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Philippines 2019 - 2023 Registered Deaths by Month

(Source: PSA. 2023 as of 31 Oct 23, Rel. 19 Jan 2024)
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What is Pharmacovigilance?

* The science and activities relating to the detection, assessment,
understanding and prevention of adverse effects or any other drug-
related problem.

« Monitors drugs for unexpected, or unanticipated adverse events.

» Systems set up to collect and evaluate reports from health
professionals and consumers.

» Examples include VAERS (US), Yellow Card (UK), DAEN (Australia),
Vigiaccess (WHO)

* The Philippines FDA is responsible for pharmacovigilance activities



Philippines Pharmacovigilance.

Were There Any Filipino HOT
Lots?

Review of Pharmacovigilance Data referencing Philippines FDA and the US VAERS
System.



Republic of the Philippines

Philippines Covid-19
Pharmacovigilance

e FDA provided 3 site for reporting of AEFI Reports of Suspected Adverse Reaction to COVID-19
Vaccines (01 March to 12 December 2021)

Department of Health F A
FOOD AND DRUG ADMINISTRATION /L

Food and Orug Administration
PHILIPPINES

* Provided a regular Pharmacovigilance report
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12 Dec. 2021, FDA assures that there have been no deaths directly related to Covid-19 Vaccination

HEADLINES

DOH: No deaths directly related to
COVID-19 vaccination

Sheila Crisostomo - The Philippine Star @
December 12,2021 | 12:00am

MANILA, Philippines = To this day, not a single death In the Philippines can be
directly linked to the administration of a COVID-19 vaccing, the Department of
Health (DOH) said yesterday.

‘Based on causality assessment, there is no death directly inked to the (COVID:

19) vaccination, said Health Undersecretary Maria Rosario Vergeire, citing
expert evaluations recorded by the Food and Drug Administration (FDA).
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Despite their 12 December report showing
e 82,421 Reports of AEFI

e 4,184 Reports of Serious Events

* Hospitalizations @ 2.58/100,000 doses

* 1,589 Reports of Fatal events received:
12-17: 10 18-39: 149,
40-59: 366 60+: 1,044



In Response to a Jan 2023 FOI request FDA said there are NO Filipino HOT LOTS!

FOI No.
#DOH-838890184237

Request: 6 Jan 2023

Question Asked:
Have FDA identified any
vaccine batch hot lots?

Response:

FDA is aware of lot
specific problems in
other countries.

“Lots affected are not
distributedin the
Philippinesand
therefore, no actionis
Necessary”.

Republic of the Philippines
Department of Health

FOOD AND DRUG ADMINISTRATIONI DAIII 4

Food snd Orue

Tracking MNo.

Date of
Reqguest

FDA RESPONSE

HIMOH-
B3IBEOD1IE84238

January &, 2023

Reports of AEFIs contains information such as lot
numbers of the product for ease of traceability in case of
any problem that may arnise. However, based on owur
monitoring and analysis, we have not identified any
signals (observed vs expected) relative to a specific Tot.
Though we are receiving nformation from other
countries on lot specific problems, lots affected are not
distributed in the Philippines and therefore no action is

necessary.

Please note that all covid-19 vaccine brands have been
reported with AEFIs and you may refer to our latest
report on AEFIs to COVID-19 vaccines on the FDA
website for the total number of serious. non-serious and
death.: https://www.fda.gov.ph/list-of-fda-issued-
emergency-use-authorization/.

Civic Drive, Filinvest City, Alabang 1781 Muntinlupa, Philippines

Trunk Line: +63 2 857 1900
Website: www.fda_gov.ph

Fax: +63 2 807 0751
Email: info@fda.gov.ph
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The most recent FDA Pharmacovigilance Report (12/31/23) shows 113,166 AEFI & 10,805 SAE

Data shown below are cumulative reports from the start of the vaccination program on 01
March 2021 until 31 December 2023.

Table 2. Distribution of reports of adverse reactions for each vaccine

Vaccine Date started Total 'H'?IE_EiI‘H! dﬂfﬁ Total number of Ftep-_m‘t; of non- Reports of serious
administered reports’ serious events events
CoronaVac 01 Mar 2021 48,734,50726.8% 37,353 55,  33,879331% 3,47432.2%
[v)
AstraZeneca 07 Mar 2021 23,931,246 13 50, 37,764 33 49 35,684 34.9% 2,08019.3%
Sputnik v/
sputnik Light s 1,584,507 ) o070, 922 g819 866 ) oco, 36 5 529
Comirnaty 13 May 2021 77,024,785, o, 23,97421.2% 20,994 5 co, 2,980,7 6o
Moderna 30 June 2021 21,605,790 14 g0, 7,044 6.2% 6,117 ¢ oo 927 g6%
el Janissen 20 July 2021 7,654,344 , 5o 5,668 g go 2,468 4 40 1,20011.1%
Sinopharm 75 hug 2021 1110072 gy, 441 0.4% 333 0349 88 0.31%
TOTAL 181,645,251 113,166 102,361 10,805 W

Equally safe
products should
have dose-
proportionate
reports of AEFI
and SAE.

