1 pruckal for us to have yalid-exposuiy data, Plesse forward any aciua) data fiatyou have

available of number of doses used in yoii sountres, ioludig use In prednancy aod children,
To Aurbiie Delsigle {awslie.a.delaldlé@uskbia.com) - firese dhe diffionlt ttwmbers f sicopnt for
sach week and We appreciate yoor Fislp with updates,

2. Mufiiple sgericies are putting summaries of their experience in thief wetisites, Wa sxpect,
yoiut fa screen thesefor AESEs 2l efisure you have aleady eporied these fo us. I nof,
please do so ABAP.

Here is fhe summary of this HINT éséndemﬁg vaceines safely review for Weel 46

&

"Thee ourrent review covers dala which hes heen reported fo GSK i fita petiod from 4 o 10
Now a9, awvwell as te cumulative safly, This data alsa includes informatian fom elileal
trials, spontaneous reporfs, phass IV shudiss and a0y pihersoures of potenfal safelysignals.
Th tofal mornber of subjects that have been shralled in elifical gl is 2772 indluding 582 in'
pediatric stirdies; (R-Pait program) and 2187, including 115 in pediatiic studies.(G-Fan
programy, including subjects of sl ages dovrifo & manths old. A tofal of 28 SAEs hdve beet

- reptued iy these fals, of which 3 were sotisidered relaied 1o the HINT vercing by the

irtyastigator, A teview of these events s well as the rivn-geriols Everts has nof rafetany ~
safefy concums. The reactogentaliy prafit of the HIN adjuvanted vatcine appeats fo be
broadly fe fine with fhe reactagenicity of fie H5N1 adfuvanted \Getine.

1t s sur upderstandiig, that GSK's HIN pandemiic vaccirres azs now befng adminisiéred i
feast 19 countries (Belgium, Canada, Deniark, Egypt; Finland, Fragice, Germany,

Lresce, Ireland, Ismaek, Japan, Jersay, |uxembounry, Norway, Oman, Portugal, Sweden,

meey,umm‘ﬁxingaom}.irhamtal nurbsr of doses of Pardenrix distriboled cumufatively

azof 9 Nov I5 30.5 million duses o 24 countries, For Arepanrix, thé fotal muriber delfvered
is &.5 million doses 64 county {Candda). Curent estimates are that 2 total of 6.4 million

doses have been administered fo date, inclading af Jeast 37,300 doses {o.children and 15,000

1
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doses it pregnant women. Please inforin Dirk Campens (i Catiipens@gskhiocotd) §your
otinfey s starled its vaesination campaign and we have rotiisted the country,

" ‘Fhéxotal numiber of adverse svents that have beén féported spontangolisly during fhis review
gario;i for 18 469; tmastly from Finland, Germany, ireland, Notway, Sweden, UK, and
slgjtuch, iéflecting the knowr Usage paferns The tetal vumber of atfverse avenfs thel have
been teporied sportanesusly during this review period for Arepanrix (ahfigish sotwee Quebec)
T8 %1, abd all are feom Sanada, reflecting the known usage patterm.

“The cumrent sumlaiive number of safaty events capftied in sur Doedns data base is 842,
which dives a rafe-of abouf, 100 reporisimiiion doses adrinistered, sompared o173
reparts-réckived by the week befois. The maforlty of the advarse eyents thak iave beenr
reported are in fine:with those sxpested and descrified In the care safety infofmation {naih,
induration, swelling, edness, headache, fever, and fatigye are the most commer). For the
offier events, Ro eausal felationshiy te the vaoeine v established or sxpested.

A tofal of 31 fatal cases have been reporled fo date. A cumulative review o fatal cases s
petformed ory d weekly basls 4nd the latest raview did not suggest any realfianship belwesn
the fatalitiss. and vaccination. A fotal of 48 AESIs have beenreported fo date. For Avepan
{hera have been 14 re;:prts_of arraphylaxis, oPwhichi 7 werereporied fofulfll efthér level 13
or A ofthis Brightot Crlterfa, TheArepanx enaphylaxds oases are being further nvesfiggted.
For Pardersirb, there iave beeti 18 reporis of anaphylaxds, of which 4 mestfe. Brighton
exfteria, Offisr repuirts incfude B reports of facjal palsy (f which one 18fiom i usknown
ratufachrer in the US}, & reperfs of convilsion {& in children with febrdle vanvedsion
foltowing yvaoenation [2 with prior history] and. 4 in 3 40-year-old female with history of ssfzure
disorder), 1 Yepott of possibld opfie penrifis, and 1 sase of loeal nedritis. A review of facial
prilsy casds fs ongoing, .

Thee Phigsé Y cohort safety study (PASS).In the UK e errolled 320 subjéstz fo dalednd a
single anrelated SAE has been reported i this study sa far.

-fn shunirtary, fhe riskibencfit profile of GSR's HIN1 pandemic vactines has not changed
and remains f4vbrable, Thesveitts of intersst ate under close montoring and the list
témalns tnchanged, Reviews of anaphylaxis after Arepaniix and fictal palsy after
Paridemrix are-dhijoing,

Note that the infarmation | am providing yeu is foryour infdrmation aply, 50y an he prapared iqg%
answeyr questions fhat tequire this level of detatied fmowfedge. Any further communicafion ntemally

o esfemnally stiould be based on informafion provided by Team [and following fie ules establishad

By that feam, Yout préfarred sommunicafion fool %ith the regulators should be thesPSURs, which

. il be-added fa the PSUR webstte alinyside the ather PSURg 88 soon aswe finalizs them. The pext
§PSUR Is scheduled for sdbniission en 2380w, : :

Kind Regards

Tork

Thomgs Verstrasten, MD, MSc
Vice President

Head Blalngieals Elinical Safsly and Phamacovigilanse:
Beputy Gualifisd Person for PhaimideoVighanos:-
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GlakeSmithKiie Biofuglals:
Rue de iinstifuf 89 #
B-1330 Rigensarl, Belglim ;
Tel. 32-(0}2-655-8628.(new, extensionT)
fMubile 32-(0)474 53 4568
Fanc 32-(0)-B5B5H0Y
Email fhomas verstraetei@nskhio,copt :
Secretay: Naroy Visser Tel 82-{0)2-558-8850 or :
Vialérie Popleu Tel 32056568798 ,
8 !
b o o !
{
& :
. i i
|
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Exhibit. "GOC 5" referred to in the Affidavit of Gillian O’'Connor

., |
sworn on the % day of June 2017

Gillian O’Connor

Signed:
Gommissioner for Qaths/Practising Solicitor




H1N1 Enhanced Safety Review Team (Team I) Commumcatlon on Safety

Review for 24-30 Nov 09

From:
Thomas M Verstrasten <"o=mms/ou=exchange adminlstrative group (f)?diBﬁﬁ‘fiﬂsgydlt)lcn:renlpIehtslcn=versttoo">
To:

Carlos A LEANDRO <carlos.a. Ieandro@gsk com>, David J Krakovsky <david.|.krakovsky@gsk.com>, , Eugene X Goh
<eugene.x.goh@gsk.com>, Eva E Kallskovd <eva.e kallskova@gsk.com>, George C Constantinides
<gsorge.c.constantinides@gsk.com>, Geraldine A Cruz-Crimen <geraldine.a.cruz-crimen@gsk.com®>, Halwen H Tang
<halwen.h.tang@gsk.com>, Helen N Papathanaslou <helen.n.papathanasisu@gsk.com>, Jana J Fesenkova
<Jana.}fesenkova@gsk.com>, Joven Q Tanchuco <joven.q.tanchuco@gsk.com>, Kremena V Georgleva
<kremena.v.gecrgleva@gsk.com>, Lea L Semri <lea.l.semri@gsk.com, Lea M Hyllested <lea.m.hyllested@gsk.com>,
Maeveanne X McHugh <maeveanne.x.mohugh@gsk.com>, Marthe A Bonnin <marthe.a. bonnin@gsk.com>, Nancy N

Yao <nancy.n.yao@gsk.com>, Niamh M Mcardle <nlamh.m.mcardle@gsk.com>, Olav Flaten <plav.flaten@gsk.com>,

Oleg B Milenin <oleg.b.milenin@gsk.com>, Per E Engervall <per.e.engervall@gsk.coms, Pefteri K Knudsen
<petterl k.knudsen@gsk.com>, Plerre P Jamous <plerre.p.jamous@gsk.corm>, Pllar Diegu-Salz <pilar.diego- ‘
salz@gsk.com>, Pim 7 Kon <pim.7.kon@gsk.com>, Sadhna J Joglekar <sadhna.jjoglekar@gsk.com>, Toomas R
Pruunsild <toomas.r.pruunsiid@gsk.com>, Ulrich U Hoelscher <ulrich.u.hoelscher@gdsk.com>, Won W Choi
<won.w.chol@gsk.com>, Yasunori 2 Terashima <yasuriorl.2.terashima@gsk.com>, Yee-Leong Y Teoh <yee-
leong.y.teoh@gsk.com>, Yolanda M Cervantes <yolanda.m.cervantes@gsk.com>, Yongyuth X Wangroorigsarb
<yongyuth.x wangroangsarb@gsk.com>

Cc

Alain H Brecx <alain.brecx@gskbio.com>, Andrew R Rut <andrew.r.rut@gsk.com>, Anll K Dutta
<anil.k.dutta@gskbio.com>, Antonlo M Olivieri <anfonio.m.olivieri@gskblo.com>, Aurelie A Delalgle
<aurelle.a.delaigle@gskbio.com>, Barbara J Hows <barbara..howe@gsk.com>, Bruce 2 Innls
<bruce.2.innis@gsk.com>, Camilo A Moreno <camile.a. moreno@gsk.com>, Christophe C Mulfinger
<christophe.mulfinger@gskblo.com>, Dirk Z Campens <dirk.z.campenis@gskblo.com™>, Dorethy A Slavin
<dorothy.a.slavin@gsk.com>, Eduarde Z Ortega <eduardo.z.ortega@gsk.com>, Emilio F Ledesma
<emillo.f.ledesma@gskblo.com>, Emmanuel J Hanon <smmanuelhanon@gskbio.coms>, Femanda F Tavares
<femanda.tavares@gskbio.com>, Gary O Dubin <gary.o.dubin@gsk.com>, Gary P Ong <gary.p.ong@gsk.com>, Harry
A Seffert <hary,a.seiferi@gsk.com>, Jean L O-Cannor <Jean.l.o-connor@gskbio.com>, Juan C Jararmillo
<juan.cjaramilio@gskblo.com?, Michael H Bauer <michael.h.bauer@gskblo.com>, Richard T Kenney
<richard.t.kenney@gskblo.com>, Romulo E Colindres <romulo.e.colindres@gsk.comy>, Stephen X Gardner
<stephen.x.gardner@gskbio.com>, Thomas B Breuer <thomas.breuer@gskble.com>, Thomas M Verstraeten
<thomas.versirasten@gskbio.com>, Vincent G Bauchau <vincent.g.bauchau@gskblo.com>, Jean L O-Connor <jean.l.o-
connor@gskblo.com>

Boo:

Romulo E Culindres <romulo.e.colindres@gsk.com>
Date:

Wed, 02 Dec 2009 15:03:00 +0000

Dear All,

_As always, we would like to remind you of the importance of valid exposure data and your
" role in updating our records with this information. Please forward any actual data that you
have available on number of doses used in your countries each week, including usein
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pregmancy and chﬂdrémtq Aurdlia Delaigle [Hurdlis.a.delrigle@eskbio.com] - thess ara
difficylt humbers to secount for each weekand wi sprrciatsyour hefp with tpdates,

Heta s Hhy sumimery of the HIN patndérnicvamnmsafemfe/via{wnr Week 49:

The curfefit teviéw covers dita whigh lias baer repbrted fo GSKin the period from 24 P

fo 30 Nov 08, a5 well 45 the cumulative. safety. Thisdats alke includes Inforrmiatian
frap clinfeal £1ialg, spantanents raporty, phase ¥ studies snd amy ather source of
patentisl safely sigmils,
Tha total putnbepbf subljedsthet haye been snrafled in tlinkal trals is 2778,
inchuding 582
in pediatrit studles (I-Pan program) #ad 5998, luding 258 in pedidtde studies (@
Pafi prograny, intluding subjects of all ages dowrito 6 months old, Atdtal of 27 SAE
peports i B-PAN HINL ard 8 réponis i GHPAN HINS studies, of which A wers |
eonsiderad velated to the HINS vacting by the investigattr have been recefyrd. A
réndeny-of thess everts aswelf as e fon-serious avents has nof rised arjy safaty
roncerns, excaptTor a relativaly high rate of fevar follawing the secord dose in
chifdran. This obsevyafion hes kean communfcated to aithorfies and 1 labelling
variztion hasheen submitted, Besides this, the reactogenicity profils of the HINT,
adjuyanted yarcins appears to he bivadly in newith the raactogenicity oF the H5N1
sdjuvanted vastime. .

Ik s qur understanding thet 65K HINT pandemimzatcmésare mowbelng
arimpinistered In af least 34 sgunfries (Bahrein, Brutiel, Belgh, Canadh, Cyprus, Grech
Republic, entmrk, feypt, Fnlard, Frarve, Gurmtaty, Grescs, feeland, Iréland, lseael,
Jersey, Kuial, Luxembioyrg, Libya, Walaysts, Matoteo, Netherlands, Norway,
Philippines, Portugal, Qat; Saudi Araki, Siovania, Spaiy, Swaten, Switzerfand, Turkey,
_UAE, LKy The woted nurniser of deses of Pansemrix distifiuted cloilatively as of 30

Nov is 545 millfors ddes {34 colnfries. For Aepatitly, thafetal number delivared is
15.5 mifflion doses fo 1 comfry (Fanadal & total 6£3.4 willion doses of non-
adjuimnted HANA wicting haye been deliverad to Canadaand US. This givesa graid

.. total of 734 millfon dosesdelivaredworldwidd, §5K has been madl awere of 2 ot

of 27 milliert déses administeted ta date (15 miflion dosen of Pandarinst amg 13~ i

million doses 6f Akgpanitiy plus naadjuvanted HINL vsccine), including of [ast
BAQ, OO dosas fo chiidren and 140,000 doses to pregnzt woren, Pledss Inform Tk
Carnpetis. (Dmcnampens@gkhxmmm} ¥ yeur country his starked it vacoination
cammpalgn-and wa hava not listed the cotuitry: -

The tatal numer of AE reporfs that have hesn reporied spontaneoisly during this

review period for Pandemyi is 4278, inastly from UK, Sermany, France, Deninark,

. Switzerfandand Sweden, The total sumbisr of AE reports thit etve beet Feported
spontanecusly during this review parfod for Arepanrix (antigeh Solres Quehee) fs ¥4,

and all are from Canada, Twa reports have bieen recelved forthe unatjirvanted

yatoine,
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As of data lock point 30 Nov 2009, a search of the OCEANS safety database identified a
total of 4319 AE reports (3807 Pandemrix, 510 Arepanrix and 2 for the unadjuvanted
vaccine), compared to 2957 reports received by the week before, This gives a rate of
about 160 reports/million doses administered. The majority of the adverse events
that have been reported are in line With those expected and described In the care
safety information (pyrexia, headache, pain, fatigue, nausea, malaise, chills and
myalgia are the most common). For the other events, no causal relationship to the
vaccine is established or expected. In total, there have been 1233 SAE reports (1138
Pandemrix and 95 Arepanrix) and 53 reported fatalities (47 Pandemrixand 6
Arepanrix). For reports of fatalities, based on available data, there is no evidence for a
causal association between vaccination and fatal outcome.

Event Pandemrix § Arepanrix [Swine fiu spii‘tQuebec'itv. Total
g 1 | withoutASo3 |

All adverse events 3807 | s )/ 2 i w1
iSerious adverse events’ I 0 1233

Fatal outcomes 4 oy 0 53

IAESs S IR N B A
Anaphylaxls [ 1 B ] 0 184
Faclal palsy [ 12 19 1 0 14
iGuillain-Barré syndrome 3 ‘] A o . 4 4
[Encephalfis ___ B P D I T B
Demyelinating dlsorders . 0 k.0 b3
Convulsions 51 1 6 0 b
iNeurifis | 6 4 0 0 0
Vasculifis 10 % 0 1 L

For AES!s, there have been 184 reports of anaphylaxxs (141 Pandemrnx and 43
Arepanrix, 7 of the cases reported were from the same Arepanrix lot; @ manufacturing
investigation is in progress to further evaluate this lot}), 14 reports of facial palsy (12
Pandemrix and 2 Arepanrix; causes other than influenza vaccine were present in 5 of
‘the reports), 4 reports of GBS (3 Pandemrixand 1 Ar'epanrix; onhe was diaghosed 4
months prior to Pandemtix vaccination, one provided no detail and the remaining 2
cases reported symptoms of ascending paresthesias diagnosed clinically as GBS with
no testing [lumbar puncture, EMG, MRI] provided or negative results), and 2 report of

encephalitis {Pandemrix; symptoms one day after vaccination in a 51yo that resolved -

after 48 hrs for 1 case and no details provided yet for the other case), There have
been 3 reports of multiple sclerosis (Pandemrix); 2 were exacerbations of MS and in
the third one, the subject had a history of intermittent neurological symptoms since
1997. There have been 57 reports of convulsions (51 Pandemrix and 6 Arepanrix), 15
cases were reported in subjects with a history of epilepsy/convulsions and 14 cases
were reported in association with a vasovagal response to the vaccine; an evaluation
is ongoing. There have been 6 reports of neuritis {unspecified or localized neuritis and
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1 diagnosis of plexus femoralis) and 10 reports of vasculitis following Pandemrix.

The Phase IV cohort safety study (PASS) in the UK has enrolled about 6008 subjects to
date, including 408 children and 162 preghant women. A total of & SAEs have been
reported in this study so far, with 2 considered related by the investigator (cough and
atrial fibrillation). The first cumulative reports will be-aviilable in late December.

In summary, the risk/benefit profile of GSK's H1IN1 pandemic vaccines has not
changéd and remains favourable. The events of interest are under close monitoring
and the list remains unchanged. A review of dysgeusia, anaphylaxis, transplant
rejections ahd convulsions is ongoing.
Note that the information | am providing you is for your information only, so you can be
prepared to answer guestions that require this level of detailed knowledge. Any further -
communication internally or externally should be based on information provided by Team ||
and following the rules established by that team. Your preferred communication tool with ’
the regulators should be the sPSURs, which will be added to the PSUR website alongside the
other PSURs as soon as we finalize them. The next Pandemrix sPSUR is scheduled for
submission on 21Det and the next Arepanrix sPSUR is scheduled for submission on 2Dec.

