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BACKGROUND
Iraq has developed an AEFI surveillance 

plan as a part of the naঞonal deployment and 
vaccinaঞon plan (NDVP) that includes various 
pharmacovigilance (PV) acঞviঞes related to the 
spontaneous AEFI reports received from the 
vaccinees. 

We are receiving and documenঞng AEFI 
by many routes through this surveillance plan. 
These routes are conঞnuously re-evaluated 
and evolved with ঞme. The primary data sourc-
es we received are through a liaison person 
at each vaccine staঞon who is well-trained to 
fill pre-designed forms to report any adverse 
events and then submit these forms to the 
Iraqi pharmacovigilence centre (IPC) either as 
a paper-based or online e-Report. The second 
source is an online self-assessment form de-
signed to be filled by the beneficiaries them-
selves. Beneficiaries can access these forms ei-
ther through the WhatsApp number of the IPC 
or through the vaccinaঞon pla�orm website 

run by the extended program on immunizaঞon 
(EPI). Informaঞon received via both is validat-
ed and entered into the naঞonal database (The 
VigiFlow).

Reports of serious AEFIs shall reach the 
naঞonal database within 24 hours. Only seri-
ous cases will require further invesঞgaঞons 
and causality assessment based on the WHO 
seriousness criteria. Serious AEFI are those 
that cause: death, hospitalizaঞon, significant 
disability, life-threatening state, or congenital 
anomaly/ birth defect, or is a part of a cluster 
or a part of a group of events with an unexpect-
edly high rate or severity, or a suspected signal.

The IPC worked in collaboraঞon with the 
EPI program at the Public Health Directorate 
and the relevant departments in all Iraqi Health 
Directorates. These parঞes are trained effi-
ciently to do their allocated duঞes accurately. 
Our work is under conঞnuous evaluaঞon and 
reassessment depending on the feedback re-
ceived from the stakeholders. 

This is a periodic report issued by the Iraqi  Varmacovogilence Centre at the Ministry of Health in Iraq to show 
the Adverse Events Following Immunizaঞon (AEFI) reported to the naঞonal database of adverse events. Iraq 
database of adverse events which is called VigiFlow is subsequently shared with the global database (VigiBase).

This report included all cases of suspected adverse events due to temporal associaঞon with the vaccines 
referred to our centre from early March unঞl 10th December 2021. The three deployed vaccines as part of the 
mass vaccinaঞon campaign in Iraq are Pfizer BioNTech, AstraZeneca and Sinopharm. Like any other medicinal prod-
uct, vaccines are not free of adverse events that necessitate conঞnuous and thorough study of the benefit-risk 
balance against COVID-19 disease or death prevenঞon. According to WHO, AEFI includes any untoward medi-
cal occurrence that follows immunizaঞon and has a temporal associaঞon with the administraঞon of the vaccine 
and not necessarily causality associaঞon.
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Table 1 |  General summary of the reported cases

Pfizer AstraZeneca Sinopharm Total

Count (%)*** Count (%)*** Count (%)*** Count (%)

All reported cases 6534 (67%) 2026 (20.7%) 1201 (12.3%) 9761 

Number of doses administered 8,693,288 (70.9%) 1,066,323  (8.7%) 2,509,060 (20.4%) 12,268,671

Non-serious cases* 6459 (67%) 2000 (20.7%) 1192 (12.3%) 9651 (99%)

Serious cases** 75 (68%) 26 (24%) 9 (8%) 110 (1%)

Total reporঞng rate per 100,000 administered dose 75 190 48 80

Serious reporঞng rate per 100,000 administered dose 0.9 2.4 0.4 0.9

Number of AEs per paঞent 3.14 2.65 2.17 2.68

Source: VigiFlow (Dataset date: 8/12/2021, MedDRA version: 24.0)
* Non-serious cases mean mild, expected local and systemic AEFIs.
** Serious cases are those that meet the WHO seriousness criteria
***The percentages are in relaঞon to the total of all vaccines 

Repor ng Data Analysis: 
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Figure 1 | Monthly distribuঞon of the administered doses of the vaccine, new COVID infecঞon, adverse, and serious AEFI  reporঞng 
rates.