<+—— CoronaVac
26.8% of doses,
but 32.2% of SAE

AstraZeneca
13.2% of doses,
but 19.3% of SAE

<« Janssen
4.2% of doses, but
11.1% of SAE

Data source: *VigiFlow, "DOM (as of 19 March 2023)
Notes: Additional information may become available in individual cases, which may change the figures presented.
Data conceming various vaccines are not directly comparable. COVID-19 vaccines profile varies, they have not beéen used for equal pernods of time and they
have been administered to number of people with different profiles including various age and sex.

Includes
2,864 Deaths

N



Limitations of PH FDA Pharmacovigilance

e Most persons do not know it exists and/or do not have the resources
to make a report.

* Many people are hesitant to draw attention to themselves by
reporting.

* Many people refuse to make a report, even if offered assistance with
reporting.

e Known international UNDERREPORTING FACTORS (URF) range from
40 - >100x. URF in the Philippines will be much higher, possibly 440x.

* FOI #DOH-127428796174 stated that Covid-19 Pharmacovigilance
budget was PHP40M for 3 years from 2020 to 2022 was PHP40M.



14 October 2022

MEMORANDUM
TO APRIL RHEA M. MOLINA
FOI Receiving Officer
Administrative Officer 111
Knowledge Management and Information Technology Service
FROM
FDA FOI Decision Maker
SUBJECT Response to eFOI Request #DOH-127428796174

This refers to your eFOI request received through fda@foi.gov.ph on 16 September 2022.
Below is the official FDA response to the above subject, for your information and reference.

Tracking No. Date of Request Requested Information
#DOH- September 106, 2022 | Please provide the following information on public
127428796174 expenditure / budget to the FDA.

1. Please list by year the allocated budget for the
Covid-19 Specific FDA  Pharmacovigilance
system, including the data collection and
investigation of the suspected adverse events
following covid-19 vaccination.

2. What was the actual expenditure in 2021
compared to the budget allocation?

allocated budget, by year, with breakdown by area.

Covid-19
system.

Specific FDA  Pharmacovigilance

3. Please list the specific activities covered by the |

4. What is the assigned manpower level for the |

FDA has a 3-Year Covid-19
Pharmacovigilance
Budget of PHP40 Million

May we provide the information tabulated below for numbers 1 to 3.

Year 2020 Year 2021 Year 2022
Allocated
Budget 14,060,693 18N15,775 11,362,982
***note: % in year 2022~
Utilization Rate 83% 83% 62% | as of Sept only
Utilization 11,670,374.87 12,546,093.25 7,045,048.89

Civic Drive, Filinvest Corporate City, Alabang 1781 Muntinlupa, Philippines
Trunk Line +63 2 857 1900 Fax +63 2 807 0751

Website: www.,fda.gov.ph Email: info@fda.gov.ph

For item number 4, there are 11 personnel in the Pharmacovigilance Section of the FDA who
engage in the processing and evaluation of AEFIs from COVID-19 vaccines. This does not
include personnel from FDA Regional Field Offices who are also part of the investigation to
COVID-19 vaccines.

Also, the Department of Health (DOH) Epidemiology Bureau has its own budget for Adverse
Drug Reaction monitoring or the implementation of Pharmacovigilance.



FILIPINO REPORTS IN US VAERS

* The Philippines FDA passes reports of serious reactions to drug
manufacturers for their assessment.

e US Based Drug Manufacturers are mandated to file these reports with
the US Pharmacovigilance system, VAERS.

* The VAERS System contains Filipino Reports for Pfizer, Moderna, and
Janssen

* VAERS is a publicly accessible data base, which has various excellent
access platforms including www.openvaers.com and
www.vaersaware.com .



http://www.openvaers.com/
http://www.vaersaware.com/

VAERS DATA BASE — COVID-19 VACCINE REPORTS

Reports filed in VAERS are accessible to the public for review and searching, by reference no., batch no., symptoms, etc.