Tom
Thomas Verstraeten, MD, MSc

Vice President

Head Blologlcals Clinical Safety and Pharmapovigilancs
Deputy Qualified Person for PharmacoVigilance
GlaxoSmithKline Biclogicals

Avenue Fleming 20

B-1300 Wavre, Beigium

Tef, 32-(0)10-85-4841 (new extensionl)

Mobile 32-(0)474 53 48 68

Fax 32-(0)2-656.8009

Ernall thomas.verstraeten@gskbio.com
Secretary: Nanecy Visser Tel 32-(0)10-85-4843 or
Valérie Popleu Te 32-(0)10-85-4823
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Exhibit "GOC 6" referred to in the Affidavit of Gillian O’Connor

SO
Sworn on thellgday of June 2017

Signed: .}
Gommissioner for Oaths/Practising Solicitor
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Bubjects HIN VACCINES NEWSFLASH,

AftacHioentss RN Communicafions Availakiiity.pdf
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Sent to LOCs (NSCs PRPS, Medical Diceetors, Regufatory Contacts, Sommunicators, Giils|
Bio Clinfeal, Gommeréial & Wedigal ARas calleagues and e Pandemic Centre pf Excellence:

The fotal npmber of doses of Pandemrix distibuted cuniilatively as of 14 Detenberias 73 miflion

doses to 34 couplies - for Arepanfix, the tetal numher delivered was 24.5 miflion doses:to Cangada. &

tota of 18.2 millfon doses of roreadvanted HINT has beety defivered fo Ganada aid fie US, That
&5 gived a grand ot of 108 willior dosey defivsred worldwide.

It i eorren B estirtated thal d minimem of 42,8 veiliion doses taveg Beanadminjsterad to dafe -
1.3 illion doses of Panderifiarid 13.5 million deses of Arapensi apd nen-adjuvanted HINT
vagcine, including st least 1.2 miffion dosés: b childrertand 132,000 doses.to pragnant wamerr, Mote
detafied bresfe-dowry par county can be viewed in the. vaceines. defivery.and adminjstation tabfe
hotised: in thes pink tah befow - tHe Benefit/dsk profite of GBI HAKT pandpmic vaccing has nok
shetnged ahd remwins faveurds.

L d
HINL Rews.

o Wit the end of the year coming, fhe H1 pandethit s being fisted ds the mosthigh
profite; erisis of 2008, with the: pandemicvargine the bggest héalthbteakihtuugh of the
yeat {ONN and offier media oufiets)

+ Tie UKHPA revealed fhat oply 1 in B peaplewho were-diagnosed with HiN{ actually

% had the diserst And 800,000 prestriptions of Tamifiu were unipeessary [Natural News):

« UB experts whivditdy emergency prepatedngss Bave vald that e fickls of vacding
ard the failure fp.get it o these who nead it most, shiow That we semafn uiprepsmad for
widespread health ememencies ahd siovw to address the problet. The HINY pandemic

+.orm - STICUIG Ve cOME With.Bri armgnbcement. Tk s fest.of the pullic Heath $inergengy
sysfsm (Daily Heald)

« Economists havs said fhat H N1 mey dectease Ausiralia’s GOP br0.§ perent fis
year hufwould tothave an effect-oi the ecoromy 1 2070 (Bloomber}

« Lok of survelliance hrag Jed fo the perceptian that Africa has & low prevaleros of
influghnza, but spuradic feporis show that fin ls cireylating fiere undetected (CIDRAF)

« The NIAID fs reoruiting Hivepusiive volunfasrs to test wiisther they need a Jarger-ffan-
stemdard dage of HNT taueime (CIDRAP) ~

+ The CDC has &did izt about 15 parcantof the entie USA has beatinfeeted with
N1, dbont onain every six peaple (LA Times)

~ . 4
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» A UK study has foupd thaf:the HINT deafly rate in the caupfry'Ts 0,028 persent - Farless
thar 2l three pifiet 20 certry pandeimips (Renaters)

» Atcerding to mpatters i the US and Etvops, 89 percent of influenza tases tasted last
wieek were HINT, whieh fagany e seasora) i yiris may nebappesr this winter
sgrasen (Blgomberg)

HIN1 Vaesination Progranimg Hews

~ Geirariy aifd Spainwant iy reduce dgliveriss of HENT vaocing andd potentially vefum
axcess supplless o manufacturers dug to Jow uptake of shiots, ina move that could bit
drig-makers' profits (Reufers)
» Tha UK Gavetrpsient has recommentded 1x0:28mf dove of GSK's HINY varelne for
ghildren under the ageof, 10.aftet reports that fvo doses mety imdus fave (Daily Mail)
- Datrionstrators have matchad fiisugh Edinblrgh ter profest against HIN1 vaceinafion,
Highlighfing that N1 i ot as serionsds 1 iy slalmed aric concems dhout the safety
antf usafulness of this vateine Press Assocition ,
« Ching's H1N1 vacsination sampaign is ndf pogeeding as fast as i stould beeause. :
people are worded dbout.the safety of fig vageing (Xnhus) % '
Kyt dré oot recebdug a foll sumwmary of alf siedia teperls b regular basys-and would
‘ fike Yo, pledse ask Michias] Bauer (Senior Manager Product Communications Fu)
mtichashh.haus@gskhio.som 0 add you to His media report @ailing Ifst,
‘;e!'

HAST Vacrines Defivery & Administration Update

St

| 7 Covey | BawDate | Vasche
T Cromis HNgvember | Dovadiy
e Mg ' wic 23 Nbweatber BaaaflfESE
{Aeepenisvaccinafin not
. L wstewedy |
— ! e . e &
(330,000 doses Panfcintc
SRR SRS ST S .. ... I N
B Byda WiNovetbey | 5K T
Greege 16Movember | GSK/Sanfif
{~220,000 duses Pandaneix
L, S sy
. Sandi Avabix ~ wied Novesbor GER
" Singdpots wi o Mowembet " BSKSCSL
@- i g * Va: fﬂ :‘i Euat'
yd:mmd; .
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{~2.8 milllan, Josei ]

Noaoway 2L Octaber
! _ o =Lz mﬂhundnscsadmo
Belghum © 20 Outalier =3
{17 axdlfion doses agtmy)
" Branee 20, Octohet 1 Satof/E5E/ Navauis
(~2.4 milfiore drsses
i . Pandemei atfen,)
Japan i ¥ October, Domegtic GRE/Novartis
’[ . (o] stast nnid-Fon sty
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\ 1 .
. “Ansiz ' - Jbanmﬁhe: f Baxter
I Boesla, 4 NovetiBiex ' Dumestls ]
" _UAE 5Nov:mbet o GsK '
" 'The Ngthodands 4 owegrties L Nowite/GEK
: (14 xdftion doges
"Croatia, ! 5Movesber T Wowts
Dgnmgsle % Noveniher GEK
. £~300,000-doses-adni)
Sloyesty. ZWovembet | Gk
" Icefand IWovembe | GBE
Yarach 2Nowesbee | GSK/Szof/
Mnvattis
| (~5,amx ot Pindunids
L adm -
S Tutkey i 2Movember { | Wovasti/GSK
& [ Vadons Chinme Peviney | JBOgiobe | Sisovaseteds ]
[ Taxceboug % Gotobee - G B i
L B F28)000 doses aden .
T Chan HOpobet | GERpNuvary | i
Yeelnd 21 Ogtabet . GE ]
Jessoy . 26 Uctober o GSE
Canada { 26 Dctobek GSEK/C8T.,
{~4 million Arepaidy,
déagen uder)
g Cmve— T ik [Bantir
{58 million.doses.
_ Bandenplpadm)
Pormgal 26 Octobet ~ GEE '
o JCTI0B G aliin) |
& e el e
o o } 17 milipn dosesadm |
TR " 21Ootobes GEK/Baxter
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TAK vascine)
" Tt i 14Cctbee Bupplct(s) mlknowy
Ty | 14 Cotober  Novattis
Sweden T 1XOcwober TGSk
; 4 (35 million doses adind)
» USA " ¥ 5Uuiohee T Mediminonef
£ L/Santki/
4 Novarts, (@8K)/ 10
' ' Biomeritalvaccite
Barstoatin _ B0%epguber SR
_  Domgay 2¥cpteimbee | Ouiffuvest
< Beijing (Chiva) 71, Septemhes "~ SindyseBigtech ],
{58 willion dgses i |
E=
181 Globial Epidemislogy Overviow
WA = Inflyerzaf ike Hiness
AR] == Acufe Respirafory liness

@

Influenza scfity has cotitinued fo degriase across Ganada this week, 1L consufiation rath s
yithity the: expected ranige for this fime of the year and fiere Has been an puenl) derease.di
antiviedf grescﬁpﬁcms in 4l provinees and ferifories, In the: 1S 14 States baye reporfed

icall d to 25 Tastweek, There has beanu
decrgase i inflienza sssocjated hospitalisations and deaths, howerer preumonia, apd
itifisanza metally remains ahove threshald for the 10t tonsacidive week.

The pandetnicTy affesing st countries dctoss Barope with some hdicativn that Catrat and

geographically widsspread iiflaeniza adivily compars

Eastent calinfies atecurranfly sxpetiensing the graatest infensily of influenza acfivity

a_Tﬁﬁ

intensity oftlinieal actvity has been. described as very high in Lithuania and 14 calrdrias Ravs
reparted high infsnsity. Clitdoal respicatary dispase activity has declined ower the past fhrse

wesks it 10

Podugs
R

soumiies (Beltgum, Bulgenia, (celarid, relard, Isragl, ive-Netherdamis, Nomway,
, e

&

it Western #nd Cintral Ast IL{ gr AR disease adffity contintes.fo increase I Kazaklistan
And Krygyzstan, swhile astivily may have peaked in isras!, Simanand Afghanistan. Pandenic,

- e smns e = N e RO S AT CleUlate R0 dran- dordan sad Tnmucof e sumouriding reglon .

Influgnza fransniission ferising variable n Bast Asis - fhiere fias lieen & dédlifiaIn ackvily in
Marthem China afd Manhgolia, elavated bup stable £1 aetiviy io Souther Chiaard increased

“activity in Jagan and Hong Kong, For South Asla aifivity continues o inoreyse in

Norffestern parts of India and 8t Lanka, .
- fyou arenof réceiving 2 full KNI epldemiclogy update bn a regular basis and would fike fo,

please-ask Natasha Nanwd

natashaJgunwa@ysk.eom fo add you fo her epidémislogy wpdafe mailing list, You ¢an also
access defailed Northern Hemisphere
Epi Updates on the Eurppear Centre for Dissase Controf ivehsite.

4
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HUN4 Vaceings Safety Updata
AFs= Adverse Events _ .
§PSUR = Supplémentary Perlodic Safily Uptfats Repart

The currsnt review coversdafa reported fo GSIK o date snd Tnoludis infenmatbn fom
spontaneots veports, Phase IV studies, tinigal frials-and any othar Sov o pistenial safefy
sigial. The tok nurpssr of sulifegts Hatirave beean enrelled Jn cinfeal tals Is 2,805,
Including 602 Ty paedictfte studles for the D-Pan pragramme dnd B388; heluding 16
paedialic studies for the Q-Pan programme. .

The total number of AEs fha favis Been reported t BSK spontanegusly diring this
revigw period for Pandemyfx fantigen séurca Dresden) {5 1,880, rdosflyrfrom Gerthany,
fhe UK, Greeee and Franes reflecting the Xnoln tisage patterns, The folal numiBer for
Arepanxix (gtitigen source Quebec]ls 22 from Canada, No reppris bave been receiviad
for tnadjuvarted waetine. T, T T T T T .
.- . Thereview of the avallable sufely data:to date does nof stiow any unexpecied safity findings.
&)  Themajurily of adverss svetits Bt havie been reparfed aie o ine wiihviidss experied and
' destribed In the soresafely infermaton {pain, induration, sweling, redness, headathe, fever,
aud fatigue: gre the most sommon). A cumtrlative revielw of fatal cases Is also perormed on a
weekly basis and the Jatest review fras not sugrested any felationshiy hetwaen fualiffles and
vacrination.

The preferred somnunivation fosl to by ysed for regulators femalns sPSURsThe riext
Pandémiix sPEUR Is soheduled for sibmission ot 21 Deterber and an Ampanx sPSUR
: wias sybmitted on 2 Decerpher,
Please riote that 2 tpformation-contained in fhis ceinmurtication I confidential and intendad for
internal nsk: onlyy, Ferthose of you .
communicating witfr exdemal stakeholders please ensure you only ose data approved for extemnal
use stch Ak sthosure sidesats lested
by itk Camgens, VP Global Yaccihe Dévelopment Elderly Vicoiney, Yo gy rotiee. slight.
discrepancies betwsen data contained I fhls .
HINT NewsFlash and in materials approved fof exferfial nsa - this s dus fo the fims lag npurred
during the appraval provess needed for
* eviermal cortmtiniiation piippses.,
bt the gyenf thaf yon ars directfy intolved in safetyyrelated aspncts of HINTand vee mors
detailed iformation fo help you in

yourwark, please contavt Autelfs Delafgle (HCBP Safety Sefenflst) murelipdelaigio@pskeom,

o]
% (ar the snd of year hreak, your rain palnts of ontact in tha avent ofan aigard safity
query art nated felow - pleage be awere that hoth are loeafed o the East Copst of tha U aid
aratherefors operafihg at B8y

= Harry Seifert 41 610 7143077
¥ Doruthy Stavin +1 6109724715 {not ayailahle 2475 Deg]
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s AisCUSSEA dirring & weekly techitical TC. -

sr-rerTre

Lol
HANT Medizal Infortration (unsolieiied requeshs from HOPs)

Master Gigbl Responses (MGR) for G2 HINT Vecohes. are placed itethe new S8K Global
Medival Infarmation foul WISDOM. Fercouritties whiy dy nat yet have access b WISDOM, MGRs.
are also plaved o the MoVe website, Taensure consistency in global respanses, weask that | 0OCs
Tdentiy Highly fepstifive querizs where 4 Waster Global Response (standard letiér) wollld eishrs
gteatet cotisistery - plaase send dueries t the Glutml Designate Tearn {Timotty A Stihaare, Kevin M
Clurkin, Sami H, Urann]. Refjuests will be priodtised artd you will be trifrmed of timelines far response
prepatafion.

HANT fMedical Support Mayials
New mesfical backgroundefs. sre now avallable on SeillainBars syidrome srd o current expostre

19 GSK AS03-containing infllugnza vaesine. TTRS on HANY drid CTRS o HEN1 ams alsn decessible,
while FAQSs can be answered by accessing the MdWRs infurmation Resource on HIN1 Vacciries,

Below ara soge supplementary finks which could aiso be of use fo'yout %

W0 HINT PORTAL

WHO Btiafing Note 186 {Safely of Pandstmic Vasclnes]

WHO Brlefing Note 14 {Experts advise WHO o pandemie vaeshis poficles and
shategiss)

Unspsald Monitoritty. Centré

Europesn Ceufre for Diseass Prevntion and Contrn] {(ECDE),

MpVe HIN1 Section

MoVe H1KY Links

GSK Pardemic Webstla .
GSK Pandemic Side Effect Reparting Websife

It you are in fieed of wore detailad Medicdl Affairs foformiation fiy drder for you o-condnct %

mre effectvely; pleass sontuct Ditk Campens (Y Global Medical Affalrs Elderly Vaceites)
dirk.campens@yskhio.gom. Stalemenis for use In gxternal sciantific communication arg

' % iy the event of an mrgent HIN1 caomaunications issye gver the end of year break, ynui
miain points of ontack ara nafed In the docuiment aftscked:
{Sez atttched file; BIN] Commmuioations dvaildbitypr)

o
e e ecalopt Busbes P
ithal Clieal RS

RESKp1-DooDsaz

e Tt
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Exhibit "GOC 7" referred to in the Affidavit of Gillian O’'Connor

H
Sworn on the )& day of June 2017

Gillian O’Connor

Signed:
Commissioner for Oaths/Practising Solicitor
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NiamfiMeAgdle . . — i
From: MaeveaméMnHﬂgﬁ A
Senity 30 Devembisr 2009 11:02 !
Toy mﬁﬂwﬁmy Aoifa famel@lily ey Joari Slvary@imte; Alrdath Spioner; Qi f
] moje i
O ety Hoihes %%&mem DerekMartarty: Nianih McArdle :
Subfert: g;ggl gnhanc.ed Gafelly Reyiew Tear {Team I} Communisztion nn Safsty Review for 2248 b
Dl £

Pleigsa flnd below GSK S Enhanced Safety Revlewr Teant Repurtfor Week 53 {22-28 Dreagh, Pleasahitetfie helow
repartfs partially Bidsad o unreviawediUncanfionedeports, asTels primacly qenerated tovpdata frtefnally,

 hope youwwill find 4is informgtios dseful.

Pharmacovigitarce; Qualltyarid Cofnplisne Mahager

GlaxoSrithicline tralddd

Tebazmg L qy55ae
email maevearme. Xinchughi@iskrot

This emptil fs gant By GlasnSmithiRine:frelar} Limited, o poyatetotiptny limbzd by shares, andd membernf the
Glxasmithiline qroup aftompenles, Registered in eeland with Capany No. 14513 « The registered uddress £

Stonetastis Wy, Risthfambvay, Dublivesd, relnnd. Directors: AJ. Lych; A.C, Beerede Lnagues (Spz), 1, Yoo
Suippenberg {NL)

1

@

’

Hete /s the summary, of fiz HINT pandemin vaceings safety tevisw for Week 53:

- ——ts

“Thi'GuiTent Feviesd COVETS data Wi Has HEsH Tepaisd Skt period ronr22 1028 Peg W willasthe
cistmuiative safety. This deta:alse helodes Infoemztion fom clinicel als, sporfaneniss reports, phass 1V shdies and mny
oihier'sonte of poleniial saféty signadst. :

gg:am’fc;gg} information & urchahged from Jastwask 2 no new sublpel havs beety enrdlied 21d no risw SARsHove
n reportsd, .