March April May June July August September October November

Monthly administered doses 56,985 294,695 243,247 301,136 870,715 1,666,384 1,330,556 1,132,431 1,589,292

New COVID infecঞon 151,836 214,275 131,883 148,822 280,695 261,551 115,153 51,945 25,924

Reposঞng rate 932 619 489 310 143 82 56 47 20

Serious AEFI reporঞng rate 15.8 11.9 6.6 4.3 0.9 0.5 0.4 0.4 0.4

Source: VigiFlow (Dataset date: 8/12/2021, MedDRA version: 24.0)
Reporঞng rate is calculated as number of AEFI cases per 100000 administered dose for all the administered vaccines doses 
The AEFI cases were distributed over the months based on the date of onset

Total Administered Doses 
(1st +  2nd doses)
122,268,671

Total AEFI Reports

 9761
Non-serious Cases

 996551 (99%)
Serious Cases

 11110 (1%)

Fully Vaccinated Individuals

44,723,133

COVID-19 VACCINES Adverse, Events Following Immunization: Surveillance Report
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Table 2 | Reporter qualificaঞon of the AEFI cases

Reporter Qualifica on Count Percentage

Physician 586 6%

Pharmacist 5,669 58.2%

Other Health Professional 1,342 13.7%

Beneficiaries/Non Health Professional 2,151 22.1%

Data Source: VigiFlow (Dataset date: 10/12/2021)

B. Demographic data

Table 3 |  Gender and age groups distribuঞon of the reports

Pa ent Sex Count Percentage

Female 3985 41.7 %

Male 5422 57.3 %

Gender unspecified 138 1.4 %

Age Group Count Percentage

12 - 17 years 51 0.5%

18 - 44 years 5,857 61.4%

45 - 64 years 2,593 27.2%

65 - 74 years 428 4.5%

≥ 75 years 84 0.9%

Unknown 493 5.2%

Note: Age represents the age at the ঞme of vaccinaঞon. Some case reports 
records may be the missing date of birth
Data Source: Vigilyze (Dataset date: 8/12/2021, MedDRA version: 24.0)
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Figure 2 | Percentage of AEFIs reports according to the num-
ber of doses for each type of the vaccine

Source: VigiFlow (Dataset date: 8/12/2021, MedDRA version: 24.0)
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Figure 3 | Average number of AEFIs per report according to 
source of data

Source: VigiFlow (Dataset date: 8/12/2021, MedDRA version: 24.0)
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Figure 4 | Distribuঞon of total administered doses and report-
ed  AEFI according to gender
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Figure 5 | Distribuঞon of total administered doses and report-
ed  AEFI according to age

8,,66933,288 11,0066,323 22,5509,060

6534 2026 1201

Vaccine Doses

Pfizer Astra Zeneca Sinopharm

AEFI reports

Ban Abdulameer AL-Shimran, Manal M. Younus, Abdul Razzaq Ali Qaragholi
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Table 4 | Number of most widely reported adverse event following immunizaঞon for each vaccine type unঞl December 8th 2021

Preferred Term *
Pfizer Astra Zeneca Sinopharm Total**

Count Count Count Count (%)