Contains 1,590,257 C19 Vaccine Reports. Contains620,051 Foreign Reports.  Contains 7,795 Filipino Reports.
36,857 Total Reports of Deaths 18,467 Foreign Deaths 1,158 Filipino Deaths

CDC VAERS Entire 1990-Present Dashboard @ @ Last Update: Feb 2, 2024
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7,795 PHILIPPINES VAERS REPORTS

e 2,628 Office Visits
e 23 bhirth defects

VAERSAware.com

Click Here
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e 1,158 Deaths

* 3,339 Hospitalizations
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Philippines
Pfizer
Outcomes

* 5,000 reports
e 531 deaths

Cleaned Loti#'s

Lot# F
BLANK
FD5996
32025BD
FL5324
UNKNOWN
FDO350
PCEO00Z
FI8760
32021BD
FNA365
128001
FR8392
FF8871
31060BD
34300BD
FH8773
216001
32155BA
1J0724

653 reports

CDC VAERS Entire 1990-Present
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Click Here
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Cleaned Lotit's

Lot F
BLAMNK
FD5556
34300BD
32025BD
PCBOOOZ
EY4834
FN4365
FL5324
1F10324
PCEBOO15
PCEOO14
PCADOOR
FF8871
31060BD
UMKNOWN
FNAOT73
FM7375
FG8643
FE3430

49 deaths

Last Update: Feb 2, 2024
From the 1/26/2024 release of VAERS data:
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Moderna
Outcomes In
Philippines

* 1,034 reports
189 deaths

Cleaned Loti#’'s

Lot# B
BLANK
935500
06BF214
010G218
3005784
083F21B
020G21A
3004222
046G21A
939894
3004960
086J21A
055E214
002K214
012F214
3004729
061G21A
007HZ1A
005K21A |

37 reports

547 reports
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Click Here
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0570214

HOT LOTS?
#939900 has

highest reported
AE & deaths
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Janssen
Outcomes In
Philippines

* 1,816 reports
e 459 deaths

Cleaned Lot#'s

Lot# F

2130214
BLANK
UNKNOWN
212¢214
ACB3221
ACB7542
2050214
ACBG894
209C21A
213A21A
ACB1289
ACB0239
231C21A
ACCO052
2131214
013C21A
ALB3221
ACB3331
2BC21A

141 reports

24 reports

19 reports
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MANY HOT LOTS!

#213C21A,
#212C21A,
#ACB3221,
#209C21A
#205C21A
All have high
reports & deaths

B#Z12105024205

Cleaned Loti#'s

Lot# B
BLANK 123 deaths
213C214A 120 deaths
212214 70 deaths
UNKNOWN 67 deaths
ACB3221 20 deaths
e 11 deaths
205CZ1A 10 deaths

ACBGES4
ACBY542
ACB3331
ACB128S
Z13A214A
Z05A21A
205L21A
EA3021

AWZ5
ACT3221
ACG3221
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Janssen in
all Foreign
Territories.

Philippines

has by far
the
HOTTEST
Janssen
Batches
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VAERS: Date of
death event onset
matches dosing.

Deaths are
temporally linked
to dose date.
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Filipino Outstanding Death Lots — JANSSEN WINS!

Vax Name
Cleaned Lot#'s COVID1S (COVID19 (JANSSEN))
COVID1S (COVID1S (MODERNA))

Lot B . COVID19 (COVID19 (PFIZER-BIONTECH))
BLANK | No batch no. given COVID19 {COVID19 (UNKNOWN))

F13C21A Janssen (120) "ACCINE NOT SPECIFIED {NO BRAND NAME)
LIMKMNOWM

212C21A Janssen (70)
FD5396 Pfizer (49)

539500 [ Moderna (26) e Janssen: 4.2% of PH doses
pwssond —iil 129 has 37% of VAERS deaths
3202580 (459) & 3/5 topmost fatal

PCEBOOOZ

Y4834 batches.

FNA365

oo Pfizer: 42.4% of PH doses

Janssen (11)

205c214 [ Janssen (10) has 45% of deaths (531)

1F1032A

S Moderna: 12% of PH doses
PCA0008 . . . . | | | has 16.4% of deaths (189).

0




Summary VAERS vs PH FDA Pharmacovigilance

P P DOD & DF A AERS F PF POFR
TOTAL DOSES TOTAL AEFI TOTALSAE | TOTAL DEATHS | VAERS REPORTS as | VAERS DEATHS
Vaccine REPORTS—up | REPORTS—up —Upto of 2/2/2024 as of 2/2/2024
- up to March
Type 2023 to December | to December December
2023 2023 2023 7,795 1,158
: 23,974 2,980 5,003 531
C‘;”;]'c'ir;:rty 77(20223;/?5 (21.2%0f PH | (of PH SAE (65% of PH VAERS | (45% of PH
' AEFI| reports) reports) 2,364 reports) VAERS deaths)
(all brands)
21 605.790 7,044 927 1,036 190
Moderna ('11 9;%)) (6.2% of PH (8.6% of PH | No breakdown (13.3% of PH (16.4% of PH
' AEFI reports) SAE reports) provided by VAERS reports) VAERS deaths)
Philippines
7 654,344 5,668 1,200 FDA. 1,818 459
Janssen '(4 2°’A>) (5.0% of PH (11.1% of PH (23.3% of PH (36.9% of PH
' AEFI reports) SAE reports) VAERS reports) VAERS deaths)