The total pumber of dosas of Pandemrix distibutsd cunifively a of 28 Dec ix 86 million doses, For Atepantix; s
tofal numbier deliversd is 35 million doses. No update for the doses of unadjivanfed vacsines wes recelved, s

‘sssumed fhat the fotal of #4.5 mififon dosss of nor-adjuvanted HINT vaceiie dellvered to Canada and 118 temalns
unchangid, This gives an eslimated grand futal ot 1355 million doses deflvered worldwide,

1
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GSK esfimgtas fhat & minlmun of 614 pillion dosas have been adminlstered todafe (48 millian doses of Pandeniix :
and 13.8 million dosés of Arpanrx plug umidfuiraidsd HINT vasting), Ingliding ot Jeast 28 millfon doses o
childret arid 285,000 doseslo prednant waniefy .

The tofal nutber of A tepcrts fhat heive beetiparted spnntan'egusiigdnﬁngﬁais revipw period far Pardemdx s ism.
The fotal bumber ot AS tephis that tave Fesn reported sponfaneotsly-daring Hils review petiod or Ampandx i 4. N
reparts Waye hisen recivey for the wiadjuvantsd yaccing,

As.of daka sk joint 14 D 2009, & st of e OUEANS safinty databass (dentifiad a tobel nf 12768 A repirts
{12180 Pandemrix, 584 Arepanrix ind 2 for e tinadflivanted vaiccipie), sofmpared to 11262 reports reelved by thie week
before, This pives a.rafe o about 208 repostsimiliicn: dbses administeted, The majoiiy of theadveise svents that have
been reparted xte In line with thoss expected and desciibed i he care-safety Tfonvation: (Pyrei, féaddete, gafy,
fafigae; nauses, myalgld, folaise.aad ehifls.are the mioktcommoan]. Fur the affier vvents, oo bausal latisnship s the
vacoiiels egtablishiod orexpecied. I folal; finre Have begn B2Z8& $AE iéporks it 119 reported fatalitias. Fgr_;igpmﬁg
of ftaliies, based o nvailuble dats, fiter fsn evidenca fer 2 vatisal asseriation beiwesn vazeination and fataf
oulsime: .

Sammary of Spontangons Adverse Event Reporis: Daga Lovk Point 28 December 2009

3 . , > - SR
Event Paidermrc | Argpinrdx . mﬂ;}&l&r Toral .
o B . o hems | 1

ATl edyarsé events 12188 584 T2 17788

Heyiols advarse gvénty . 8280 4od 1 B 3388

Fallpyleanes ] 7 g 0] 113

Dy Exposare during 2T I N ) 1T 2R

pregtiaricy B .
ISHflbigh | 461 o i o & .
Fbbrtion sponfamsoug ey | D 1 R I

AESIS ) .
{Bnaphylexls 764 (+05Y & ) 317

Fadalpalsy - D a7

Euiltzin-Harms syndrortie Byt 4 8 {8
{Encephalifis Ty ) g8 a 7

Derpyelinafion ~ | BEH | O RN

Goivtisiios | Zmig, 7 N 221 %

iy T Uy 8 a 1 :
agouities: R 0. ] d "’ '
Vacnationfaflwer ~ 7] CA8QE] |0 0 | 0 18

0N B W O oA AR Y b e EEI POt P §7t ey 1§ £ S o o it S AT 1€ o £ v Pos SwAT TR [YSres » e

o e men e ——

“Tha inctegsed number of pregnancy. oujcomes and AESIs ¢ases is nofed betyeen trackets fortmsesournts tat have
Ttreased, Given an estimated incteated sxposuns of eppraximately 15%, aslightly Highst ey expested Thomase fias
oogutred far Gulialn Barmé.Syndrome, encepliaiiis, convmsions and vaccination flue,

None of thi newly repetted GBS cases have sufficientdstatls tocortitm the diagnosis. _

Th fwa néw tasesbf ehosphalits lats o2 repert ofvarioella zostermeningoen E;ghaﬁtfm an Hi-positive sufjactand;
a report of a 48-ysarofd mals witinspesiied netjngical symptorns MR consistent with brls sl encephalits,

The inctesised refe fa.convitlsions reparts may be related f variois cofimunteatiing e selzures fillawisly Pandemz A
update: of e glohal Assassmmentwilbe perbmed egularly. _

OFthe &.uew reports of vabeinalion fadlure, 2 had laboraiary-confitvhation {of which onewas enly iiftusnza A pos on.rapld
test following exposugs fi 8 HINT care) “This tiririgs tae Yol aumberof Isboratory voniinnied gages i 8.

fn simadry, thémewly reporiad AESIs 8o tobsupgest & new $afely signal,

z
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T Phase W ogliort safely st (FRSS)In (e:UK s enralied al 805 subjechs 15 datis, At pdated review of i
avents raportet].fo dafé hrgnet mlsed dy sufely coticeios:

In siniitiry, e riskitienefit yrefif of GeRs HINT pandemie vicofies has ot changed and remains favdirable.
The-events of fnferest dré dnder tlose monitoring and the listrenns unchanged. An apdatsd review.of
convidstons isongeing.

“the secand PandemrixsPSUR has bren madsavaiidble on 240ee o Hhiz second AregdnrixsPSUR hag been fridde
avaiiabls o 24 Det. .

Thomas Verstragten, MD, MSy

'Vice Fresident )

Head Biglogicals Clinical Safely and Phatmacovigifancs
wDeputy Quelified Person for PharriacoMigliance

BlaxoSmithKline Bislgleals

Avernae Fleming 20

B-{300 Waure, Belgium .

Tel. 32-{6Y1 0-B5-4841 {naw extarisiond

Mohile 32-(Q)474 53 4365

Fax 32-(0)2-656.800%

rivafl thormas.versiraetm@gskblio.com
Secretary: Nancy Visser Tel 32{0)10-85-484% or
Valérie: Popleu Tel 32-{0)10-854823
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Exhibit "GOC 8" referred to in the Affidavit of Gillian O’'Connor

S e
Sworn on theD\% day of June 2017

CemmissionerforOaths/Practising Solicitor
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Njasith MoArelfe T
- Bt Mol '

grm?: mlanuammu 6:18.

Yot 'kevrn Ag:g@xmmgéﬁmn@rmmummm@m' VAt Spooner’

crx Mamnﬁmal naxakMOﬁa 2 Jeiiny Huphis; Misvegtre Mehugh

Subject: N1 oédfﬁaféty deiew Team {Teafn ) Gonimuricatior b Saely Renfowi for g

Janm-szan ]
Daarall . v

Plestses find Below 55K s Enkanced Saety Reieh Team Repott for1g.fan 2o~ 25 Jan 2ot Please note the below
répork s partially basediop unreviewed/unconfirteed Vepoths, ax Tt is prfpanily geperated td Opdate Infermily.

o yauwill-find fhis infdrmation tsefal.

Hnd regaidls
Niamb McAdle

%&mamv@imca%wﬁvs ,
This emgll Is seit by GlaxbSinitkilas {efard) timfted, o frfvaty caapany dmited by stures, tnd o memberof the
GlaxaSaithkiine group ef compdnles. Registered.in Jeldud with Compeuy Na, 15533, The weybterd vddress is
Stonemusons Wey; Rathfumha, Dublin X§; itelond, Bitectors: AL.Lyncl, 5,1, Storeg {81,151, Vi Salppentiery (ML)

Heré Ts the sarmary bFthe HANA paddemsic vacrines safety review for Wesk 4 2010;

Thi clrrent review covérs difa swhich has bnefi reporfad to GSK In tha period fram 19 fafo 25

Jan 40, s welfan the comulative.safety, Thils data afsa includes fofbrmtion from tinfeal rials,

spotitatreos reports, phase I studiss and any othersayice of potential safety dgnls,

The total ntubép-of sibjects that have seer eprolled i dinfeal trialsTs 2017, indiding 656 In

pedtarfc stdies (B-8an program] and 6357, indiding 259 In pediatei studies {Q-Pan

program), dading suibfects of afl ages dotwn te 6 mottfis gld. A total o 45.SAE regorts tn -

PAN HAN2 and B2 SAE repurts In QPAN HANE studfes, ofwhieh S werz considered wossttly

' relted rothe HiNLvareineby tha jovestipator, feve beey received, A review of thigse avents
% us well 55 tha don-serious evénts has fiot raised nett safety concerhs, Thetedctogeniolty profila
d of the HIN1 adjussnted Yaccine appears to be broadly toline with Sie reactogepicity af‘q&e
HENE adfovanted vaccine.

It Is auf ubderstanding that GSK's. HIN1 pandemis yactines are now belhg admisistered nat

.

Firitahd, France, Germaiy, Greeos, Toefard, refand, T, Jersey, Ruwait, Lbyd, lugembudrg,
Malaysia, Malta, Mexico, Morooes, Netherlands, Norwey, Philippings, Portagal, Qetar, Saudf
Asabi, Sigapore; Sloventa, Spalry, Sweder, Switderland Srla, Tarkey, NAE LK. Thatotal
mpnber of doses of Pandemrix distribated cumulativelyas of 25 Jan is 108.5:millfan deses to
35 cottries. For Arepaintix, the tofal nummber of dtises distdibifed 1§ 622 millioadosus ta 16
cotntiies, Atttal of 4.8 miliun doses of utiadjuvanted HINL yatcine have been delivered to 4
coiries. Tis gives 4 grand tota] of 4175.3 million doses defiversd warldwide, 65K astimates
thata minfrey of 75 miflior doseshave bean admirtstered to date 161 million duses of
“pandemibi, 44 millien duses of Arepantix plus wnadjuvanted HAN vacdvel, ncluding st feast
i
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2.6 miffion-dbses to childred aprd 60,000 doses to pregract women, Mease inform Dirk
Campars {DidCmpens@gskbio.com] Fyourenfintry hat startad ftsvaeinathin campalgn apd
we hava pot fisted fhe country,

The tota number of AE reports that have been fepurted spovtaricously during s review:

period for Pandemy{r iy B5% mibstly from UK, refand and the Nethedands, Thetetal umber
af Al repatts that iave been reported sportanepudif diefg tis faviev hedod for Avepatirix is

4. e raport has brey recefvid for the unidiuvanted vagdda.

As of data fork polit 75 dan 10, n seateh of the OCRANS salaty detabiss Wentiiied ¢ fotal of
B0 AE iéports (15552 Pnglenitdiz, 515 Areptandls apd 3of this oradiuvariad vacele),
eompared . 15512 mpurts recelvad by the wash befos. THis glves 5 rafe of ahout 21
regorbsfmillion doses adminfitéred, The foajodty bifhe siverse eventsthat have bean
veportédtp rliftgwith Hose axpected wrd desoribad {n 4@ con safiety Information (pyresta,.
hrarfathe, patnfatipue; nausea, myaigh, vimifng, mutabse and chills arethe most common},
Forthe oifter evants, no.c4asal relitffonship tothe vaccine is estabiished or expacted, In totd,
there Fave heen 421/ SAE veports and 139 repérfed Tatalitfes, For repartvof fafalfies; hased

o available duts, there is no evidenes far g eaysal assoeiatian kethweeh victhation and fatal
vutcome.

Event “Paodemdx | Atepanfix. | Swilefuspi | Tom

i h : Qiebes withnt,

)4 . _ L o i :

AN acivetss fvents T Ubsales ; BIE@  y spy | detm
[Setiois Aiverse Svents I CEEREEER | BW|
alal oulcomey IR R T R A
{Brug axprsi durng pregrianey’ | 262 (8} ZB{1} KD 290
SuEty P B8R # ] O
Abonitos spentarenls 43(2) 9 i Tw
sl i S e ) i
[Anephyfds _t BEEr | 4y | v f &
JFechal sy ' # @ 2{6} i1 &
{Giilain B sybdpeizie 82 {5y T4 B F B§
Ennephaits O 3=
Demyefbaion | #@ § @ 770 T
[Convlsions ~ ~ ~ ZE(s | O ¢ ¢ %
Renfls fawm & 1T @ "1 @ |
Vel | O N DR
Weconaopfilue T T @) b ' T 27 1
() i Merther of new stz sice Taskangek, n
Regarding ABSls,

« Apaphylaxis: A safety redfew hagbeen parformed with DLP 65 Jan 10and showed that e glohal
yeporting rate fue anaphylax fallawing varnination with Argpwix and Paodeniii fs consistent withs
the hackground tatet for anaphylasis following vatcination. The benedit/risk bakince remaing
favoiyable and BSK will continue o claselymonar reparts of anatifylaxis. The newly reported casey
after DLP tq not suggest a safety signal,

4
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. ‘
« Fagial graflsys 25 confirmed tepinrts (£ new torfngihe vestew period], A safify reviewchas been
performed withy DUP OF Sant 10, The beriefitfiisk hafante afthe vacdaes remaltis favotrable and 658
will coptinueta dosely santtdy raparts of fadal palsy. The newlyy reperfed cases after DIP domat.

suggest a satety sigal.
~ GBS F-eonfirmed repoitts [na hew during the vipsring peritd}. Thenuwly raported cases diy fet
stggest = safety syl

~ Eireephalitis: No new case reportad.
« Dinayefitiation: The viswly reportell cases do fist suggust a safiety slgnal.
- tonynlsions: A safefy reviéw has been pérfiimed with DIP 2L Dac 2008 and showed that the globzl

- reporting tate forgonvalsions folldwing vacdtiation with Arepanriyand Paridemrx is consjstant with

the Backgrodird rifes for eoprvulsions fiflowins vacination. Tha benefit/kisk butance remaing

fayotirahlgand 68K will conttmueto tlosaly monttor regorts of corvidsions. The newly fepdirted cases

dounnt suggest 7 safety signal.

~ Neuritis: No new case reporfed,

~Vasculitisy The newly reprriied tasés do not sugest 2 safety slgnal,

~ Vatcliration faflurst 14 eonfironet] reports {2 new reported during s review period), 4% reports did
. not meet eritara forvaceination filice,

RMi-rafated KESIS:
~ Maladministraiont No gew signal this week,
~Contaminatiom Mo new signal thiv.wesk,
~Autolmmunea hepatitisr No metwr signal this weels,

In stimmary, the fistdy repsrted AESls brpreprancy outsarnes do-tot sugest s new safisey
stprial. ‘

The Phass IV cohart safety study [PASS) {n the UK fas enrtlled alf Stlsubjects to date. A total
5§ 78 5AE reports (3 fatal cases reposted before Jast week) have béen wefiorhed i this stutly so
far, with 15 considered refated by the fuvesfigator. A tevetv af tiese evarrts fas-not mised aty
safety foncems.

Jni spmimary, the risk/irenefit profile of GSKEHINT Mqﬂémfc’iracﬁﬂbs.haﬁ not hamged'and
yefrrains favourable. Thi events of interpst-are under close monitoting and the fist remains
wochariged.
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Sworn on the o day of June 2017

Signed:
eommissionerfor Oaths/Practising Solicitor




Nigmh WicAfdles
Froim: Aurélfe Dalat

s s P

o rogeos
Sent: (3 Fehiary 20101
oz | Carloh yfum Leaﬂdm&afderm Diyvid Kealiousiyy Eegene Goh; Eva:Kallskava; Beorge

Gonstantinides; Getmldine Cruz-Crintert; Hetfwe Tang; Elsnl Papathanasion; Jana

FestiRoizy Jyveh Jeremitis Fanshusgy Tﬁemmamr%avav rLex Sernrl: Lea Hyllegled:

Mibyeahne Mckigh; Masthel Bonoln; Nairy Yao; Nith McArdls; Disy Flatén; még Miterin;

Pet Exgervall: Petter Kmurlsan; Plera Jammns; Maria Bilar B P

Badhna Joglekars Tepnias Prunsld; Ultch Haé!écher;wun pl‘;.’fasnnglrt?‘lx‘irashimzr Yea

Leong Teoh; Mada?olanda Gewanﬁes-Apoﬁdan bn%gﬂﬁ

Get Aldln Brewy BE}. Andrew Antama Oiiviay

(Biqtugfuafs eDelaTg{e ilog caxs BE), Barbara Hcms' Brtice ml; Lol
Karesy Ghnstaphe Mﬂlﬁugﬁr(ﬁm feals, BE}* Btk Canipens fp{ogiualﬁ‘a ; Dokig

Slayin 2 Emills Ledssme; Ermanuel Hanen {Blolo lca! ﬂE] mauda :

Tavany DaSnva xdloﬁ BE}- fsaryﬁumrr E‘ang Yecmﬂa%

QCannor (Biebgicals, BE), Jierr aramillo (Bloe ?381 Baliel‘ (Bfalmgma!i BEL

Remula Collndres; stephenicg yskbic.apin

“Thotnes Versitacton (Blologicals, BE); Vinsent GnyBatichtr(Bfnmam!s, B kel

{'Connar-(Bidlegicals, BEY; Auréﬂe Detlgle (Biolagicals,,
Suhject: ggg} Eclhg@d Safety Review Team (Tgam B Gammun’grpn on Safidfy Heview forWeek 8
Sent ofr behialf of Thomas Verstrasten s
Dear All,

As always, we would Iike to remindyou of the importauce of valtd exgostre data and your foli o updating
Gyrrecords viith thisInfarmation. Please forward any artual datathatyou have aviifable an nginbei ofdoses
psad . your countries each.wisek, inchuding lse fa prégancy amf cimdmn, tathristaphe Dmsrﬁ
{christopheddessart@gskbiacon]- the ! fo

your helt with updates,

Here s £hé summiagy. of tire HINZ pandeniie varcings safety review for Wisel'5.2010;

The curkent review tevers comyfative safatirdata which have been reported to 65K up to 27 Jan 10%,
This date alsé Ineides Informatiot from cnical Hiials, spontanadus reparts, phase i studles and any

& vther souree of potential safety signals.

: The tofal numbér of suhjerty that have been enrolied n B-PAR and O-PAR HINT dinleal trizls has
remdinad unchstged since lastdata Jack poink. A ulal of 4. SAE yeports i D-FAN HiNand 52 5AE
repotts in EEPAN HIN stadles, of which 5 were considered possibly telited fothe HiNL vatdne by
the investigator, havé feen received. A& reviev of these events 45 well as the ndn-serfous gveots has

GTTabsd Tewsafety cunzerts: Tiersastagenfcity profiterof e Nt adjuvantadvaeoiog-appears to——-

e hroadlyin fine with the resctogenicity of the HSNA adfuvanted vaccifre.