Pyrexia / Chills 3,855 1,407 647 5,924 62.1%

Vaccinaঞon site pain 2,464 486 297 3269 35.1%

Lethargy/Faঞgue 2,215 527 360 3106 32.8%

Headache 1,560 495 245 2312 24.2%

Arthralgia/Myalgia 1,447 509 215 2182 22.9%

Nausea / Vomiঞng 637 177 93 913 9.6%

Dyspnea/ Cough 421 93 62 580 6.1%

Rash/ Pruritus/ Erythema 281 52 36 374 3.8%

Abdominal pain 213 72 25 311 3.3%

Diarrhoea 201 63 34 302 3.2%

Chest pain 217 56 15 291 3.0%

Injecঞon site reacঞons/ allergy/ swelling 195 69 64 288 3.0%

Dizziness/ Verঞgo/ Somnolence 197 19 20 241 2.5%

Lymphadenopathy 130 10 4 144 1.5%

Oropharyngeal pain 93 7 8 108 1.1%

Tachycardia/ Palpitaঞon 66 11 13 90 0.9%

Rhinorrhea/ Nasal congesঞon 65 4 15 84 0.9%

Hypoaesthesia 57 9 6 73 0.8%

Decreased appeঞte 44 9 3 56 0.6%

Hypertension 38 12 4 55 0.6%

Influenza-like illness 27 11 4 43 0.5%

Hypotension 30 12 1 43 0.5%

Syncope / Loss of consciousness 42 7 1 53 0.5%

Hyperhidrosis 22 7 11 40 0.4%

Extensive swelling of vaccinated limb 20 9 1 30 0.3%

Renal pain 21 4 3 29 0.3%

Anosmia 20 2 2 24 0.3%

Ocular Hyperemia / Eye pain 19 2 1 23 0.2%

Insomnia 17 0 3 20 0.2%

Ageusia 9 5 0 14 0.1%

COVID-19 9 1 3 13 0.1%

Data Source: VigiLyze (Dataset date: 08/12/2021, MedDRA version: 24.0)
*Preferred Terms (PTs), are disঞnct descriptors (single medical concept) for a symptom, sign, disease diagnosis, therapeuঞc indicaঞon, invesঞgaঞon, surgical or 
medical procedure, and medical social or family history characterisঞc.
Some PTs which were used interchangeably, were grouped together in one category for easier display. For this table, the top 60 PTs were included 
** Total number may be slightly higher than the sum of the three vaccines due to a very small number of reports with an unidenঞfied vaccine type

C. Adverse Events Following Immuniza on

DISCUSSION 
The majority of the reported AEFIs (about 

70%) involved people less than 50 years in line 
with the vaccinaঞon age distribuঞon and the 
established global demographic safety profile 
in the pre-markeঞng studies and the post-mar-

keঞng surveillance data.1-3 Strong immune re-
sponse of people of this age group and their 
increase awareness about reporঞng adverse 
events of the vaccines might explain this result. 

A higher female to male raঞo is a consistent 
trend in the spontaneous reporঞng systems 

COVID-19 VACCINES Adverse, Events Following Immunization: Surveillance Report
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D. Serious, rare cases and Adverse Events of Special Interest

worldwide.4-6 However, in Iraq, most AEFI cas-
es (57%) were reported by males; the percent-
age reached up to 62 % among those reported 
by the beneficiaries themselves. Of note, 61 % 
of the vaccinated persons were men, and 39 % 
were women. Gender differences in AEFI cas-
es could be due to differences in vaccinaঞon 
rate, tendency to report adverse events, or a 
real gender effect. Data need more analysis to 
unveil the exact causes. 

The surveillance system in Iraq has com-
prised mainly of pharmacists as safety respon-
sible persons. Hence, most of the cases (58.2 
%) were reported by them, and physicians re-
ported only 6 %. A relaঞvely large number of 
the reports came directly from the beneficiar-
ies, 22.1 %, and those were characterized by a 

higher number of adverse events per a report.

The top reported AEFIs to our centre were 
consistent with those reported by clinical tri-
als.1-3 Pyrexia, faঞgue, vaccinaঞon site pain, 
headache, arthralgia were the top reported 
adverse events a[er vaccinaঞon. We noঞced a 
progressive decline in the reported AEFI with 
ঞme in this report. This may be because people 
and health care providers have become more 
aware of the adverse events of the vaccine and 
their treatment and more confident that they 
are non-dangerous. 