Examination of Patterns of Covid-
19 and All-Cause Deaths Relative
to Various Vaccine Brands



Sources of Information & Methodology

 PH FDA Pharmacovigilance Reports, for weekly vaccine doses, data
starts on 4t April 2021 (rollout started on 15t March 2021).

e US VAERS System, Foreign Reports, Philippines DATA
(www.vaersaware.com, wWww.openvaers.com )

* Philippines Statistics Authority — Daily deaths for 2021
 PH Department of Health — Daily Covid-19 deaths for 2021

* Media reports for vaccine doses and delivery schedules

* Weekly all-cause mortality was plotted against weekly vaccine
administration and weekly Covid-19 Deaths.

* PH FDA Pharmacovigilance Data was Assessed Against VAERS Reports.


http://www.vaersaware.com/
http://www.openvaers.com/

PHILIPPINES — Weekly New Doses, Covid-19 Deaths, and All Cause Deaths

BUT, a steep rise in all-cause
mortality and covid-19 deaths
was observed starting in late
July 2021. Thiswas a period
without notably high vaccine
dosing.

A rise in all-cause mortality and
Covid-19 deathsis noted
concurrent with the start of
Covid-19 vaccine rollouts
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PHILIPPINES Coronavac Weekly New Doses & Registered Covid-19 Deaths

8,000,000 2,500
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PHILIPPINES Coronavac Weekly New Doses & All Cause Weekly Registered Deaths
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PHILIPPINES AstraZeneca New Weekly Doses & Registered Weekly Covid-19 Deaths
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PHILIPPINES Comirnaty Weekly New Doses & Registered Covid-19 Deaths
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PHILIPPINES Moderna Weekly New Doses & Registered Covid-19 Deaths

1,600,000 2,500
No major inflections
1,400,000 : -
matching dosing. 2,000
1,200,000
£
1,000,000
§ 1,500 §
[} o
Q 800,000 @
3 COVID-19 DEATHS 7
1,000 ‘S
< 600,000 A3
O .
400,000
500
200,000 Start 30 June
—
(] — (]
6-Jun-21 6-Jul-21 6-Aug-21 6-Sep-21 6-Oct-21 6-Nov-21 6-Dec-21 6-Jan-22 6-Feb-22 6-Mar-22 6-Apr-22 6-May-22 6-Jun-22
e New Doses Moderna e Reported Covid-19 Deaths (DOH)
PHILIPPINES Moderna Weekly New Doses & All Cause Registered Deaths
1,600,000 35,000
1,400,000 No major inflections 10000
matching dosing. "
1,200,000 £
25000 3
()]
., 1,000,000 -
% 20,000 £
8 WEEKLY ACM 8
A 800,000 2
2 ~ 15,000 2
Z 600,000 v
— @
10,000 S
400,000 °
<
200,000 5,000
—— —
0 o — -
6-Jun-21 6-Jul-21 6-Aug-21 6-Sep-21 6-Oct-21 6-Nov-21 6-Dec-21 6-Jan-22 6-Feb-22 6-Mar-22 6-Apr-22 6-May-22 6-Jun-22

e New Doses Moderna === Registered Deaths




PHILIPPINES Weekly Janssen Doses, Covid-19 Deaths, & All Cause Mortality
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~3.2 Million Doses
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Every time Janssen Doses go up,

both Covid-19 and all-cause deaths
rise, acutely and with a lag for deaths
happening after the first 2-7 days.
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PHILIPPINES Weekly Janssen New Doses & Covid-19 Deaths

Immediate upward inflection in Covid-19
deaths concurrent with rollout.

Did Janssen trigger Covid-19 Deaths, or

JANSSEN DOSES

Were Vaccine Deaths Mislabeled as Covid-19
Deaths?

rd
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DID JANSSEN CAUSE HYPER-EXCESS DEATHS?

* Janssen shows highest dose-report rate of any product in both PH
FDA and VAERS Pharmacovigilance.

* Janssen distribution exactly matches timing of hyper-excess deaths.

* Deaths dropped off 4 — 8 weeks after completed administration of 15t
Batches of Janssen was complete (mid-August), matches VAERS
temporal patterns of reports.