% Is pur upderstmding thakask's HINY pandemifc vaccinesaie nows befng adipinistered fn a¢ least 39
countries {Bahveln, Brunel Balghym, Canada, Cyprus, Crach Republic, Denmark, Egypt; Finkand, France,
Gérmany; Gteere, egland, Ireland, fstael, Jersay, Kunwaif, Lihys, Lixernbourg, Mala‘[S!QMalﬂ} Mesdrd,
Kiororce, Nefherlands, Norway, Diman, Phlippiries, Portugal, Qatir, Saud) Arab, Sihgatiore, Stovenia,
Spati, Swaden, Switerland, Sytia, Torkey, UAE; UK} The total numher sfdosesof Pandemriy
distributed cumulasively asof 01 Feb 10 1s 1124 millidn doses to 35 countries. For Arepanrix, the total
number of deses distibutad 15'72.2 million doses o.17 countries. A {otal of 4.5 milllon doses of
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trradfuvarrted HINL vacdine have heen delivered to 4 countyles, This givesa grand totef of 185,2

rillifory doses delivered worldwiie, GSK estimates that about 76 miflfon doses have beets adniinistered :

ta datet {62 milllon doses of Pandermdx, 14 miflion dosey of Arepanix pluy tamadfuvanted HiNT,
vaocne}, Including ot fepst 8.9 million dasesto chifdrar ad 570,008 doses to pregant wortien,
Please inform Dirk Campens (Dirk Compisns@gekiio.com) i your cotyitry has stafed ftsvactiration
carnpalgn and e fave not listed the country,

As of data Tock paint 27 Jan 0%, a saarch of the OCEANS safety dutatvase idantifed o iutal of 15280 AR
reparts (1562 Pandartuts, 615 Arepanrix and 3 for the madjuvanted vacche), This glves a ratis of
aheut 215 vepotts/imiiifon doses adtinfstered. The majority of the adverse events that have heen
reported afe i lite witf those expected aud described In the cort safety Infotmation (pyrexta,
headuche, yain, fstlaue, riausea, shyalgta, Vomiting, idtafse and cifls are thie most common}, Fog the
other events, io cusal réftionship to the Waedne1s esteblished or éxpectad, It totd, thera hava bean
4272 SR repurtiand 143 reported fatalitfes, For repotts of fatalitles, basad on avatlabiz dats, therals
o evidestea fora cusal ssocttion betwean vacdation and fatal outconms,

Event Pundemric | Ardpawix | Swingiusplit Totd
Geheswithout o

Al adverse evenly 16862 {110y 815 {0) B 15280

Serfols sdveatss evenls 4166 {89 148 (o) [l 421

Fatal outcomss 136(9 | 79 a Laid

AES]s

Anaphyiaxis Z10 ) 48 g 258

Fackl palsy ] Z{0) o b2

Grliai-Bars syndroma 55 {1} 4(0) { ba

Encephaliis 110 b & H

Derhyelingion 40 (%) u o A

Convisions 28a(n 7 0 anE

Neuriils 1Z{0) o 0 12

Vasculits 300} 10 0 #

Wancfatio fallrs ] 0 0 o

{} ¢ Wi of my ceses sincg fast uprdate, %

Regarding AESls,

- Anaphylaxdsr The newly reparted cate do not suggestasafety sigral,

 Foctal palsy: 31 confirmed reports, A'safety review bas besn performed with DLE (8 Jan 10, The henefig/yisk -

Balanca of the vacdnes iEmalns favourable and G5K will continueto clossly- monttor reportsof fack] palsy.
Tha newly reported cases after DLF do not suggest: a safity signel

- @BS:7 confirmed reports (no new durfng the feporting period), A safety review fias befn parformed with
LP 18 Jem 20, The bensfft/risk bafanra of the vaccines remalins fwoarsble and GSK wiil vantinue to cosely
monktor reports of GBS,

~ Encephralitis: No new cisa reported,

- Demyslination: No new case reparted. ,

- Convulsiorist The newly reported cases do not suggest a safety sigral,

-~ Neuritis No new casa reported.

RGSKD-0000738
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VYascyliths: No new case reported,

~ Vargliation faflures No tewr cass reported,
RWP-reinterd AESfs!

« Matadntpistrations Nohew siznal this week.

- Contaminatiog: No ew signad this waek,

- Autotmmune hepatitis: No new signal tlis week:

& sofepy revies oF peagnancy outcames has been performed with DLP 17 Jan 1030 conefuded that
thie henefit/risk balance of the vactives remsins. fayourable, GSK will continue ta clpsely wonifar
repprts of pregnascy.

n stwrsery, the newly feported AFSTs of pregnancy-otdtomes do-not suggest a trew safety el

‘The Pirase IV cohrort safety stiydy (PASSY I the LUK bas enrofted #5000 subjects todste, A total ofen
SAE reports {4 fital caves) rave been reported in this sttidy so.far, with 17:copsiderad refated by the
Investigatar. & review of these avents hag not rafsed sy safefy conceras,

In sumary, thersk/Eenelit profilenf GSK's HINL pandemicyaidnes hasnof,changed and fepralns -
% faveurable. Theevants of foberest ary Under tlose monitaring and the JsE remalns urchapged,
ote thatths nformetion { Fun providing you fsfor your infarmaton sffy, sa'yous catt be prepsred fo answer

suestfons fliat require this Jevel of detafled knowdedie. Axy further communication irtetmally or-exemially
shewuld be hased g Information provided by Team ) and folloiving the reles ectablistied by thattedm. Your
prefarved-consygnication, tool with the regulatars stiuld e the sPSURS, which will be added tothe PSUR
wehsite alorigside-the otfier PSURs a& spon as We fialize therr, A Pandemidx sPSUR fias Begn sdbmitted on 18
Jayt 10 atid an Arepaorix sPSUR has been submitted'ope 27 Jarr 10,

* Dyt alignment of dats gek polits, e réporiing prsriod Tar sportansons caves from lst vpdats edptaing
oty 2 days, The nex® dpdates will vherer agaln 4 reporting period of ong etk

Auie8lie Delaigle, I, Phid

Blologicals Clinical Safely and Pharmarovigilanse:
Slaxa3mithKline Blologlcals
AvsniieFlemiog, 20

1300 Wavre, Belgium .
Egiw Tl 32-(0)10-85-4800

RGSKO1 0000749

g = -




Exhibit "GOC 10" referred to in the Affidavit of Gillian O’Connor

AV
Sworn on theg\g day of June 2017

Signed:
Commissioner for Oaths/Practising Solicitor




Dearall

Please find belaw G5K's Enhanced Safety Rediew Teaoi Report forweel 6 g, Please fote ffie befow teporils
partially based on unreviewedfunconfirmed teports, =4 it pifmatily generated o Update fitermdly.,

Tiamtt McAsdfe
10 Fighmary 2017 15:51

"leincdonnell@inble's "aoii. farreli@imb; 15 Yoan.Clvary@tmb.le') Himath Spaoners
Wiamt Arthur; ‘digel-iox@limb.je!

Maytijn Akveli; Darek Mloriatly; Jeniy Hoghes; Macvesrse MeHugh
U HKA Enhaneed Sarely Review Team (Teaml) Genﬁmnmgm b Saffely Review for

Weelks 2010

Yhope yoo will fid Wifs informationusefut.

Kiid regatds.

Nizorth Mc Acdle
@mﬁawﬁgﬂanc& Exactitive

This exnisll s sent by GlaxoSpithiline (Irdlumd] Linited, w pivirte topspany limited By shuces, o arnember of the
SlaxoSwifthKlide graup of tomparles. Reglstered fis lrejand vith Comapany iip. 15543 . Hie registered adifress fs
Stonernnseons Way; Ratifambcon, Dubil 26 lelend, Directorsy AL Lynch, S, 4. Storey [5), EJ, Von Spipperbery [N}

Here Is the:sunmmargaf the $INT, pandemicvaaciies safety review for Week 6 2040

The Turfent review covars cumulative safety data which have beeh reported to:GSK Up 1o 63 -
Feh 10. This data alse incdodes inforimation from disical tialy, sportaneoustapotts, phasa i

stydles and dny offier solirgiof po¥ential safety signals.
. The total numberof subjéttsthat have been erirelled in B-PAN atid Q-PAN HANLclirical tialy

has remalned inchanged Srice fasF dats lock poing. A total of 4B.SAE repiprts It I-PAN HINE
zhd 60 SAE reports i Q-PEN HANA studies, of wivich 5 wete considered possibly rilated to the:
H1B vacriné:by thefnvestigator, have been racelved. A teviewof these svents ag well 45 tie
Ron-serious eyentstias not rdised new safety-concirms, The teacfogenfcity prafils of the HING
arjyvantéd vaccipe appears to be hroadly by line with the reactogenicity sf the HSNY

gdjavanted vaghe,

. It is atr ynderstanding that GSK's HANY. pandemicvactines are nidw belng sdminlsteres in of

Jeast. 43 courtties {Baheeln, Brynel, Betuium, Catmda, Gygrus, Crech Republic, Benmatk
Estonts, Egypt, Firdarid, France, Germany, Gréers, leeldiid, irstand, firael, Jdpar, Jersey, Kuwait,

by, Lasembinure, Malaysi, Walta, Mexico, Moroces, Nethierfands, Norway, Onan,
Phifippines, Fortugal, Elatar, Sawdt Arabi, Singapore, Slovénia, Spair, Sweder, Svitzertand,
Syria, Turkay, UAE, UK], The fotal numbrer of dosesof Pamismiix disttbuted cumulstively as of
08 Peh 105 115 million doses 1o 35 countries. For Arejpantix, the total numberof doses
distributed is 73 million doses ta 17 cauntries, A total bf about 3 mblion doses of
unadjusanted HINL vacding have been delivered to 4 coulitdies, This givesa grand tofat of 194
million doses dellverad woridwlds, &SI estimtas that skt 79 milffan doses have beer
adminjstered to date (64 million dosesof Pandemix, 18 million doses of Arapanrix plus
padjusanted HINT fagcng), including at least-4.2 million doses 6 dlifldren anid 486,000
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doses to pregnantwomest, Plessa fiform Dirk Cempens (Bbk Campens@gskblo_cem) Fyour
courstsy fas stavtedIbs vecdimation cimpatgn and we have ot Hised the country,

Tha tetal numnbrar of AE repurts that have hegn regorted sponfancotsly during this review
perlod fur Pardemii s 274, sostly from UK, Norway atd fedfand. Tha total ntimber of AE
reports tat hava beett reported spontansously during thls review perlod for Arepimiix 1s 27,
uff from Canada, No tepoit fesbeen recelvegd for the unatfuvantsd vaccine,

As of data lack polnt 03 feb 10, 7 searchs of the OCEANS sefisty database identified a tote] of
6578 AE repori (15523 Pandermriy, 642 Arepamik dand & Torthe woadfivdnted yaccine],
comnpared fo 16280 raports retelved by the week befora, This gives a rits of shout 215
vepraris/milffon doses aduinfstered, The majarity of the adverse bvents that have been
reported wra in line With thesy expected and descritted Inthe core safety Information (pyrests,
headache, pain, fatigus, nausea, myalgla, vomiting, malstss dnd chills are the most commony).
For the other events, fio catsal refationship fo the vaccite 1§ established or sxpected, Intofal,
there hiava been 4324 SAE reportyand 148 reported fatalitles, For reports of fatalitles, hased
on avalizble dafy, thiva lsno evidence Tob 7 causal assodtation between vacelnation and futal
outcume. ' .

o .. &
Eventf Prndeimic | Arepamlic mg‘mﬂgx& Totsf
Asuz

Al) advilss ayents ' {6583 512 L] 1857}
Seousalvosa avenis L | 4201 T ) 7y
Frtal outcomes 142 7 g L]
AESt -
Anaphyiads. - Bof &l g 881
ol pely 45 ] 7 =
Gulllain-Bans syndrama &7 25 0 [
Ericepfinlie 4a ¢ ¢ 45
Damy=ingfon 32 -4 ] [
Convulsions 2r7 7 g p:l
Nt 12 { Y 13
Naseiits ) 1 0 e |
Vacchafion falure 28 1 0 g i
Regarding AESTs,

- Anaphylaxiss 70 confimed reports. The newly reportad coses do nof suggesta safety sgnal

- Packal pralsy: No new corfirmed reports, A sufety reviet s heen parfovmed with BLP 03 Jan 10, The
benefit/risk baleres of the vaccines remalns favourable and GSKwill contima to closely monttor
reports of factal palsy. The newly reported cases after DIP do pot suiggest & safety Signal,

- G5 10 confimed reposts. There wers 22 new unassessable reports of 685 for Arepanrix s weeke

w1

L —

thess wers Kentified In 2 pewspaper article. The article described 2 of the cases (ninimal detsg
prosided) and guuted PHAC 2 stating that there frave been # total of 22 reports of G588 followlng

HIN pandemlcvaccines tecelvad by RHAC, A safety raview has been pachmed wigh DLP 18Jan 10, |
"The benefit/risk batanca of the vaccnes vermains favourshle and 65K wil confinue o dosely monitor

F)




repiorks m‘,‘ GBS,
«Eptaphalitis: No new case reported.

- Demyefination: 1 new cafimed tepart uf optic neuritis. The newty repofted tisesdo not supgest 4

safe aty s(gnal ¢
- Convylstianss 311 confitmed tases. Tha newly repacted casesdd hot suggest a fiewsafety qonmern,
~ NEFtS: L vieW £3ge of neyritis fivolving the vaccinated srin.
» Vageillitfst No frewcasts tiported,
~¥Yaccinatioh faflufé: No npw confiktied eass reportad,

Brap-related AES)st

« aadmministration Ne new senal this week.
- Confamination: Na newsignal this week,
-~ Autolnnodrie hipatiis Mo new sigia] thisweek.

A safety review of pregranty autcames has been petfarmed with DLP.IY Jor 1t and éotiefindsd
thett the benefit/risk balante of the Vamlngsremﬁns favaurable, GSKwi continge £a dbse{y
sanitos repwfs of gregnanqr . .

I summaty,ﬂte ﬁewlyrepﬁtied i&ES’rs or pregrancy nuttumes do mtsugzest a newsafety
ﬁgﬂah

Thex Phaye ¥/ cohort sty study [PASS] fn-thie K s entplletl ali S0btsubjects o date, A total
of 84 SAE reports {5 fets] faxes] have been reported in this study so far, with 18 copsiderad
‘Yekated by the fnvestigator, Areview of thess events has nof raised dny saféty cancerus,

Tn suminary; the iskfbenefit profils of GS5K's HING pandensicvacdieshas not thangedanid
reryicing favodrahle. The events of interesrarg under close Mmonftaring and the list redialis
unchanged.
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Exhibit "GOC 11" referred to in the Affidavit of Gillian O’Connor

P
Sworn on theQ\ﬁ day of June 2017

Gillian O’'Connor

Signed:
Commissioner for Oaths/Practising Solicitor




Maeveanne McHugh

From: Cfara Rafferty

Sent: 24 February 2010 15:65

To: kevin.odonnell@imb.is; aolfe.farreli@imb.le; Joan.Glivany@lmb.le; Almath Spooner; Niamh
Arthur; pigel.fox@imb. ie

Ce: Marﬁjn Akveld; Derek Morfarly, Jenny Hughes; Maeveanne McHugh; Colin Hester

Subject: FW: HIN{ Enhanced Safely Review Team (Team I} Communication on Safety Review for
Week 8§ 2010

Dear all

Please find below GSK’s Enhanced Safety Review Team Report for Week 82010, Please note the below report is partially
based on unreviewed/ unconfirmed reports, as it Is primarily generated to update internally,

i hope you will find this Information useful.

fara Raffery |
uality & Pharmacovigilance Officer |
GlaxoSmithKline Ireland | Sfonemasons Way | Rathfamham, Dublin 16
.1 7353.1.4955553. e Ciara.caifely@gsk.aom - emsiws me o s - 1 s s et 2 acemman s

This email is sent by GlaxoSmithXline (lreland) Limited, a private company limited by shares, and o member of the
GlmxaSmithKiine group of companies, Registered in lreland with Company Number 15513, The reglstered address is:
Stonemusons Way, Rothformham, Dublin 16, Ireland, Directors: A. 1. Lynch, F. 4. Snippenberg (NL), 5, J, Storey (Br.),

From: Aurélie Delaigle (Biologicals, BE)

Sent: 24 February 2010 15:25

To: Carlos Arturo Leandro-Calderon; David Krakovsky; Eugene Goh; Eva Kaliskova; George Constantinides; Geraldine

Cruz-Crimen; Halwen Tang; Eleni Papathanasiou; Jana Fesenkova; Joven Jeremius Tanchuco; Kremena Georgleva; Lea

Semid; Lea Hyllested; Magveanne McHugh; Marthe Bonnin; Nancy Yao; Ofav Flaten; Oleg Milenin; Per Engervall; Petier

Knudsen; Plerre Yamous; Marfa Pllar Diego-Salz; Pimprapa Kon; Sadhna Joglekar; Toomas Pruunsild; Ulrich Hoelscher; -
Won Chol; Yasunori Terashima; Yee Leong Teoh; Maria Yolanda Cervantes-Apalinar; Yongyuth Wangroongsarb; Clara

Rafferty

: Alain Breox (Biologicals, BE); Andrew Rut; Anif Dutta (Biologicals, BE); Antonio Olfvieri (Biologicals, BE); Aurélie
Delalgle (Blologicals, BE); Barbara Howe; Bruce Innis; Camilo Moreno; Chiistophe Mulfinger (Blologicals, BE); Dirk
Campens (Biologicals, BE); Dorrle Slavin; Eduardo Ortega; Emilfo Ledesma; Emmanuel Hanon (Biologicals, BE); Fernanda
Tavares Da Silva (Biclogicels, BE); Gary Dubin; Pang Yeow Gary Ong; Harry Selfert; Jean O'Connor (Blologicals, BE);
Juan_Jammila (Blologlcals, BEY: Michael Bauer (Biologlmls, BE); Romulo Colindres; stephenx.qardner@qskblo.cofn;

Thomas Breuer (Biologicals, BE); Thomas Verstraeten (Biologicals, BE), Vincent Guy Bauchau (Biologicals, BE); Jean
O'Connor (Blologicals, BE); Aurélie Delaigle (Blologicals, BE)
Subject: HIN) Enhanced Safety Review Team (TeamI) Communication on Safety Review for Week 8 2010

Sent on behalf of Thomas Verstraeten ,

Dear All,

As always, we would like to remind you of the mportance of valid exposure data and your role in
updating our records with this information, Please forward any actual data that you have available on

1
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Ao werress

_ each week and we appreciate your help with updates,

number of doses used in your countries each week, including use in pregnancy and children, to
Christophe Dessart {christophe.d.dessart@gskbio.com}- these are difficult numbers to account for

Here is the summary of the H1N1 pandemic vaccines safety review for Week 8 2010:
The current reviaw covers cumulative safety data which have been reported to GSK up to 17
Feb 10. This data also Includes information from dinical tials, spantanecus reports, phase IV
studles and any other source of potential safety signals.
The total number of subjects that have been enrolled in clinical trials is 2864, including 666 in
pediatric studies (D-Pan program) and 6833, including 259 in pediatric studies (Q-Pan
program), including subjects of all ages down to 6 months old. Atotal of 52 SAE reports in D-
PAN H1N1 and 70 SAE reports in Q-PAN HIN1 studies, of which 5 were considered possibly
related to the HINI vaccine by the Investigator, have been recelved. A review of these events
as well as the non-serious events has not raised new safety concerns. The reactogenicity profile

of the HIN1 adjuvanted vaccine appears o be broadly in line with the reactogenicity of the
H5N1 adjuvanted vaccine.