Confusion might occur once symptoms de-
velop a[er vaccinaঞon, whether due to mild 
covid infecঞon or adverse events of the vac-
cine itself. This is because the pandemic is sঞll 
ongoing, vaccines are not totally prevenঞng 

Table 5 | Serious cases demographic, paঞent and vaccine details

Pfyzer Astra Zeneca Sinopharm Total

Number of cases 75 (68%) 26 (24%) 9 (8%) 110 (1.1%)

Age groups

12 - 17 years 2 (2.7%) 0 (0%) 0 (0%) 2 ( 2%)

18 - 44 years 41 (55%) 14 (54%) 4 (45%) 59 (54%)

45 - 64 years 19 (25%) 4 (15%) 5 (55%) 28 (25%)

65 - 74 years 6 (8%) 6 (23%) 0 (0%) 12 (11%)

≥ 75 years 1 (1.3%) 2 (8%) 0 (0%) 3 (3%)

Unknown 6 (8%) 0 (0%) 0 (0%) 6 (5%)

Gender

Female 29 (38%) 11 (42%) 6 (66.7%) 46 (42%)

Male 43 (58%) 15 (58%) 3 (33.3%) 61 (55%)

Unknown 3 (4%) 0 (0%) 0 (0%) 3 (3%)

Vaccina on info

1st Dose 70 23 7 100

2nd Dose 5 3 2 10

Median ঞme: days to onset (range) 3.3 (30-0) 10 (73-0) 12.3 (90-0) 5.6 (90-0)

Median ঞme: days to onset (range) with first dose 3.2 (30-0) 11.4 (73-0) 13.4 (90-0)  5.5 (90-0)

Median ঞme: days to onset (range) with second dose 6.4 (25-0) 3.3 (10-0) 8.5 (17-0) 5.8 (25-0)

Seriousness Criteria

Death 4 3 1 8

Hospitalizaঞon 30 13 4 47

Life-threatening 17 8 1 26

Disability 14 3 2 19

Other important medical events 26 7 3 36

Data Source: Vigilyze (Dataset date: 15/12/2021)

Ban Abdulameer AL-Shimran, Manal M. Younus, Abdul Razzaq Ali Qaragholi
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infecঞon, especially a[er only one dose, and 
most AEFIs are reported a[er the first dose. 

The majority of the reported adverse events 
were from people who received the Pfizer vac-
cine, followed by Astra Zeneca; the least was 
from those who received the Sinopharm vac-
cine.  These data need careful interpretaঞon, 
considering some confounding factors and the 
considerable difference in the number of doses 
given from each type.

We have received 110 cases with serious 
AEFIs. Around 60% of them had occurred in 
males and were distributed throughout the 
different age groups. Thirty-two per cent of 
them happened in those 50 years and above, 
the age group that received only 18% of the 
administered vaccines. The challenge in noঞfy-
ing serious adverse events is to find whether 
they are a mere temporal associaঞon with the 
administraঞon of the vaccine or a result of it. In 
our series, all serious adverse events were in-
vesঞgated thoroughly, and only a small number 
of serious adverse events were probably linked 
to vaccinaঞon. 

CONCLUSION
The adverse events profile of the vaccines 

in Iraq is in line with the global data analysis. 
The serious reported cases are few, and most 
of the vaccinees who experienced these ad-
verse events have recovered or are recovering. 
The temporally associated death cases follow-
ing immunizaঞon are among the fewest in the 

Disclaimer 
The ICSRs were not clinically reviewed. To assess 

whether the data support the hypothesis of an associa-
ঞon between COVID-19 vaccines and an increased risk 
of a certain outcome, addiঞonal informaঞon is required 
(e.g. quanঞtaঞve disproporঞonality measures, and qual-
itaঞve, clinical reviews of the data). When comparing 
different COVID-19 vaccines, it is important to keep in 
mind that observed differences might be caused by bi-
ases intrinsic to spontaneous reporঞng systems.
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world reported so far. None of the death cases 
was proven to be caused directly by the vac-
cine. Finally, considering the ever-increasing 
risk of COVID-19 infecঞon and the emerging 
strains, the threat of the pandemic sঞll exceeds 
the risk of using the vaccines in mass vacci-
naঞons. This conclusion is based on the local 
safety data in the Iraqi database analysis, the 
global regulatory authoriঞes benefits/risk as-
sessment and the global effecঞveness data.
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