* The start of hyper-excess deaths in every region of Philippines closely
follow Janssen rollout from 20t July 2021.

* VAERS Janssen reports show peak AEFI and deaths on days 0-1, but
with a notable tail lasting 4 to 8 weeks.
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Health topics Our work Emergencies

Philippines receives over 3.2M 3.213 Million Doses from COVAX

- 100,000 Doses to each region
vaccines dOnatEd by the US Dosed from 20 July to mid-Aug
Government through the COVAX

Facility 4 Batches, 3 EXCLUSIVE to PH
#212C21A

Exclusive
16 July 2021 | joint News Release | Manila #2 13C2 1A to PH
The Philippines received today an initial delivery of over 1.6 million doses of Johnson & Johnson’s Janssen #209C2 1A
vaccine donated by the United States (US) Government through the COVAX Facility. A second delivery, #205 C2 1A

expected to arrive on 17 July 2021, will complete the donation of around 3.2 million doses.

The deliveries are part of global vaccine-sharing strategy by the US Government, which aims to provide at
least 80 million vaccine doses to countries most affected by the pandemic.

“These vaccines from the COVAX facility would be given to our senior citizens who are at risk for severe COVID- #2 13C2 1A - 565 reports; 120 deaths
19 and deaths. These single-dose vaccines would help fully vaccinate more of our lolos and lolas and increase #2 12c2 1A _ 141 reports 70 deaths
)

coverage among the A2 priority group. By fully vaccinating them, we could hopefully reduce hospitalization

and decongest our hospitals. Kaya naman po inaanyayahan ko ang ating mga lolo at lola na magpabakuna na #209C21A -19 reports, 11 deaths
laban sa COVID-19," said Secretary of Health Francisco T. Duque IIL

As of July 14, around 10 million Filipinos have received the first dose of the COVID-19 vaccine, and 4 million #ZOSCZ 1A — 25 reports 10 deaths
Vi

have completed two doses. However, the vaccination coverage among the A2 priority group - the senior
citizens - remains lagging at 31% coverage for the first dose.



Janssen Hot Lot Summary
e 3,213,200 doses delivered by COVAX on 17 & 18 July, start
administration on 20 July 2021 and completed by mid-August 2021.

* At least 100K doses distributed to each region for immediate
deployment

* 4 batches this delivery, 3 of these exclusive to the Philippines
* Immediate rise in registered deaths and Covid-19 deaths with rollout

* 92,870 hyper-excess deaths following rollout.

17-18 July TOTAL
2021 COVAX  TOTAL DOSES NS :/-Ir;IIE-IRS TOI;T;EA;. OVIS_ESRS VAERS POSSIBLE URF HY':;? A_IIE_)I_(IZESS
DELIVERY DEATHS
209c214 211
Janssen 3,213,200 212C21A 749 (28.2% of 440 92,870

213C21A el



Additional Data

Mortality Patterns by Region showing spike in all regions on or after 20 July 2021.

Selected VAERs Reports showing acute reactions to Covid-19 Vaccines.



HEADLINES
J&J vaccine delivery starts this week

A spike in all- e
cause mortality e
started on 3
week of July 2021
across all regions
of the

Philippines.

Were these spike in deaths caused
? Vaccine czar Carlito Galvez Jr. said the donated J&J vaccine doses would be deployed regionally, with
by ‘Janssen ‘ each region expected to receive
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VAERS ID: 2373124

AGE:5 | SEX:F | STATE: FR (Unknown)
# 2373124

Description Philippines FDA report

Cold; This is a spontaneous report received from a contactable reporter(s) (Other HCP) from
BT Y AT, T B o 5 YO Female — Next Day Death
Regulatory Authority. Regulatory number: A Maie patient

(unknown If pregnant) received BNT162b2 (COMIRNATY), on S dose number unknown,

single (Lot number: at the age of 5 years intramuscular for covid-19 immunisation. The Received Pfizer, Lot No. FN4073 on

patient's relevant medical history and concomitant medications were not reported. The following 10 June 2022.