It is our understanding that GSK's HAN pandemic vaccnes have been administered In at least
41.countries (Bahrein, Brunai, Belgium, Canada, Cyprus, Czech Republic, Denmark, Estonia,
Egypt, Finland, France, Germany, Greece, iceland, Ireland, lsrael, Japan, Jersey, Kuwait, Libya,
Luxembourg, Malaysia, Malta, Mexico, Morocco, Netherlands, Norway, Oman, Philippines,
Portugal, Qatar, Saudi Arabi, Singapore, Slovenia, Spain, Sweden, Switzerland, Syria, Turkey,
UAE, UK). The tots! number of doses of Pandemrix distributed cumulatively as of 17 Feb 101s
124 miilion doses to 36 countries. For Arepanrix, the total number of doses distributed is 75.5
miilion doses to 17 countries. A total of about 5 million doses of unadjuvanted HiN1 vacdine
have been deliverad to 4 countries. This gives a grand total of 204.5 million doses delivered
worldwide. GSK estimates that about 81 million doses have been administered to date {66
million doses of Pandemrix, 15 million doses of Arepanrix plus unadjuvanted H1N1 vaccine),
including at least 4.2 million dases to children and 390,000 doses to pregnart women. Pleasa
inform Dirk Campens {Dirk.Campens@gskblio.com) if your country has started its vaccination
campaign and we have not listed the country,

The tofal iumbarof AE reports that have been reported spontaneously diffirig thisreview .
period-for-Pandemrix is 839,.mostly fram UK Ireland-and NMorway.The total number of AE
reports that have been reported spontaneously during this review perlod for Arepanrix Is 29,2
all frotn Canad#?No report has been received for the unadjuvanted vaccines

Asofdataiock point-17 Feb-18;,wsearch-of the-OEFANS safety-database-identified-a total-of
17446 AE reports (16772 Pandemrix, 671 Arepanrix and 3 for the unadjuvanted vaccine),
compared to 16578 reports recelved by the 2 weeks before, This gives a rate of about 215
reports/million doses administered. The majority of the adverse events that have been
reported are In line with those expected and described in the core safety information (pyrexia,

. headache, pain, fatigue, nausea, myalgia, vomiting, malaise and chills are the most common).
For the other events, no causal relationship to the vaccine is established or expected. In total,
thera have been 4778 SAE reports and 166 reported fatalities, For reports of fatalities, based
on available data, there is no evidence for a causal association between vaccination and fatal
outcome.
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T Nnaphylaxis: 73 confirmed reports, The newly eported cases do not suggest a safety signal.

- Facial palsy: 36 confirmed reports. The newly reportad cases do not suggest a safety signal.
- GBS: 22 confirmed reports out of which passible duplicates {cases Identified in 2 newspaper article
quoting PHAC stating that there have been a total of 22 reports of GBS fallowing HIN1 pandemic
vaccines received by PHAC) A safety review has been performed with DLP 18 Jan 10 and cancluded
that the benefit/risk balance of the vaccines remains favourable. GSK will continue to closely monitor
reports of GBS,
- Encephalitis: No new confirmed report.
- Demyelination: 1 new confirmed report of optic neuritis. The newly reported cases do not suggest a
safety signal.
- Canvuisions: 122 confirmed cases. The newly reported cases do not suggest a new safety concern.
- Neuritis: 1 new case of heuritis involving tha vac¢inated arm.
- Vaccination fatlure: No new confirmed case reported.

RMP-related AESls:
- Maladministration: No new signal this week,
- Contamination: No new signal this week.

AutolmmunehepatitisNo-new-sigral-this- week-

A safety review of pregnancy outcomes has been performed with DLP 17 Jan 10 and conciuded
that the benefitfrisk balance of the vaccines remains favourable. GSK will continue to closely
manitor reports of pregnancy.

In summary, the newly reported AESIs or pregnancy outcomes dp not suggest a new safety
signal. :

The Phase IV cohort safety study {PASS) in the UK has enrolled all 9000 subjects to date. A total
of 108 SAE reports (10 fatal cases) have been reported in this study so far, with 19 considered

3
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related by the investigator, A review of these events has not raised any safety concerns,

In summary, the risk/benefit profile of GSK's H1N1 pandemic vaccines has not changed and '
remains favourable. The events of interest are under close monitoring and the list remains (
|
|

unchanged.

Aurélie. Delaigle, Ir., PhD

Expett Scientist

Biologicals Clinical Safety and Pharmacovigilance
GlaxoSmithKline Biologicals

Avenue Fleming, 20

1300 Wavre, Belgium

New Tel. +32-(0)10-85-4806
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Exhibit "GOC 12" referred to in the Affidavit of Gillian O’'Connor

~ PN
Sworn on theL® day of June 2017

Signed:

.

Gillian O’Connor

Signed: SNl ST T
Gommissionar for Oaths/Practising Solicitor




Maeveanne McHugh
From: Clara Rafferly
Sent: 03 March 2010 16:04
To: kevin,odonneli@imb.le; aoffe.farrell@imb.ie; Joan.Glivarry@imb.Je; Almath Spoonar; Niamh
Arthur; nigel.fox@imb.je
Ce: Mertin Akveld; Derek Moriarfy, Jenny Hughes; Maeveanne McHugh; Colin Hesfer
Subject: gg ;NI 01 Enhanced Safety Review Team (Team [) Communication on Safety Review for Week.9+
Dear all o
RN A

Please find below GSK’s Enhanced Safety Review Team Report for,éi"v"_i;_ejc:&?@i,&:’ Please note the below report is partiafly
based on unreviewed/ unconfirmed reports, as it Is primarily generated to update Internally.

| hope you will find this information useful,

%ﬁax‘a Rafferty |
Quality & Pharmacovigilance Officer |
...GloaxoSmithKine Ireland | Sfonemasens-Way | Rathfamham, Bubliny T4+ -

353 14955553 e clara.crafferty@gsk.com

[ A L

This emall Is sent by GlaxoSmithKline {ireland) Limited, a private company limited by shares, und o member of the
GlaxoSmithKiine group of companies, Reglstered in Ireland with Company Number 15513. The registered address is:
Stonemasons Way, Rathfarnham, Dublin 16, Ireland. Directors: A.J. Lynch, F. 1. Snippenberg (NL), S. J. Storey (Br.f.

From: Aurélie Delzigle {Biologicals, BE)

Sent: 03 March 2010 11:08

To: Carlos Arturo Leandro-Calderon; David Krakovsky; Eugene Goh; Eva Kaliskova; George Constantinides; Geraldine
Cruz-Crimen; Halwen Tang; Elen! Papathanasiou; Jana Fesenkova; Joven Jeremits Tanchuto; Kremena Georgleva; Lea
Semrl; Lea Hyllested; Maeveanne McHugh; Marthe Bonnin; Nancy Yao; Olav Haten; Oleg Milenin; Per Engervall; Petter
Knudsen; Plerre Jamous; Maria Pifar Diego-Saiz; Pimprapa Kon; Sadhna Joglekar; Toomas Pruunsild; Ulrdch Hoelscher;
Won Chol; Yasunori Terashima, Yee Leong Teoh; Maria Yolanda Cervantes- Apoﬂnar, Yongyuth Wangroangsarb Caara

EA tty

Cc: Alain Breox (Biologlcals, BE); Andrew Rut; Anll Dutta (Biologicals, BE); Antanio Olivieri (Bliologlcals, BE); Aurélie
Delsigle (Blologicals, BE); Barbara Howe; Bruce Innis; Camilo Moreno; Christophe Mulfinger (Biologleals, BE); Dirk
Campens (Blologicals, BE); Dorfie Slavin; Eduardo Ortega; Emilio Ledesma; Emmanuel Hanon (Biologicals, BE); Fernanda
Tavares Da Siva (Blologicals, BE); Gary Dubin; Pang Yeow Gary Ong; Harry Seffert; Jean O'Connor (Blologicals, BE);
Juan Jaramilio (Biclogicals, BE); Michae! Bauer (Bloleglcals, BE); Romulo Colindres; stephen.x.gardner@gskbio.com;
Thornas Breuer (Biologicals, BE); Thomas Verstraeten (Biologicals, BE); Vincent Guy Bauchau (BIcloglcals BE); Jean
O'Conhor (Blologicals, BE); Aurélie Delalgle (Blolcgm!s, BE)
Subject: HIN1 Enhanced Safety Review Team (Team I) Comimunication on Safety Revxew for Week 9 2010

Sent on behalf of Thomas Verstrasten

Dear All,

As always, we would ke to remind you of the Importance of valid exposure data and your role in
’ 1
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updating our records with this information. Please forward any actual data that you have available on
number of doses used In your countries each week, including use in pregnancy and children, to
Christophe Dessart {christophe.d.dessart@gskbio.com)- these are difficult numbers to account for
each week and we appreciate your help with updates.

Here s the summary of the H1N1 pandemic vaccines safety review forWeek & 2010: !
The current review covers cumulative safety data which have been reported to GSK up ta 24
Feb 10. This data also includes information from clinical trials, spontaneous reparts, phase IV
studies and any other source of potential safety signals.
The total number of subjects that have been enrolled in dlinical trials is 2864, including 666 in
pediatric studies (D-Pan program) and 7112, including 259 in pediatric studies {Q-Pan
programy), including subjects of all ages down to 6 months old, A total of 56 SAE reports In D-
PAN HIN1 and 79 SAE reports in O-PAN H1N1 studies, of which 5 were considered possibly
refated to the HIN1 vaccine by the Investigator, have been raceived. A review of these events
as well as the non-serfous events has not raised new safety concerns, The reactogenicity profile

of the HINI adjuvanted vaccine appears ta be broadly in line with the reactogenicn’cy of the
H5N1 adjuvanted vaccine,

It is our ynderstanding that GSK's HIN1 pandemic vaccines have heen administered in at le

41 countries (Bahrein, Brunei, Belgium, Canada, Cyprus, Czech Republic, Denmark, Estonia,
Egypt, Finland, France, Germany, Greece, lceland, Ireland, Israel, Japan, Jersey, Kuwait, Libya,
Luxembourg, Malaysia, Malta, Mexico, Morocco, Netherlands, Norway, Oman, Phillppines,
Portugal, Qatar, Saudi Arabi, Singapore, Slovenla, Spain, Sweden, Switzerland, Syria, Turkey,
UAE, UK}, The total number of doses of Pandemrix distributed cumulatively as of 24 Feb 10 1s
125 million dases to 36 countries. Far Arepanrix, the total number of doses distributed is 78
million doses to 17 countries. A total of about 2.5 million doses of unadjuvanted HIN1 vaccine
have been delivered to 4 countries (data corrected). This gives a grand total of 205.5 million
dases delivered worldwide. GSK estimates that about 82 million doses have been administerad
to date {67 million doses of Pandemrix, 15 million doses of Arepanrix plus unadjuvanted
H1N1 vaccine), including at least 4,2 million doses to children and 400,000 doses to pregnant
women, Please infarm Dirk-Campens (Dirk.Campens@gskbio.com) if your country has started
its vaccination campaign and we have not listed the country.

The total number of AE reports that have been reported spontaneously during this review % )
period for Pandemrix Is 311, mostly from Ireland, UK and Sweden. The totat number of AE
reports that have been reported spontaneously during this review period for Arepanrix is 31,
mostly from Brunei, No report has been raceived fér the unadjuvanted vaccine.

As of data lock point 24 Feb 10, a search of the OCEANS safety database identified a total of
17788 AE reports (17083 Pandemrix, 702 Arepantix and 3 for the unadjuvanted vaccine),
compared to 17446 reports received by the week before. This gives a rate of ahout 215
reports/miliion doses administared. The majority of the adverse events that have been
reported are in line with those expected and described in the core safety information {pyrexia,
headache, pain, fatigue, nausea, myalgia, vomiting, malalse and chills are the most common).
For the other events, no causal relationship to the vaccine is established or expacted. In total,
there have been 4910 SAE reports and 168 reported fatalities. For reports of fatalities, based

on avallable data, there is no evidence for a causal assoclation hetween vaccination and fatal
outcome.
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< Anaphylaxis: 1 new confirmed report (total of 74 confirmed reports) The newly reported cases do
not suggest a safety signal.

- Facfal palsy: 2 new confirmed reparts {total of 38 confirmed reports). The newly reporied cases do
not suggest a safety signal.

~ GBS: No new confirmed report (total of 22 confirmed reports out of which possible duplicates - cases
identified in a newspaper article quoting PHAC stating that there have been a total of 22 reports of
GBS foliowing HINI pandemic vaccines received by PHAC). A safety review has been performed with
DLP 18 Jan 10 and concluded that the benefit/risk balance of the vaccines remains favourable, An
update of this review is ongoing.

- Encephalitis: No new report.

- Demyelination: No new confirmed report. The newly reported cases donot stiggest a safety signal.
- Convulsions: 1 new confirmed report (total of 123 confirmed cases). The newly reported cases do
not suggest a new safety concern.

- Neuritis: No new report.

- Vaccination faflure: No new report.

RMP-related AESIs:
- Maladministration: No new signal this week.
- Contamination: No new signal this week.
- Autoimmune hepatitis: No new signal this week,

A safety review of pregnancy outcomes has been performed with DLP 17 Jan 10 and concluded
that the benefit/risk Balance of the vaccines remains favourable. GSK will continue to closely
monitor reports of pregnancy

In summary, the newly reported AES!s aor pregnancy outcomes do not sixggest a new safety
signal.

RGSKD1-0000782




The Phase IV cohort safety study (PASS) in the UK has enrolled all 9000 subjects to date. A total
of 122 SAE reports (10 fatal cases) have been reported in this study so far, with 19 considered
related by the investigator. A review of these events has not ralsed any safety concerns.

In summary, the risk/benefit profile of GSK's HIN1 pandemic vaccines has not changed and
remains favourable, The events of interest are under close monltoring and the list remains

unchanged,

Aurélie Delaigle, ir., PhD

Expert Sclentist

Biologicals Clinical Safety and Pharmacovigilance
GlaxoSmithKline Biologicals

Avenue Fleming, 20

1300 Wavre, Belgium

New Tel. +32-(0)10-85-4808
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Exhibit "GOC 13" referred to in the Affidavit of Gillian O’'Connor

W
Sworn on the 2% day of June 2017

Gillian O’Connor

Signed: ..\ Zom ST T
@mmhshﬂedat%slPractising Solicitor
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Maeveanne McHugh

From: Maeveanne McHugh

Sent: 17 March 2010 16:12

To: kevin.odonneli@imb.ie; acife.farell@imb.Je; Joan,Gilvarry@imb.ie; Aimath Spooner; Niamh
: Arthur; nigel.fox@imb.la

Ge: Martijn Akveld; Derek Moriatly; Jenny Hughes; Colin Hester; Clara Rafferty

Subject: FW: H1N1 Enhancad Safety Review Team (Team [) Communication on Safety Review for

Week 11 2010
Dearall

Please find below GSK’s Enhanced Safety Review Team Report for week 11 2010, Please note the below report Is
partially based on unreviewed/ unconfirmed reports, as it is primarily generated to update internally.

1 hope you will find this information useful.

@End regards

Maeveanne

bramss Her o aesin s ves e tmm.

Pharmacovigilance, Quality and Compliance Manager
GlaxoSmithKfine jreland

Tel:4353 1 4955212
emnail: maeveanne.x.mchugh®agsk.com N

This email is sent by GlaxoSmithKline (ireland) Limited, a private company limited by shares, and a member of the
GlaxoSmithKline group of companies. Registered in Ireland with Company No. 15513 . The registered address Is
Stonemasons Way, Rathfarnham, Dublin 16, lreland. Directors: A.J. Lynch, Sally Jane Storey (Br), F_J. Van Snippenberg
(NL)

From: Auréfie Delaigle (Biologicals, BE)
Sent: 17 March 2010 12:40

Sent on behalf of Thomas Verstraeten

Here is the summary of the H1N1 pandemic vaccines safety review forWeek 11 2010 !

The current review covers cumulative safety data which have been reported to GSKupto 10
March 10, This data also includes information from clinical trials, spontaneous reports, phase
IV studies and any other source of potential safety signals. '

The total number of subjects that have been enrolled in dinical trials is 2864, induding 666 in

pediatric.ctudies(B-Pan-progrem)-and-7538; nd] 5 JiatHesTdies (Gepan

program), including subjects of al ages down to 6 months old. Atotal.of 57 SAE f&ports ifi D-/

‘PAN HiN1 and 91-SAE reports in Q-PAN HINYstudies, of which 5 were considered possibly
related to the HIN1 vaccine by the investigator, have been raceived. A review of these events

i
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as well as the non-serious events has not raised new safety concerns. The reactogenicity profile
of the HIN1 adjuvanted vaccine appears to be broadly In line with the reactogenicity of the
H5N1 adjuvanted vaccine. '

It is our understanding that GSK's HIN1 pandemic vaccines have been administered in at least
41 countries {Bahrein, Brunei, Belgium, Canada, Cyprus, Czech Republic, Denmark, Estonia,
Egypt, Finland, France, Germany, Greece, Iceland, Irefand, Israel, Japan, Jersey, Kuwait, Libya,
Luxembourg, Malaysia, Malta, Mexico, Morocco, Netherlands, Norway, Oman, Philippines,
Portugal, Qatar, Saudi Arabi, Singapore, Sloventis, Spain, Sweden, Switzerland, Syria, Turkey,
UAE, UK). The total number of doses of Pandemrix distributed cumulatively as of 10 March 10
is 126 miflion doses to 36 countries. For Arepanrix, the total number of doses distributed is
102.5 million doses to 17 countries. A total of about 1.5 million dases of unadjuvanted H1N1
vaccine have been delivered to 2 countries {data corrected). This glves a grand total of 230
million doses delivered worldwide. GSK estimates that about 85 million doses have been
administered to date {69 million doses of Pandemrix, 16 million doses of Arepanrix plus
unadjuvanted HIN1 vaccine), including at least 4.2 million doses to children and 410,000
doses to pregnant women. Please inform Dirk Campens (Dirk.Campens@gskbio.com} if your
courrtry has started its vaccination campaign and we have not listed the country,

The total number of AE reports that have been reported spontaneously since last review for
Pandemrix is 348, mostly from Ireland, UK and Germany. The total number of AE reports that
have been reparted spontaneously since last review for Arepanrix Is 23, mostly from Canada.
No report has been received for the unadjuvanted vaccine.

As of data lock point 10 March 10, a search of the OCEANS safety database identified a total of
18156 AE reports (17431 Pandemrix, 725 Arepanrix and 3 for the unadjuvanted vaccine),
compared to 17788 reports received by 2 weeks before, This gives a rate of about 215
reports/million doses administered, The majority of the adverse events that have baen
reported are in line with those expected and described in the core safety information {pyrexia,
headache, pain, fatigue, nausea, myalgia, vomiting, malalse and chills are the most common).
For the other events, no causal relationship to the vaccine is established or expected. in total,
there have been 5063 SAE reports and 174 reported fatalities. For reports of fatalities, based
on available data, there is no evidence for a causal association between vaccination and fatal

outcome. @
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) N&mber of new reports ln the last 2 weeks

Regarding AESls,
~ Anaphylaxis: No new confirmed repart (total of 74 confirmed reports).
~ Facial palsy: No new confirmed report (total of 38 confirmed reports),
- GBS: 3 new confirmed reports (total of 25 confirmed reports out of which possible duplicates - cases
identifled in @ nawspaper article quoting PHAC stating that there have been a total of 22 reports of
GBS following H1IN1 pandemic vaccines received by PHAC). A safety raview has been performed with
DLP 28 Feb 10 and concluded that the benefit/risk balance of the vaccines remains favoutable.
- Encephalitis: No new confirmed report.
- Demyelination: No hew confirmed report.
- Convulsions: 10 new confirmed reports (total of 133 confirmed reports), The newly reported cases
do hat suggest a new safety concern,
- Neuritis: 4 new reports, The newly reported cases do not suggest a safety signal.
- Vasculitis: No new confirmed report (total of 5 confirmed reports) ;
+ e meem o e \faccination failures- Noniew report oo e e s e P ———— ) !
RMP-related AESIs:

- Maladministration: No new signal this week.

- Contamination: No new signal this week.

- Autoimmune hepatitis: No new signal this week.

In summary, the newly reported AESIs or pregnancy outcomes do not suggest a new safety
signal,

The Phase IV cohort safety study (PASS) in the UK has enrolled afl 5000 subjects to date. A total
of 146 SAE reporis {13 fatal cases) have been reported in this study so far, with 22 considered
related by the investigator. A review of these events has not raised any safety concems.

% Potency testing has revealed that Arepanrix antigen lot AFLPA340C Is out of specification; In
addition several other lots have hemagglutinin concentrations <15 ug HA/ml. On 15 March
2010, BGTD notified GSK that it will no longer issue new lot release letters until the shelf life of
Arepanrix HINL has been revised to ensure that all fots released meet the Health Canada
approved specification of 15 ug HA/ml to the end of their shelf life. A meeting between Health
Canada and G5K is scheduled for 18 March 2010; GSK will present immunogenicity and safety
data following administration of adjuvanted or unadjuvanted vaccine with HA ievels well below
15 ug/ml.

In summary, the risk/benefit profile of GSK’s HIN1 pandemic vaccines has not changed and
remains favourable. The events of interast are under close monitoring and the list remains
unchanpeds
Review of autoimmune haemolytic anemia, cough/bronchospasm/obstruction and
maladministrations, and updated review of pregnancy outcomes and fatal outcomes are
ongoing.

3
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A Pandemrix sPSUR has been submitted on 12 March 10 and an Arepanrix sPSUR will be
submitted on 24 March 10.

Aurélie Delaigle, Ir., PhD

Expert Scientist

Biologicals Clinical Safety and Phammacovigilance

GlaxoSmithKline Biologicals :
Avenue Fleming, 20 . '
1300 Wavre, Belgium :

New Tel. +32-(0)10-854806
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Exhibit "GOC 14" referred to in the Affidavit of Gillian O’Connor

YN
Sworn on the%>day of June 2017

Gillian O’Connor

Signed:
~CommissionerforOaths/Practising Solicitor
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Maeveanne McHugh

From: Clara Rafferly

Sent: 31 March 2010 11:32

To: kevin.odonnell@lmb.le; aclfe.farrell@imb.le; Joan.Glivarry@imb.le; Aimath Spooner; Niamh
Arthur; nigel.fox@imb.le

Ce: Martin Akveld; Maeveanne McHugh; Derek Morarty; Jenny Hughes; Colin Hester

Subject: H1N31Enhanced Safefy Review Team (Team {) Communication on Safaty Review for Week
132010

Dear all

Please find below G5K’s Enhanced Safety Review Team Report for week 13 in 2010. Please note the below report s
partially based on unreviewed/ unconfirmed reports, as it Is primarily generated to update internally,

{ hape you will find this information useful.

Kind regards

Ciara

e s tesrr SombTI AR 8008 pop T it perv RS S 48 6 $UNS e deTY SEPIAR S 24 TP 4V Skt s I by H4TY £V B
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Ciara Rafferty |

Quality & Pharmacovigilance Advisor|

GlaxoSmithKiine Ireland | Stonemasons Way | Rathfambham, Dublin 16
1353 1 4955553 e cigra.c.rafferiv@ask.com

This emall Is sent by GlaxoSmithKline {ireland] Litnited, a private company Himited by s;hares, and a member of the
GlaxoSmithKline group of companies, Registered in Ireland with Company Number 15513, The registered address is:
. Stonemasons Way, Rathfarnham, Dublin 16, irefand, Directors: A.J. Lynch, F. J. Snippenberg (Nt), 5. J. Storey (Br.).

% Here is the summary of the HIN1 pandemic vaccines safety review for Wegk'132010:-~
The current review covers cumulative safety data which have been reported to GSK up to 24
March 10. This data also includes information from clinical trials, spontaneous reports, phase
IV studies and any other source of potential safety signals.
The total number of subjects that have been enrolled in clinical trials is 2864 including 666 in
_ pediatric studies {D-Pan program) and 7920, including 253 in pediatric studies (Q-Pan
program), including subjects of all ages ¢ down to 6 months old. 8 Total of 75 SAE réportsin D- 7
*PANTHIN1 and 110 SAE feports in "O-PAN HIN studles; of which 5 were considered possibly
related to the HINI vaccine by the investigator, have been received. A review of these events
as well as the non-serfous events has not ralsed new safety concerns. The reactogenicity profile
of the HIN1 adjuvanted vaccine appears to be broadly in llne with the reactogenicity of the .

WS advanted vacane,

it is our understanding that GSK's HLN1 pandemic vaccines have been administered in at least
42 countries (Bahrein, Brunel, Belgium, Brazil, Canada, Cyprus, Czech Republic, Denmark,
1
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Estonla, Egyit, Finland, France, Garmany, Greecs, lcafand, frafand, Isrutel, Japdn, Jersay, Kuwatt,
Uty Luxembourg, Mafayst, Malta, Mexico, Moroecs, Netherlards, Rotway, Omas,
Philippines, Portugal, Oatar, Saudf Arabl, Sihgapore, Slovanta, Spaln, Swader, Switrarfand,
Syria, Turkay, UAE, UK}, The total nnber of doses of Pandemlx distributed cumulativelyas of

" ZAWarch 10 s 138 million doses to 35 countrlas, For Arepranty, the total number of doses

distributed I £28.5 willfon doses o 18 couptifes, A total of about L5 million doses of
vradfuvanted HINS vacelie hava beet delivared to 2 countrfes. This gves « grand tofal of 263
mififon doses delivered worldwide, GSK astimatas that about 87 million doses have been
adminlstzred to data {79 million dases of Pandenx, 17 million doses of Arepanrig plus
uradfexvanted HING yacchna), ncluding at Juzst 4,4 mifffor duses to dhildren and 420,000
fosas 1o pregnant women, Fleasa Inforrm Dirk Campens {Dirk.Campens@gskblo,com) ¥ your
eountyy hes started its vacination campalgn and we bava not Tisted the country,

The totl mnber of AE repurts that have been reported spontaneously shes last review for
Pandemrix s 403, mostly from Netherlantds, @atmany and UK, Tha total number of AE reporis
that hava bean reported spontaneotsly slncs last review for Arepanrix Is 8%, mostly from
Casrada. Mo report has been recelvad for the unadjuvartsd vacdne,

As of data lock polt 24 March 10, nsearch of the OCEANS safety database Idesrtifled a total
18651 AE reports (17840 Pandenyy, 808 Arepanrl and § for'the tnadjtvanted vacdine),
commpared to 18153 reports recelved by 2. weeks before, This gives w rata of shout 215
reports/imiilich doses adminlstersd, The majorlty of the adverse events that have baan
reperted ara i line with tfiose expected and descrihed In the core safely Information {pyrexta,
headadhe, pah, fatfgue, muses, myalgia, vomitiog, mefalse and chifls e the most common),
For the other evants, no rausal reltionship to the vacdine Is astablished o expected. In tota,
there have been 5239 SAF reportsand 180 reporfed fatalitfes, For reports of fatalities, hased
on avaifable deta, thers b no evidence ot » musal assoctation between wedimation and fatal
otteone.
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Regarding AESls,
- Anaphylaxis: The newly reported cases do not suggest a safety signal.
~ Facial palsy: No new confirmed report.
- GBS: 1 new confirmed report. The newly reported cases do not suggest a safety signal.
- Encephalitis: No new report.
- Demyelination: 1 new confirmed report of optic neuritis. The newly reported cases do not suggest a
safety signal.
~ Convulsions: The newly reported cases do not suggest a new safety concern.
- Neuritis: 3 new reports, The newly reported cases do not suggest a safety signal.
- Vasculitis: The newly reported cases do hot suggest a safety signal.
- Vaccination failure: 2 new confirmed reports, The newly reported cases do not suggest a safety
signal.
RiVIP-related AESIs:
~ Maladministration: No new signal this week,
~ Contamination: No new signal thls week.

'~ Autoimmune hepatitls; No new signal this week.

in summary, the newly reported AESIs or pregnancy cutcomes do not suggest a new safety
signal.

fogo . ey revenen roso srmonme
aere rtbse 000ty sree tmee Sanm BANSILY 08§ 0 49 TS 0 20 speret

The Phase IV cohort safety study (PASS) in the UK has enrolled all 9000 subjects to date, A total
of 165 SAE reports (17 fatal cases) have been reported In this study so far, with 23 considered
related by the investigator. A review of these events has not raised any safety concerns.’

In summary, the risk/benefit profile of G5K's H1N1 pandemic vaccines has not changed and

remains favourable. The events of interest are under close monitoring and the list remains

unchanged,

Review of autoimmune haemolytic anaemia and maladministrations, and updated review of

pregnancy outcomes and fatal outcomes are ongoing. )
Note'that the information | am providing you Is for your information only, so you ¢can be prepared to
answer questions that require this level of detailed knowledge. Any further communication internally
or externally should be based on information provided by Team Il and following the rules established
by that team. Your preferred communication tool with the regulators should he the sPSURs, which will
be added to the PSUR website alongside the other PSURs as soon as we finalize them. A Pandemrix

sPSUR has been submitted on 12 March 10 and an Arepanrix sPSUR has been submitted on 24 March
10.- ’ '

RGSK01-0000821
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Rational Public Health Einergency Team
¥inutes 7% Jamary 2010

Attendance
Department of Health znd Chﬂdran_ .

M Michag) Soantan, (Chait), Dr Tony6lohan, Dr TohniSeviin,

Ms Shefla O"}lley; Mc Rabbe Broan, Mr Martiy/ Woods, MrPetetH&mahan.

Health Servics Execrtive )
Dr Pat Doggley, Dr Kevin Kefleher, Mt Gmmgm Mr Kifian¥fcGrans,
Ms Louise Mchfhon, MsFﬁelmaE;owne (bytclcconﬁsrmce)

G
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,

“HPSC sty : - - .
L ls [ s s "ot Y heme—— e t o

" DrDervgl] e(by’ccleqon:&z_encc).

MB
Dr Joan Gﬁy#ny

1. The mimmtes of previous meeﬁng were agreed.

2. Sitnation Update

BPSC circulated and commented on the nsns} repotts, No additional deaths in
confirmed ¢ases of pandemic (FLIN1) 2009 have been reported since the last meeting,
Influenza activity in Jreland continred fo decrease during wesks 52 and 53. The
sentine]l GP infinenza-like illness (FLY) comsrltation rate was 16.6 and 16.5 per
100,000 poprilation dnring weeks 52 and 53 respectively, a decreass compared fo the
updatedratsoﬂMper 100,000 reported dnting week 51. These rates ars now below

" the Trish baseling fhreshold. The highest senting] GP age specific ILI consultation

rates occnred in fhe 0-4 year age group (53.1 per 100,000 population) during week 52
and the 5-14 year age gronp (26.4 per 100,000 population) during week 53. As of 20
Jarmary 2010 a-totel of 4,521 Iiborstory confirmed eases of pandemic (HINT) 2009
heve been reported in froland, Children &nd young adnlts remain the most affected
groups with 80.2% of cases being less than 35 years of age.

3, Report from the Jrish Medicines Board (MB) .

'The IMB cirenlated and commented on a report on pandermic vaccines. On the besis
of the most recenfly availsble data the IVMB znd EMBA. confinues fo recommend two
doses of Celvapan fo all adults and children at an interval of at Jeast thres weeks apart.
Patther data will be avaﬂabls‘ﬁ:r consideration in mid-JYarmary,

No firther data is avaalallslemﬁlelastfswweeks mralaimnﬁo Pandemix which has
implications for the licence. ;

Up to Tuesday 5™ Jamary 2010, 944.reports of suspected adverse reactions o fhe
Pandernic HIN1 vaccines (Pandemrix and Celvapan) have been received by the Irish
Medicines Bomrd (IMB). A single report may include more ﬂmn one sospected
reaction.

—— e ]




Thsreporfs received to daté remain consistent with the expécted pattem of adv
effects for the pandemio vaccines, The balance of risks ang benefits for Celvapan and
Panderiirix remaing positive.

Exxopean Experiencs Risk-Benefit Surveillznce

Datn available on 4 Januaty 2010 from Member Stites and from fhe compamm
indicate that at least 95.8 million doses have been distibuted and of least 29 miltion
patients have been vaccinated in the EFA. with one of the fhres centrally-mnthorised
vaccines, From limited information available, af least 218,000 pregnant women fave
been veccinated.

The most ﬁequcnt adverse reactions that have been xepoted are non serfous and g3
"~ expetted: ﬁﬁs:rmchded-symptums—sach 25 fever, chills, nansen, vomiting, headache,

allergic reactions, injection site reactions, myalgia and arfhralgia and confim the

axpected. safctypmﬁle oftheﬂ:reevaomnes in use.

A.xeview of cases of Guillain-Bareé syndroms reported up to 27 Deceriber hag shown:
that a total of 19 cases have been reported. so far in‘patients vaceinated with Celvapan
(1), Focetria (4) and Pandemuix (14). Taking info acconnt the mumber of patients
vaceinated with one of the firee vaccines andﬁlebad{gmmdmdencara’ﬁeof'
Guillain-Barré syndrome, the mmiber of reported casts is Iower than the mumber of
cases that is expected to octnr naturally in the vaccinated population. These cases and
every new case will be closely bllowed.  +

The bensfitrisk balancs of the pandernic Vaccmes nsed For the coment HINL X
infloenza pandemic confimmes to be positive,

4. Report from HSE

The BSR citonlated g document— Update on Swine Fiu dated 6% Jannary 2010 and
there was a discnssion on the document. 'The HSE said that it had Jost & significant
mmmber of school vacciation days. Tt estimates that it has offered vaccine to
epproximately 1.3m people and about 700,000 doses have been administered giving
an uptake rate of epproximately 50%. 1.6m doses have been distdbuted with 550,000
goneto GPs. The DoHC noted that the MIVCs are still mnning well below notional -
capacity and the HSE said that they 4ve running at approximately 2/3 capacity and fhat
for any future evet wo would probably not use the exact same plam,

There was a discussion on when and how we should ﬁmshvaccmaﬁans in schools |
#nd vaceination of the other et groups (onder Ss; over 655 and “at sk groups). Jt
was agreed that the efficiency issue needs to be monitored. The HSE pointed out that *
a big consideration is the rosources being diverted and that there.ds a document with
fhe HSE Management Team on the effect of the diversion of resources, It was agreed

~ﬁ:ztﬂmHSBwouldcom¢backwxﬂ1anmﬂm591anonﬁmtahngaccmofﬂw )
various caveatr/scenarios efr,

Thexe was & discussion bn on “end date? for tho Tnder 55, over 658, “at tisk” gronps
and BCWs. 1t was agreed thet we should gtop'vaccination of these groups by the end
ofImaryandﬂJatweshmldscndthismmageouiassoog a5 possible.

There 'was a discrssion on “if and how™ wevancinateﬂnegz;nmlpopulaﬁon. The
DoHC pointed ont that based on onr best estimate we have approximately 40%




. population fmmmmity and that this s the fignte we had targeted ot the last mesfing, It
was agreed that we should offer vacoime to the general population. We have not
changed onr policy in this regard but did agree to keep it under review. Vaccination of
the general population should nothave an impact on existing services. We have fo
consider how we can justify diverting HSE rosources to vaccinate people who ate not

. at high rigk, What are the options? One clinic once a week in each LHO area -

distrbute vaccine o private industry/large employers —nse phanmacists, We will also

need to get the Bxpert Group view on the need to offer vaccine fo the general
population, The HSE said fhat weshould put extra efforts into getting the uptake rate
in schools as high as possible becinse if we can get fhe rate of vaccination in the
tnder 20s as high as possible it will benefit us. After that we should offer the vaccine
in a passive way and the HSE should not be involved in it at that stage. We wonldw't

- T regoEe to theks iTavailable s e public but the” qumhonmhowbestto-&o-erchave——d— .

onlyteo alfematives —HSE contractors (dentists/pharmacists/GPs) or the HSE itself
Yt was suggested that the GPs wonld be fhe best option. The DoHC snggested fhat we
think about how we are going to finish the vaccination eampaign and szid that maybe
‘we shonld put a “fine in the sand” ot the end of Fune,  showld be offeted to the
general population with minimmm fmpact on services and cost. X wes agraedm ask
the Expert Group for ifs view on the relevant issues, .