- TN

iInformation was reported: GITIS (death) with onset t 03:00, outcome

fatal", described as "Cold". The patient date of death was 2022. Reported cause of death: "Cold". It Nasopharyngitis “Cold” onset on 11
was not reported if an autopsy was performed. No follow-up attempts are possible. No further June 2022. with fatal outcome

’ L]
Information is expected.; Reported Cause(s) of Death: Cold

The report states no follow-up
attempts are possible. No further
informationis expected.
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VAERS PHILIPPINE REPORTS —
10 SELECTED ACUTE DEATH CASES

10 Cases of Deaths immediately following Injection. All passed from PH FDA to
Manufacturer and then to VAERS.

There are still 7,785 MORE REPORTS if you are interested. INCLUDING 1,148
Reports of People who DIED. You can easily search these at www.openvaers.com
Or WWW.vVaersaware.com



http://www.openvaers.com/
http://www.vaersaware.com/

VAERS ID: 1536924

AGE: 20 | SEX: F | STATE: FR (Unknown)

Description

NAUSEA; HYPOTENSION; VOMITING; SEIZURE; This spontaneous report received from a
health care professional via a Regulatory Authority [F {IFDA-300095376] concerned a 2C
>ar old femse n unspecified race and ethnic origin. The patient's height, and weight

were not reported. No past medical history or concurrent conditions were reported. The
patient received Covid-19 vaccine ad26.cov2.s (suspension for injection, route of admin not

reported, batch number: 212C21A, and expiry‘ unknown) dose was not reported, with
frequency 1 total administered on 29-JUL- 1 for prophylact:c vaccination. No
concomitant medications were reported On 29-JUL-2021, the patient experienced seizure

at 05:40, hypotension at 05:45, vomiting at 06:25. | aboratory data included: Blood pressure
(NR: not provided) hypotension. On an unspecified date, the patient experienced nausea.
On an unspecified date, the patient died from nausea, seizure, hypotension, and vomiting.
It was unknown, if an autopsy was performed. The action taken with covid-19 vaccine
ad26.cov2.s was not applicable. This report was serious (Death, and Other Medically
Important Condition).; Sender's Comments: VO: 20210810013-COVID-19 VACCINE
AD26.COV2.S - Seizure, hypotension, and vomiting. This event(s) is considered

unassessable. The event(s) has a compatible/suggestive temporal relationship, is unlabeled,

and has unknown scientific plausibility. There is no information on any other factors
potentially associated with the event(s). 20210810013-COVID-19 VACCINE AD26.COV2.S -
Nausea. This event is considered unassessable. The event has an unknown/unclea
temporal relationship, is unlabeled, and has unknown scientific plausibility. There is no
information on any other factors potentially associated with the event.; Reported Cause(s)
of Death: NAUSEA,; SEIZURE; HYPOTENSION; VOMITING

# 1536924
Philippines FDA report
20 YO Female — Same day death

Received Janssen 212C21A on 29 July 2021.
Seizure and death on 29 July 2021

The report was serious.
Event is considered unassessable.

Unknown/unclear temporal relationship
(How is it unclear, she died of seizure the

same day she was injected!)

Unknown scientific plausibility.



VAERS ID: 1978327

AGE: 14 SEX: F | STATE: FR (Unknown)

Description

the patient died of an aneurysm; cerebellar hemorrhage, left cerebellar hem:sphe eV
hematoma and subarachnoid hemorrhage; cerebellar he
with subdular hematoma and subarachnoid hen"@rrhage: I:er’et:'}eIuar' hemc rr‘hage.

h subdular hematoma and subarachnoid hemorrhage

sed out; This is a spontaneous report received from contac

or other non HCP). The reporter is the parent. A ot pregnant) received

ont162b2 (PFIZER-BIONTECH COVID-19 VACCINE), administration date _ot number:
PCAOOQO8) at the age of 14 year: gle for covid-19 immunisation. Relevant medical
history included: "g6pd" (unspe ning). There were no concomitant medications. Past
drug history included: None, reaction(s):' ‘»u.‘[erqw,»' ', notes: Name of Drug as Reported: None,
Reaction: Allergy. The following information was reported: ANEURYSM (death) with onset
30Nov2021, outcome "fatal", described as "the patient died of an aneurysm"; CEREBELLAR

HAEMORRHAGE (death), SUBDURAL
30Nov2021, outco

rebellar hemisphere with subdular hematoma and subarachnoid hemorrhage

/"' VOMITING (death) witt
F CONSCIOUSNESS (death)

It". The events "the patient died of

ibdular hematoma and

subarachnoid hemorrhage', "cerebellar her

hematoma and subarachnoid hemorrha

with subdular hematoma and subarachnoid hemorrhage", "severe headache',

and "passed out" were evaluated at the emergency room visit. The patient underwent the
following laboratory tests and procedures: computerised tomogram: unknown results. Therapeutic
measures were taken as a result of anew'yem, cerebellar haemorrhage, subdural haematoma,

, vomiting, loss of consciousness. The patient date

ar haemorrhage, subdural

#1978327
Philippines FDA report
14 YO Female — 3 weeks to death

Received 1t dose of Comirnaty, Lot
No. PCA0008 on 8 Nov 2021.