The DoHC raid that we havo roceived 2.3 million doses of vaccine ouf of
approximately 4 million doses and the question is do we need any or all of the
mndelivered quantity. HSE 5aid that 2 lof wilt depend on whether or not HINT s
included in fhe scasonal fin vaceine and that at best we could only stop delivery of
gbout 1.7 million doses. X was agreed that the HSE conld esk GSK if they will hold
soms stock outside the country —we may have {o pay for this but it would meke it a
Iot easier to divert it ifthat is whatis decided. .

The HSR asked if rion vaccination issnes could be inchuded in any discussions on
planning for the second wave.

TheDoHCsmdxtwarﬁstogotoGovemmmtmweekbeg;nnmngmImmaryandWe
need to agree on 3 issnes:- (i) completion of curreént vaccination campaign, (i) plan
forﬁxsgmemlpopulaﬁnnmd@&)whaitodomﬂzﬁleﬂmzﬂimdoswofsurphs

* yaccine, Yt was agreed fhat the DoHC and the HSE would meet next Thirsday to
ﬁnahsaﬂ::sezsmandﬂmiﬂmBSmeldsubmtancnﬂmzmadvanceofﬂns
‘meeting,

6. A0B .
Tt was agreed that finance would be discussed offfine.

The HSE is following up on fhoissme of GPs chargiug for HINI vaccination and s
recetved areply in relation to one complaint. Jt was agrwdﬂmtﬂmHSEwﬂlsmda
report fo the SeqstaryGencralwhenﬁnahsed.

7. Kext Meeting
Tibsnmimeehngwﬂtakeplacaon'rhnrsdayzflmaryzom

“ memem &%
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Rationsl Publie Health Emerpeney Team
Minutes 21 Fanuiry 2010

Attendaxes .
Depattment of Health and Children:
Dr Tony HolpHan (Chalr), Mr Lnle Mulfigan, Ms Sheila 0 Malley, ]

. M Marfin oods L&Mm,t}fﬁhlscﬂa,mRa;'gachusﬁm,mPeteerﬁahm

Health Service Executive
Dr Pat Dog#fy, DrKavmgeﬁshar MrKiImnM:mee,MsFﬂeln}a’Bmwna

HPSC 7

Dr Joan Gilvatry.
Lﬁsmﬁﬁnﬁwofpreviommseﬁﬁgwercagr_’ecdasmended.

2. Stnation Updafe
HPSC circulated and comented onﬁwusual:cports.No additionel deaths in
confirmed cases of pandemic (HLIN1) 2009 have been reported since the last meeting.
The senimcl GP infivenza-Hike iltness (ILY) consultation rates of 15.9 per 100,000
in the week 2 (11% fo 17 January) were lower fan the rafes ofll iper
100,000 o the previous week, These mtes ate now below fhs Iish baseline fhreshold.
Thch@mtsenﬁnnl(}l’ age specific LI consultation rates ocenmred in fhe 0-4 year -
- age gronp (18.5 per 100,000 population) during week 2. As of 20 Jarmary 2010 2
total of 4,568 Iabomiory confirmed cases of pandemic (FIIN1) 2009 have been
reported in Jreland. Children and young adults remain the mostaffected groups with
80.1% of cases being less than 35 yeats of age. ECDC ix sefting up & group to look at
a proposal o nudertake & sero cpxdennology stody and the HPSC will berepresented

on this group.

3. Repoxrt from the Experf Group
A:report from the Bxpert Gronp was cirenlated and commentéd on, The Expert Gromnp
adyises that it {5 reasonable to offer vaccine to the whole population, as it may
increase herd imnmuity but it is important to focus most efforts on completing the
schools programme mnd vaccination-of thése in “at risk” gronps. On the question of
use of residual vaccine the Expert Group advises that decisions on this issue showld be
made following the Buropean recting due on 26™ Tannary that will discuss the
constitnents of the seasonal fin vaccine for 2010/2011. We may need fo review our
seasonal fin target group at that stage, The Bxpert Group advises that piven fhat the
LI rates ave now below the bascling, and that ILI symptoms are less predictive of
pandenic (HIN1) 2009, itis no longer appropriate to treat all those with ILI in “dsk”
groups with oscltamivir,

4, Report from the Frish Medicines Board (IMB) . .
The IMB chonlafed snd commented on & report on pmndemic vaccines,
Tmmmunogenicity resulfs fllowing vaceination with Celvapan, in particnlar dats from
trials mvolving the HINL steein from stodies in both childeed and adults wers




reviewed this week by fhe Selenfific Committes (Commities for Human Medichal
Products (CEME)) of the Buropean Medicines Agency (BMA). The Committee was
of the opinion that these results wers not sufficient to sopport 2 changs fom. the
current two-dose recomtnendation fo a single-dose vaceiniation schednle. IMB advice
ismﬁmwiﬂlﬁlsCHM?GPinionisﬂmtBleaﬁgmswhohavemccﬁedmcdoseof
Celvapan should receive thoe sstond dose. For those subjects who have not yet been
vaceinated Pandenwix should be wused umless fhero as_a_ggc contraindicafion
proventing g ude,
S — -

The product information of Pandemrix i fo be updated to include additionsl data on
thenmmnogemcztyandsa&tym?:—to—si yeae old childten after the first half dose of
. Pandernrix that confirm fhe expected z:eactogcmmiy and jrommogenicity pmﬁk

There are o changes inﬁzedosmgrccbmmzndaﬁons {afions for Paiderttix secortmgly.

Up to Tresday 19™ Jammary 2010, 1080 reports of suspected: adverse reactions to the
Pandemic HINT vaccines (Pandemrix end Celvapsdn) have been received by the IMB,
A single report may include mors than one suspected reattion.

The reports received fo date temain consistent with fie expected pattem of advezse
effects for the pandemic vaccines. Thebalanee of risks and benefits for Celyapan and
Pandemrix remains positive.

European Experjence Risk-Benefif Surveillance .

Dataavailzble on 18 Jemmary 2010 from Member States end fiom the vaccine’s
marketing-anfhorisation holders indicats thet at least 112.1 million doses had been
distributed and 33.9 million patients inchuding st least 258,000 pregnant women. have
been vaccinated with ope of the firee centrally-authotised vaccines in fhe EBA, Some
of these have rectived two .doses dfa.vami:ae,buﬂhepmgcvaﬁns across
counities.

The most frequent adverse reactions that have been reported arcconmderedtobencn/
serions and as expected. These incinded symptoms such as fever, chills, nausea,
vorriting, headachs, allergic reactions, m;ecﬁonmte:eachons,myalgmmdarﬁlral

and confirm. the expected safety profile of the fhree vaccines fnnse,

The bcnaﬁt—nsk belance of the pm&mms vaccines nsed for the cnment HIN1
inflnenza pandemic contimés to bej positive.

5. Report from HSE

Vaccine delivery

"We have received 1,976, 000 dose of GSK. vaccing into the conatry mdﬁleHSBwiII
meetGSKon'I‘wedaymxt,ZG“‘J’?zmmyto disenss the options for fufure deliveries,

. Vaccination Campaign

1t is estimated that we have oﬁ'medvacmncto appmmmatdy 1.4 million people and
approximately 750,000 people had been vaccinated giving an uptake rate of shont
50%. The GPs have done at least 275,000 vaccinations; the clinfes 405,000
vaccinations; 64, OOOvaocmsﬁonshavcbemdonemschooIs and 43, SOOHeaIﬁLCare
Workers hwcbemvammntcd. 'We have vaceinated af least 45% of under 5g; at least
15% of 5-19s; at least 25% of aver 645 and at least 18% of fhe whole population. Tt is
now plarmed fo finish the vaecinafion programme for under 59 aud the “at risk”

-
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groups by 1* Pebrnary and finish the over 655 by 15% February, This messsge will be -
conveyed fo the public. The schools vaccination progtamme will finish by fic end of
March

It was agrwdﬁmtﬁmvwcmsshoﬂldmwbcoﬁm'edmﬁmgmmlpubhcﬁ:omﬁm
beginning 6f February on the mderstanding that it does not have an fmpact on the
delivery of services, This-will be done fn. fhe first instance via the Mass Vaccination
Clinics akeady in place which will remain open on one fo two days a week and
through any GPs who still have a supply of vaccine, We will need to ensre that the
system will bé able to cope with my inifial surge that might oconrwhen we fovite the
genersl public to get vaccipated, This will contime wntil the end of March with

. regrila reviews. A mesfing of fhe Inter-Departmental Commitfes has now been called :
for 260 Jatmary-to consider whether over 1ho sams period it would be femsbleto— ———— -

arrange supply of vacciue fo major private sector employers, local government and -
ofher prbfic bodies, third Jevel and other edncations] estabfishments efc in order o .
allow them %o vaccinate their own stafffstudents, using fheir own oconpational health
professionals, .

The gquestion ofmahngﬁlevaocine available for pregnant women on an ongoing
basis was raized — should it be available for say 6 months wnfil fhe new seasonal fiu
vaceine is available? T wes agreed fhat fhe Bxpert Group would be asked for advics
on the continming risks and ongoing yeqiirements for pregnant women between now
andfhnncxtswsonalﬂnvacdnc campaign. .

There was 2 discnssion on possible surphns vaceine and what options we have fn
relation to it. The HSE said that we will have to make a decision on apossible
stockpile as part of our fireparedness for & second or third wave. & becomes
techmically more diffieult to-offload it once it js in fhe country becanse of the Jogistics
ete. We probably have enongh vaccine out in the system to cope with the demand
between now and September and this makes the 1 million or so doses n sfore in
United Ding more available for distdbufion elsewhere. The DoHC gaid that once we
héve decided what if any surplus vaceine we have we will make contact with the
Health Secarity Committes with a view o offexing it fo any country that is looking for .
vaccine, The HSE said that it will forward 2 memo on mmmbers of doses received eto
to fhe Expert Group o assist in the deliberations on the need for a stockpile.

The HSR tuised the jsme of HSN1 vaccine— we have 400,000 dose of pre-pandemic
vaccine that was fo be offered to essentis] workers. This has now lost ity potency and
we need fo decide whether or not we should go back fnfo the market to buy new stock.
1t was agreed that the Expert Group should be asked to éxamins tis jssue.

6. Futare Arraugements

The Chair said that NPHET should now revert fo mesfing 3 or 4 fimes a ‘year and fhat
we should once again contirme in planmming mode. ‘This cen be changed if
circnmstances chenge. We have made all the necessary decisions and we can deal
with issuek bilaterally as requived, There will be certain pieces of information on
numbers vaccinated ete that will be required on a regular basis. We will need to
contimme with Press Briefings il the vaccination campeign is finished and then have
a final Press Briefing by way of 2 Press Release on what happesed, what we did, what
we leamed.cfc, We shonld have en evalnation of the whole experdence maybe in the
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sacondha]fofﬂmyaatandmneedto hokagmnzttbe?anﬁmo?lan. The HSE said

that i will alzo reWeWPandchlanmng infernalty.
"Tho Chair once agrin thanked evoryone fot all the work that has goheintoaeaﬁng
with the Pandemic.

7. Next Meeting .
Tﬁsncximecﬁngwﬂltakep]ace somshmemdlandlx@chzom
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2.1 Influenza

On 25% April 2009, a public health emergency of
international concern was declared by the World
Health Organization (WHO) due to an outbreak of
2009 pandemic influenza A (H1N1) infection in Mexico
and the USA. On 11% June 2009, WHO raised the
pandemic alert level to phase six, announcing the first

QN ST Anmual Report200n 2.Respiratory and Direct Contact Diseases 30 T T T o

Since 2000, HPSC has worked in collaboration with

the National Virus Reference Laboratory (NVRL), the
Irish College of General Practitioners ((CGP) and the
Departments of Public Health on:the influenza sentinel
surveillance project. During the pandemic period, 60
practices (located in all HSE-Areas) were recruited to
report electronically, on a weekly basis, the number of
patients who consulted with influenza-like illness (ILI).
Sentinel GPs were requested to send a combined nasal
and throat swab to the NVRL on at least five ILI patients
per week. Other indicators of influenza activity included

' ; a network of sentinel hospitals reporting admission

levels and sentinel schools reporting absenteeism.

Once the public health emergency was declared,
routine seasonal influenza surveillance was augmented
as follows:

* Two additional regional laboratories, Cork University
Hospital (CUH) and Galway University Hospitals (GUH),

influeniza pandemic of the 21 century. WHO classifisd
the severity of the disease as “moderate” based on
scientific evidence available to them as well as the
impact of the pandemic on member states’ health
systems and social and economic functioning. On
July 16% 2009, the Department of Health and Children

, announced that Ireland would change the national

approach to managing the pandemic from one of
containment (or limiting the entrance and initial spread
of the pandemic virus into the country) to one of
mitigation (or minimising the impact of the pandemic
virus as its circulation increased).

The vaccination campaign against 2009 pandemic
influenza A (H1N1) started on 2™ November 2009.
Individuals at highest risk of influenza disease and its
complications were provided with the vaccine in the
early stages, with those at less risk of severe disease
vaccinated later on. The mass vaccine programme
concluded on 31% March 2010 as the numbers
contracting pandemic influenza declined significantly.
However, pandemic vaccine continued to be provided
over the summer to those individuals at highest risk of
influenza complications.

On 10% August 2010, the WHO declared the end of the
2009 influenza A (H1N1) pandemic.

started testing for 2009 pandemic influenza A (H1 N1),
in addition to the NVRL.

* Enhanced surveillance of the first 200 laboratory
confirmed 2009 pandemic influenza A (H1N1) cases
was implemented, thereafter enhanced surveillance
data were collated on hospitalised cases only.

* Critical care/ICU surveillance of probable and

confirmed adult and paediatric pandemic influenza A
(H1N1) cases commenced in October 2009.

* Data on all calls to GP out-of-hours centres were
monitored for self reported influenza by HSE-NE.

* Additional surveillance projects included monitoring
mortality data from the General Register Office and an
influenza vaccine effectiveness study (IMOVE project).

Data in this report covers the entire pandemic period
from April 2009 (week 17 2009) to August 2010 (week
32 2010). During the 2009 pandemic, ILI activity
peaked during week 43 2009, at 201.3 per 100,000
population (figure 1). This is the highest rate recorded
since sentine! influenza surveillance commenced in
2000. The previous highest peaks occurred in week 2
2009 (120.6 per 100,000 population) and week 8 2001
(122.9 per 100,000 population). In mid-July 2009 (week
30), the L rate was above the baseline threshold of
17.8 per 100,000. This level of influenza activity during
the inter-seasonal period had never been experienced




in Ireland. The peak age specific ILl rates during the
pandemic were in 5-14 year olds, followed by 0-4 year
olds. ILI rates in the 0-4, 5-14 and 15-64 year olds were
the highest age specific rates recorded since sentinel
influenza surveillance began. ILl rates in those aged 65
years or older were lower than the 2008/2009 season
and were comparable to other seasons.

The percentage of influenza-related calls to GP out-of-
hours services in Ireland, peaked during week 45 2009
at 10.6%. During the peak of the pandemic, the highest
number of calls relating to influenza received by each
service was on average three per hour.

The NVRL, CUH and GUH tested a total of 23,142
specimens for influenza virus during the pandemic
period. Twenty one percent (n=4797; 20.7%) were
positive for influenza virus. Over 99% (n=4759; 99.2%)
of positive influenza specimens were confirmed
(n=4464) or probable (n=295) 2009 pandemic influenza
A (H1N1). Thirty-eight (0.8%) specimens were positive
for seasonal inflienza: 1 influenza A {unsubtyped), .

5 A (H1),.27 A (H3)and:5.B-The-NVRI: performed
neuraminidase sequencing on 36 non-sentinel 2009
pandemic influenza A (H1N1) isolates, all of which were
susceptible to oseltamivir and zanamivir. The NVRL
also sequenced and phylogenetically characterised the
haemagglutinin gene from 18 2009 pandemic influenza
A (H1N1) isolates, al! of which form a monophyletic
group with A/California/07/2009, demonstrating a very

good match between the circulating and vaccine strains.

A total of 1,059 confirmed cases of 2009 pandemic
influenza A (H1N1) were admitted to hospital. Of these,
100 (9.4%) were admitted to ICU (76 adults and 24
paediatric cases). For hospitalised and ICU patients,
the highest age-specific rates were in the 0-4 year age
group. Of the 1,059 confirmed cases hospitalised, 507
(47.9%) had pre-existing clinical conditions.” The most
frequently reported underlying medical conditions
included: asthma (n=127, 12.0%), chronic respiratory
disease? (n=114, 10.8%), immunosuppression (n=79,
7.5%) and chronic heart disease (n=62, 5.9%). Seventy-
three {6.9%) of all hospitalised confirmed cases were in
pregnant women, eight of whom were admitted to ICU.

-Twenty-seven patients with confirmed 2009 pandemic

influenza A (H1N1) died (pandemic (H1N1) 2009 was a
contributing cause on the death certificate); 12 males
and 15 females. Twenty (74.1%) deaths occurred in
adults 35 years of age and older. The age range was
8-83 years, with a median age of 52 years. Underlying
medical conditions' (including pregnancy) were reported
for 25 of the 27 deaths (92.6%), with two deaths having
no reported underlying medical conditions. Underlying
conditions included chronic respiratory disease 2 (n=11),
chronic neurological disease (n=9), immunosuppression
{n=7), chronic heart disease {n=3), chronic liver disease
(n=2), asthma (n=2), chronic renal disease (n=1) and
severe obesity i.e. BMI 240 (n=1). One death (3.7%)
occurred in a pregnant woman. Twenty five of the
deaths (92.6%) occurred in hospitalised cases and

15 {55.6%) deaths were in cases admitted to ICU. A
summary of pandemic severity indicators is shown in
table 1.
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Figure 1: GP ILI consultation rate per 100,000 population, baseline ILI threshold hte, and number of positive influenza
specimens, by influenza week and season, week 40 2008-week 32 2010. Source: ICGP dlinical IL! data and NVRL, CUH and GUH
laboratory data. Virological data for the NVRL includes sentinel and non-sentinel data for all weeks. Virological data from GUH and CUH

includes non-sentine| data from weeks 29 and 31 2009, respectively.