Had no underlying health conditions,
no illness, no vaccines or medications
in the month prior to death other
than the Covid-19 vaccine.

Collapsed with subarachnoid
hemorrhage (brain aneurysm)on 29
Nov 2021, died on 30 Nov 2021.

No comment on causality, scientific
plausibility, or followup were
provided.



VAERS ID: 198760]1

AGE: 16 SEX: F | STATE: FR (Unknown)

Description

y cold; Vaccination Site Pain; very stiff; Vaccination Site Pain; This is a spontaneous report
rec:ewed from a contactable reporter(s) (Other HCP) fromn Regulatory Authority. Regulatory

number: PH-PHFDA-300125432 Yol= d bntle2b2 (CC
Intramuscular, administration date 02Dec2021 1115 (Lot number: PCAO0030) at the age of 16 years as

dose 2, single and administration date 1INov2021 (Batch/Lot number: unknown) as dose 1, single for
covid-19 immunisation. The patient's relevant medical history and concomitant medications were
not reported. The following information was reported: VACCINATION SITE PAIN (death) with onset
02Dec2021 14:30, outcome "fatal", UNRESPONSIVE TO STIMULI (death) with onset 03Dec2021 07:00,
outcome "fatal" and all described as "Vaccination Site Pain"; FEELING COLD (non-serious), outcome
"unknown', described as "very cold"; MUSCULOSKELETAL STIFFNESS (non-serious) with onset
03Dec2021, outcome "unknown", described as "very stiff". The patient date of death was unknown.
The reported cause of death was vaccination site pain, unresponsive to stimuli. It was not reported

if an autopsy was performed. As assessed by a pediatrician the patient had not reported adverse

N NI

o - 4 2

-~ sl

reaction or any untoward incident after her fist dc

Y OZDec?20?2]1 at aroiind 7 AM the

y ) follow-up attempts are possible;

information about lot/batch number cannot be obtained. No further information is expected.;

Reported Cause(s) of Death: Vaccination Site Pain; unresponsive to stimuli

# 1987601
Philippines FDA report

16 YO Female - Found dead in bed
the morning after injection.

Received 2"d dose of Comirnaty, Lot
No. PCA0030 on 2 Dec 2021.

Told her aunty she was fine at 8 pm
on 2" Dec as she went to bed.

She was found facedown, cold and
stiffin bed on 3" Dec 2021.

The report states no follow-up
attempts are possible. No further
informationis expected.



VAERS ID: 1625760

AGE: 20 | SEX:M | STATE: FR (Unknown)

Description

LOSS OF CONSCIOUSNESS; This spontaneous report re
Regulatory Authority (PHFDA-300098549) concerned a
ethnic origin. The patient's weight, height, and medical history were not reported. The patient

ceived from a health care professional via a
: of an unspecified race and

received Covid-19 vaccine ad26.cov2.s (suspension for injection, intramuscular, batch number:
xpiry: unknown) dose was not reported, with frequency time 1 total administered on 04-
AUG-2021 for orupmlact:r vaccination. No concomitant medications were reported. |
‘ ' t di loss of consciousness Was reg l. It was unknown, if an
autopsy was performed. The action taken w D vaccine ad26.cov2.s was not applicable.
)., Sender's Comments: V0:20210838968 -JANSSEN COVID-19

VACCINE Ad26.COV2.5- loss of consciousness (fatal outcome)-This event(s) is considered

L UV

This report was serious (Death

unassessable. The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and
has unknown scientific plausibility. There is no information on any other factors potentially
) of Death: LOSS OF CONSCIOUSNESS

associated with the event(s).; Reported Cause(s

# 1625760
Philippines FDA report
20 YO Male — Same day death

Received Janssen 205C21A on
4 August 2021.

Lost of consciousness and death
on 4 August 2021

The report was serious.
Event is considered unassessable.
Suggestive temporal relationship

Unknown scientific plausibility.



VAERS ID: 1828171

AGE: 19 SEX: F | STATE: FR (Unknown)

Description

DIFFICULTY OF BREATHING; This spontaneous
Regulatory Authority DA
nspecified race and ethnic origin. The patien

medical history or concurrent conditions wer

suspension for injection, intramuscL

unknown) dose was not reported, 1 total, ad
Th
No concomitant medications were reported

1iNg. On an unspecified date, the
an autopsy was performed. Th tion tak
The outcome of difficulty of breathing was repc
Sender's Comments: \/’O: 20211055892-COVID
event(s) is considered unassessable. The event(s) ha
relationship, is unlabeled, and has unknow

other factors potential

BREATHING

ived from a health care professional via a

anmnrt recel

concerned a

reported. The pa
, batch number: own and expiry:

ministered on cnown indication.

e batch number was not reported. Per procedure, no follow-up will be requested

7

tive temporal
)y Information on any

v assoc |—1T‘—‘C‘ ".‘”‘:h t?_):

# 1828171
Philippines FDA report
19 YO Female — Same Day Death

Received Janssen unknown batch no.
on 8 October 2021.