1. Some cases had more than one underlying medical condition.
2. It cannot be established if chronic respiratory disease was in addition to, or included asthma.
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Cne hundred and nine general outbreaks of ILI and
2009 pandemic influenza were reported in Ireland
during the pandemic period. These outbreaks involved
2,578 people in total, of which 204 (7.9%) were reported
as laboratory confirmed cases of 2009 pandemic
influenza. Regional variation in ILl/pandemic activity was
observed during the pandemic period. The majority of
outbreaks were reported from HSE-E (n=29; 26.6%) and
HSE-S (n=27; 24.8%). With the exception of HSE-M,

all HSE-Areas reported general outbreaks of 2009
pandemic influenza and ILI during the pandemic period.

A total of 955,118 individuals were recorded as
vaccinated with the pandemic vaccine, representing
23% of the population of Ireland eligible for vaccination.
It should be noted that pandemic vaccination data are
provisional.

In the post-pandemic period, based on knowledge
about past pandemics the 2009 pandemic influenza
virus is expected to continue to circulate as seasonal

! virus_for.some.years_to come. Therefore, cases and.local

outbreaks due to 2009 pandemic influenza will continue
to occur and such outbreaks could have a substantial
impact on communities. WHO advises that national
health authorities remain vigilant in the immediate
post-pandemic period as the behaviour of the virus as a
seasonal virus cannot be reliably predicted.

in addition, it is most likely that, compared with
seasonal influenza, younger age groups will continue
to be affected disproportionately by the virus. Groups

- identified during the pandemic as being at higher risk

of severe or fatal disease will remain at increased risk
though the number of such cases should diminish.

In August 2010, WHO issued guidance on
recommended activities during the post-pandemic
period including advice on epidemiological and
virological surveillance, vaccination and the clinical
management of cases. WHO recommends: (1) the
monitoring of clusters of severe respiratory illness or
death; (2) investigation of severe or unusual cases
clusters or outbreaks to facilitate rapid identification of
important changes in the epidemiology and severity of
influenza; and (3) maintaining routine IL! surveillance and
s;.xrveillance of severe cases of influenza and respiratory
illness.

For the 2010/2011 influenza season, existing
surveillance systems have-been strengthened and
maintained. Data from these surveillance systems
will assist in guiding the prevention, control and
management of IL/influenza.

Further information on influenza is available on the
HPSC website www.hpsc.ie

Table 1: Summary table of severity indicators for laboratory confirmed 2009 pandemic influenza A (HIN1) cases - hospitalised
cases, ICU cases and deaths.

Hospitalised confirmed
2008 pandemic influenza
A {H1N1) cases

1CU confirmed 2002
pandemic influenza A
(HiN1) cases

Deaths in confirmed 2009
pandemic influenza A
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1. Some cases had more than one underlying medical condition.
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PREGNANT? ASTHMA? HEART DISEASE?
CANCER? OBESITY? DIABETES?
LONG-TERM ILLNESS? '
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Getting the Swine Flu vaccine will protect you from Swine Flu
and will also stop it spreading to people around you.

Swine Flu is a new flu virus that, for most people, has caused mild to moderate
liness. However, some chiidren, pregnant women and people with fong-term
iInesses have besn hit harder by this fiu, and some have died. Most people
have no Immunity to Swine Fiu so, over the coming months, the HSE intends
{o offer a Swine Flu vaccine to everyone fiving in frefand.

Who. will get the vaccine first?

Everyone will be offered the Swine Flu vaccine, but we are giving the first
supplies to those who are more at risk from Swine Flu, Healthcare workers
will also be vaccinated o protect themselves and thelr patlents.

Who is most at risk from Swine Flu?

» Pregnant women ~from 14 weeks pregnant to 6 weeks after glving birth
and

. Anyone.aged over 8 months and under 65 years who has:
+ {ong-term Lung Disease (ke Asthma. and Cystic Fibrosis)
» long-term Heart Disease
- Long-term Kidney Disease
« [ong-term Liver Disease
+ Long-term Neurological Disease (ke MS, Cerebral Palsy)

» Immunosuppresslon e.g, cancer treatment
(and thelr household contacts)

» Haemoglobinopathies
» Dlabstes
» Morbld Obesity (check with your GP)

People aged 65 and over seem to have some immunity
to Swine Flu, so are not In the most At-Risk Group.




IT STOPS
FOR YOU

How does the Swine Flu vaccine work?

e 4 SN

The vaccine helps your Immtine system to produce antibodies to the Swine Flu

~ virus. When a person who has been vaccinated comes into contact with Swine

Flu these antibodies attack the virus and prevent you getting the flu.

How safe is the Swine Flu vaccine?

We expect the Swine Flu vaccine o be as safe as the usual seasonal flu
vaccine, which has been used for mors than 60 years. Sericus side effects are
expected o be very rare and the Swine Flu vaccine cannot glve you Swine Flu,
The vaccines are fully licensed and clinically tested. You can read more about
vaccine safety on swineflu.le.

Is it safe for pregnant women to be vaccinated?

Yes, The vacclne Is safe to use In pregnancy and is recommended for all
women from 14 weeks pregnant to 6 weeks after giving birth. Pregnant women
under 14 weeks pregnant who have an existing at-risk medical condition are
also advised to get the vaccine:

Is there anyone who cannot get Swine Flu vaccine?

The vaccine should not be given to children under 8 months of age, and should
be postponed If you have a temperature over 38°C, Everyone in the at-risk
groups aged over 6 months and under 65 years should get the vaccine

~— unless they have a severe allergy o eggs or other substances in the vaccine
or have previously had Guillain Barré Syndrome. If you have any concerns you
can discuss these with your GP,

How long does it take the vaccine to work?

The vaccine starts to work within two weeks ~ our current advice Is that for
you fo be fully protected from Swine Flu, you need a second dose of vaccine
three weeks after the first dose, It Is hoped that more Informatlon will emerge
confirming that one dose of vaccine will be enough to protect people aged
13 years and over.

Freephone 1800 94 11 00 www.swinefluie
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IT STOPS
FOR YOU

What can I expect after vaccination?

The most common side effects will be mild and may Include soreness, redness
or swelling where the injection was given, Headache, fever, aches and tiredness
may occur. Some people may have mild sweating and shivering as thelr
immune system responds to the vaccine, but this Is not Swine Flu and wilf

pass after a day or so.

What if | don't feel well after vaccination?

Take paracetamol or ibuprofen if you have a fever or any pain where the
injectlon was given. If you ate pregnant, take paracetamol for faver, not
ibuprofen or aspirin. Avold clothes rubbing against the injection area and drink
plenty of flulds. Remember If you or a child Is unwell after getling a vaccine,
they could be sick for some other reason ~ don't assume i's the flu vaccine
and take medical advice if needed.

Do 1 have to pay for the vaccine?

The vaccine and its adminlstration are free of charge for everyone. You may be
asked for your PPSN (Personal Public Service Number) when you go to have
your vaccine,

Talk to your GP and make an appointment for a Swine Flu Vaccine now.

Where can | get more information?

Visit wwwiswinefiuie or call 1800 94 11 00

Produced by the HSE National Communications Unit, If:'
Dr. Steeven's Hospital, Dublin 8. -~
October 2008, s ™

', Department of
2 Heahth& Children
AUREn LR MAR BN




= Getting the Swine Flu vaccine
}I will protect you from Swine Flu
and will also stop it spreading
{Depaﬂm;m o to people around you.

Health & Children

AN ROINN SLAINTE ABUS

Feldtumeannacht na Seirbhfse Sldinte
Health Service Executive




The HSE is working ‘to offer a Swine Flu Vaccine to everyone
in Ireland over the coming months. This leaflet answers

common questions aboui this vaccine and tells you who is
being vaccinated, when and where.

Swine Flu is a new flu virus that has been spreading around the world since
April this year, For most of us, it causes mild to moderate flu illness, and most
people are able to get better at home after about-a week. However, some
children, pregnant women, people with long-term illnesses and previously
healthy adults have been hit harder by this flu. During October and November
the rate of flu iliness has been at a record high for Ireland, and many more
people are Iikely to catch this flu over the coming months,

Getting the Swine Flu vaccine is by far the best way to protect against Swine Flu,
Also, if you don't get the flu, you can't pass it on to your family, friends, relatives,
or someone close to you who is not in full health. So, the more people who get
the vaccine, the less flu gets passed around.

The HSE is working to offer a Swine Flu vaccine to everyone in lreland. This is
being done in phases as we receive the limited supplies of this new vaccine,
starting with people most at risk from this flu. This programme started in late
October and will continue over a period of six to eight months, We have already
vaccinated hundreds of thousands of people, and are working to ensure many
more get protection from Swine Flu as we go forward through the winter.

What groups were offered the vaccine first?

Ireland has a National Immunisation Advisory Committee and Pandemic
Influenza Expert Group, who recommended that the vaccine should be given
first to those most at risk of Swine Flu complications,

The first group of people to get Swine Flu vaccine included pregnant women
and people aged over 6 months and under 65 with certain long term ilinesses,
These were vaccinated primarily by their GPs, and also at HSE Clinics
nationwide. While we continue o vaccinate this group, we have already moved
on 1o the next priority groups for Swine Flu vaccination. These are children
over 8 months up to 18 years, people aged 65 and over and and healthcare
workers. Since babies under 6 months cannot get the vaccine, we are also
giving the vaccine to parents and families of babies under 6 months, to protect
the infants from the flu.

Freephone 1800 94 11 00 www.swineflu.ie




Once these prlority groups are vaccinated the vaccine will be offered fo the rest
of the population, during early 2010.

The table below describes the different groups, and tells you when and where
they are being vaccinated,

rYI0 DUD 21'e

Pregnant women ~from | Vaccination by GP or.by ™ i
14 weeks pregnantto 6 | HSE Vaccination Clinic .
weeks after giving birth ‘ : R
and People aged over
6 months and under 65
years who have long-
term conditions (see

below) o .
Children from 6 months | Vaccination prifriarlly by.
to Under 5 years of HSE Clinic ~ parents
age and parents and will be given a personal |

household contacts of | invitation. by letter |
children under 6 months | -

65 years of age and Vacaination primariy -

older by HSE Clinic = people
will be sent a personal- . |
invitation by letter
Healthcare Workers Vaccination &t work
in occupational health
oinies, "~ "o .
Children 5-18 years Vaccination by HSE'
of age School vaccinations

teams, Information -
and conserit forms for . .
parents will bé sent to
schools Ih advarice
General Population Vaccination by HS
Clinic ... ...

Risk conditions: Lung Disease (like Asthma and Cystic Fibrosis), Heart Diseass,
Kidney Disease, Liver Disease, Neurological Disease (like MS, Cerebral Palsy),
Immunosuppression e.g. Cancer treatment (and their household contacts),
Haemoglobinopathies (Sickle Cell Disease, Thalassemia Major), Diabetes and

Morbid Obestty.

Freephone 1800 94 11 00 www.swineflu.ie




Where are the HSE Vaccination Clinics?

Clinics have been set up all over the country, usually in existing HSE health
facilities. The HSE also rotates the clinics to different locations to give easier
access for people from particular localities. When it is your turn to get your
vaccine, you wifl find details of the clinic locations on www.swinefiu.ie, in

local and national newspapers, and on Freephone 1800 94 11 00. Giving this
important vaccine to the whole population is a massive logistical exercise,
which has never been done before in Ireland. As we move through the next few
months, vaccinating the various groups, some health services may have to be
disrupted to allow for the vaccination programme. We will work to keep this to
a minimum.,

How will the next priority groups get their vaccine?

During November and December, the main groups being vaccinated are
children and older people. The HSE is writing to parents of children aged 6
months to under 5 years and people aged 65 and over with personal invitations
to make appointments at HSE vaccination clinics. The letters will explain that it
is now time o make your appointment on www.swineflu.ie or by phone. People
in these groups are asked to please wait for their letter, and not to attend a
clinic for a vaccine in the meantime. This is because we do not want people fo
be inconvenienced by queues at our clinics.

If you book a visit to a HSE clinic online or on the phone, please be aware that
even though you book for a specific time slot, there will be up to 30 people in
your time slot. Please be patient and take some time to read the information
available at the clinic. When they get their letter and make an appolntment they
should bring the invitation letter to the clinic with them.

Freephone 1800 94 11 00 www.swineflu.ie
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What about school age children?

School age children will be invited to attend for vaccination via their schools.
Vaccinations for these children will be carried out using one of three methods

— in their school premises, in a school premises near their own school or by
arranging an appointment at a HSE Mass Vaccination Clinic when requested to
do so. Parents will be notified in advance and will be sent a consent form and
information sheet,

What can I expect when | attend a clinic?

The HSE Swine Flu Vaccine clinics are staffed with healthcare professionals and
administration staff. On entering the clinic you will be offered a consent form
and information sheet. You should fill in the form and ensure that you read the
information provided. You will then be met by an administration assistant who
will enter your details on to a computerised record system. Once this is done
you will be asked to take a seat in the vaccine administration area while your
chart is checked. ‘

The vaccine will be administered by a healthcare professional who will check
some clinical details with you — how you are feeling; if you have any known
reactions or allergies etc. You will then be vaccinated and you will have to wait
for a minimum of 15 minutes in the recovery area being observed to ensure that
you have no adverse reaction, The whole process takes around 45-60 minutes.
Before you leave the clinic you will receive a vaccine card — this card gives
details of which vaccine you have received; the batch number; the date and
your client numbetr. You should ensure that you keep this card in a safe place.

Does everyone need to get the vaccine?

We intend to offer the vaccine to everyone in Ireland. If you have had flu since
April, you should still get the vaccine, as it may not have been the Pandemic
H1N1 2009 or Swine Flu virus. if you have had a confirmed positive lab test for
Swine Flu or Pandemic H1N1 2009, you do not need the vaccine.

Freephone 1800 94 11 00 www.swineflu.ie




How long does it take the vaccine to work?

The vaccine starts to work within two weeks, so please ensure that you
continue to follow good infection control after being vaccinated. If you cough
or sneeze — Catch It in a tissue, Bin It and Kill It by washing your hands with
soap and water.

Do | need one or two doses of vaccine?

There are two different makes of vaccine being used in Ireland; Pandemrix
(manufactured by GSK) and Celvapan (manufactured by Baxter). The National
Immunisation Advisory Committee has confirmed that for the Pandemrix
vaccine, one dose of the vaccine will be enough to protect most people from
Swine Flu. The only exception to this is children aged under 13 years and
people with immunosuppression who will require two doses of this vaccine.
People who are immunosuppressed would include people with cancer or on
cancer treatment — check with your doctor if you are unsure.

For the Celvapan vaccine, 2 doses of vaccine are required to give full protection
from Swine Flu. Both vaccines are.considered to be equally effective and have
the same safety profile.

Where a second dose of vaccine is needed, it should be given after a gap of at
least three weeks or longer. If you need a second dose of vaccine, the HSE will
let you know when it is available and invite you to attend to get it.

How do the pandemic vaccines work?

Vaccines work by ‘teaching’ the immune system (the body’s natural defences)
how to defend itself against a disease. Both vaccines contain a virus called
Pandemic (H1N1) 2009 that is causing the current Swine Flu pandemic. The
virus has been inactivated (killed) so that it does not cause any disease.

When a person is given the vaccine, the immune system recognises the
inactivated virus as ‘foreign’ and makes antibodies against it. The immune
system will then be able to produce antibodies more quickly when it comes
across the live virus. The antibodies will then destroy the flu virus and stop you
getting the fiu.

Are the Swine Flu vaccines safe?

Yes, the two Swine Flu vaccines being used in Ireland, Pandemrix and
Celvapan, are both licensed by the lrish Medicines Board and have been given
1o millions of people across Europe already this year.

Freephone 1800 94 11 00 www.swineflu.ie
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Reactions have been as expected and similar to seasonal flu vaccines, which
have been used for more than 80 years. Serious side effects or allergic
reactions are very rare and the Swine Flu vaccine cannot give you Swine Flu.

Is there anyone who can’t get the vaccine?

The vaccine should not be given to children under 8 months-of age, and
should not be given to anyone who has a temperature over 38°C or 100.4°F.

If you have a severe allergy to eggs, you can have the Celvapan vaccine, as
the Pandemrix vaccine is made using eggs. If you or your child have any other
severe allergies or previously had Guillain Barré Syndrome, you should discuss
this with the clinic staff before being vaccinated.

Is it safe to get the vaccine if you are pregnant?

Yes, Women have a reduced immune system during pregnancy and so
pregnant women are more at risk from complications or hospitalisation from
Swine Fu. The risk of these complications is also higher after 14 weeks of
pregnancy. The Institute of Obstetriclans and Gynaecologists in Ireland, the
National Immunisation Advisory Committee, the World Health Organisation,
the European Centre for Disease Prevention and Control, the Irish College of
General Practitioners and the Irish Medical Organisation all recommend that
pregnant women from 14 weeks pregnant to 6 weeks after giving birth get the
vaccine, If you are less than 14 weeks pregnant and have an at-risk medical
condition or are a healthcare worker, you should also get the vaccine. Having
the vaccine while pregnant will protect the mother, and will protect their baby
for up to 6 months after birth. The vaccine is safe for breastfeeding mothers

and their babies.

Freephone 1800 94 11 00 www.swineflu.ie




What can I expect after vaccination?

The most common side effects being seen are mild and may include soreness,
redness or swelling where the injection was given. Headache, fever, aches, a
mild rash and tiredness may occur. Some people may have mild sweating and
shivering as their immune system responds to the vaccine, but this is not Swine
Flu and will pass after a day or so. Severe or life threatening allergic reactions to
vaccines are vety rare,

What if | don’t feel well after vaccination?

Take paracetamol if you or your child has a fever or any pain where the Injection
was given. Avold clothes rubbing against the injection area and drink plenty of
fiuids. Remember, if you or your child is unwell after getting a vaccine, don’t
assume the vaccine is the cause — it could be for some other reason, and take
medical advice if needed.

Do | have to pay for the vaccine?

The vaccine and its administration are free of charge for everyone.

Where can | get more information?

Visit www.swineflu.le or Fregphone 1800 94 11 00, listen 1o the HSE radio
advertisements and HSE information in national and local newspapers.

STOP THE FLU FROM SPREADING!

Remember, it's vety important that everyone continues to avoid spreading
flu around — catching coughs and sneezes in a paper tissue, binning it
straightaway and kiling it by washing hands well and often. If you or a loved
one has flu-like iliness, you will find simple guidance on how to recognise the
symptoms and how to care for flu at home at www.hse.ie or on the 24 Hour
HSE Flu Information Line Fresphone 1800 94 11 00.

Produced by the HSE National Communications Unit, If, { Department of
Dr. Steeven’s Hospital, Dublin 8, - Health & Children
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