Difficulty breathing and death on 8
October 2021.

The batch was not reported, and no
follow-up will be requested.

The report was serious.

Event is considered unassessable.
Suggestive temporal relationship
Unknown scientific plausibility.



VAERS ID: 162300]1

AGE:77 | SEX:M | STATE: FR (Unknown)

Description

Fever, Chills; Fatigue; This spontaneous report received from a health care professional via
a Regulatory Authority | C concerned a 77 The patient's
height, and weight were not reported. No past medical history or concurrent conditions
were reported. The patient received covid-19 vaccine ad26.cov2.s (suspension for injection,
intramuscular, and batch number:: _21A expiry: UNKNOWN) dose was not reported,
administered on rophylactic vaccination. No concomitant medications
were reported. On 27-JUL-2021, after vaccination at 8:00pm, the patient experienced mild
fever and headache. On 27-JUL-2021, the patient also experienced chills and fatigue. C
JUL-2021, the p-'rr ient experienced events of vomiting, diarrhea and nausea. Or

pr-:-:crl._.t|-.m_ On 02-Aug-2021, the patient was stable but still have body weakness. (

]
=

AUG-2021, the patient was stable until the patient experienced hiccups on and off that la

(@]

the whole night so the patient's daughter called their private doctor and advised them t
bring the patient to the nearest hospital, they went to 4 hospitals but not admitted
because of full capacity, so they decided ta bring the patient in their home until the

The action taken with covid-12 vaccine ad26.covi.s was not applicable. On an
unspecified date of AUG-2021, the patient died from fever, chills and fatigue. It was
unspecified if an autopsy was performed. This report was serious (Death).; Sender's
Comments: 20210839072- covid-19 vaccine ad26.covl.s -Fever, chills & fatigue. This event(s
is considered unassessable. The event(s) has a compatible/suggestive temporal
relationship, is unlabeled, and has unknown scientific plausibility. There is no information
on any other factors potentially associated with the event(s).; Reported Cause(s) of Death:
FEVER; CHILLS; FATIGUE

# 1623001
Philippines FDA report
77 YO Male — 7 Days to Death

Received Janssen batch 213C21A on 27 July
2021.

- Mild headache and fever on 27 July.

- 29 July experienced vomiting, diarrhea
and nausea.

- 1 Aug daughter consulted a doctor.

- 3 Aug hiccups and went to hospital.

- 4 Aug patient died at home, no available
hospital bed in 4 hospitals visited.

The report was serious.

Event is considered unassessable.
Compatible temporal relationship
Unknown scientific plausibility.



VAERS ID: 2448891
AGE: & SEX:M | STATE: FR (U # 2448891

Description

Philippines FDA report

54 YO Male - Died as he was walking
home, just outside the Vax Center 30
minutes after injection.

Received Dose 3 Booster, Comirnaty
batch PCB0015 on 26 August 2021, in
order to be able to attend his son’s
graduation.

Died from “cardiovascular accident”

Cause of death “CVA” and “Fall”.



VAERS ID: 1640654

AGE:5] | SEX:F | STATE: FR (Unknowr # 1640654

3 v Philippines FDA report
Description

51 YO Female — Died 1 day after
injection.

S I W VG 7 S T A 3 PR . Received Janssen batch 213C21A on

; A - 5 > 12 August 2021.
-Vf;; rted 20: 09:00 1 ‘; i -, e L ; t ed At 9 am on 13th August 2021
Dn an unspecified date in AUG-2021, the experienced headache and sudden
hether an autopsy was performed or Not loss of consciousness. “Patient died

3k o wie from headache”.

Suggestive temporal relationship. Has
unknown scientific plausibility. Is
considered unassessable.



VAERS ID: 1676861

AGE: SEX: M | STATE: FR (Unk

# 1640654

Philippines FDA report
Description
* I o - L 74 YO Male - Died 3 days after
| — 7 Sk e | injection.
Received Janssen batch 212C21A on 4
August 2021.

ratonsdats At 12 noon on 7t August 2021 the
ed) elevated. On an unspecified date, the patiel Patient died from myocardial
ated blood pressure. It was unspecified if an infarction / elevated blood pressure.

Suggestive temporal relationship. Has
unknown scientific plausibility. Is
considered unassessable.
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