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Abstract

Background The new coronavirus COVID-19 pandemic has had an unprecedented impact
on global health and economic growth. A widely used vaccine is the weakened inactivated
severe acute respiratory syndrome-coronavirus-2 (SARS-CoV-2) virus (Sinopharm).
Following major SARS-CoV-2 vaccination campaigns, cutaneous symptoms are on the
rise.

Methods This study is a prospective observational study evaluating cutaneous reactions
and time of recovery after Sinopharm vaccination. The cases involved were over the age
of 18. The data were anonymized. On the registry’s vaccine section, we tracked
vaccination dates, skin reactions, and recovery times. All respondents who reported only a
cutaneous reaction to the first vaccination dose received a follow-up contact asking about
a second vaccination dose cutaneous reaction.
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Results The study included 4560 cases. The mean age of all studied cases was

41.2 £+ 6.1 years. There were dermatologic complications in 1190 patients (26.1%). There
was induration at the injection site in 495 patients (10.9%), urticaria in 210 patients (4.6%),
morbilliform eruption in 375 patients (8.2%), flare of skin site in 105 patients (2.3%), and

angioedema in 105 patients (2.3%). The mean recovery days in all studied patients were
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2.92 £+ 0.94 days with a minimum recovery period of 2 days and a maximum of 7 days.

Conclusions Because Sinopharm’s cutaneous reactions are frequently mild and self-
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limiting, vaccination should not be discouraged based on these findings. If the first vaccine

dose creates a cutaneous reaction, there is no need to skip the second dose.

doi: 10.1111/ijd. 16391

Introduction

The pandemic triggered by the new coronavirus illness (COVID-
19) has had an unparalleled impact on global health and eco-
nomic growth. Rapidly developed public health interventions
attempted to contain the spread of the disease but fell short of
mitigating the epidemic’s damage.'2

Vaccination is presently the most reliable process for con-
taining the pandemic, despite its slower than anticipated rollout,
particularly in low- to middle-income nations, and the unclear
length of protection. These vaccinations are expected to be
more effective in reducing symptomatic sickness, severe dis-
ease development, and hospitalization, as well as in lowering
fatality rates associated with the potentially seasonal severe
acute respiratory syndrome-coronavirus-2  (SARS-CoV-2)
infection.®*

Certain governments have allowed digital health passes/vac-
cine passports as a means of reestablishing regular life. The vir-
us’s spike protein (immunodominant antigen) is the primary
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target of licensed and prospective SARS-CoV-2 vaccines. The
spike protein interacts with the host cell’'s ACE-2 receptor, start-
ing viral entry, and a cascade of subsequent events leading to
acute respiratory distress syndrome.>®

The virus-related protein-based weakened inactivated SARS-
CoV-2 virus vaccine (Sinopharm) is one of the most widely used
vaccinations in Egypt. Following major immunization efforts for
SARS-CoV-2 vaccinations, vaccine-related responses have
become more prevalent, despite the virus’s generally benign
course. The relevance of these responses has not yet been
determined.”

Cutaneous symptoms are becoming more prevalent following
major immunization programs against SARS-CoV-2. The major-
ity of these cutaneous adverse effects are transitory and of
unknown clinical importance. Additionally, the significance of
developing a cutaneous response in terms of vaccination is
unknown. Chilblain-like lesions, vasculitis, pityriasis rosea,
induration at the injection site, urticaria, morbilliform eruption, a
flare of previously existing skin lesions, angioedema, and
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erythema multiforme were all reported as cutaneous responses
following vaccination. The purpose of this study is to determine
the form and duration of cutaneous responses following Sino-
pharm immunization.®°

Methods

This study is a prospective observational study that was
performed on 4560 cases that have been vaccinated with
Sinopharm vaccine from March 2021 to December 2021. Data
collection was made through a collaboration of four dermatology
outpatient clinics located in Cairo, Zagazig, Mansoura, and
Assiut. The study was conducted in accordance with the
Declaration of Helsinki and its amendments. Written informed
consents from the cases were obtained before enroliment in the
study. No personal nor identifiable data were collected during
the conduct of this study.

All cases involved were older than 18 years. The collected
data included: age, gender, drug history, and any underlying
medical or dermatologic conditions. The vaccine section of the
registry collected data comprised: vaccination dates, skin
response morphology, and time to recovery. The following
cutaneous responses were included: induration at the injection
site, urticaria, morbilliform eruption, skin lesion flare-up, and
angioedema.

All patients who reported cutaneous reactions to the first
vaccination dose received a follow-up contact asking about a
second vaccination dose cutaneous reaction.

SPSS software (version 20.0) was used to enter and analyze
data.

Results

A total of 4560 individuals were enrolled (2295 males [50.3%)],
2265 females [49.7%]). The mean age of all studied patients
was 41.2 + 6.1 years with a minimum age of 19 years and
maximum age of 57 years (Table 1).

Out of 4560 studied patients, there were dermatologic compli-
cations in 1190 patients (26.1%). There was induration at injec-
tion site in 495 patients (10.9%), urticaria in 210 patients
(4.6%), morbilliform eruption in 375 patients (8.2%), flare of skin
lesions in 105 patients (2.3%), and angioedema in 105 patients
(2.3%) (Table 1; Fig. 1).

Of the 105 patients that showed a flare of previously existing
skin lesions, 75 patients were already diagnosed with psoriasis,
21 with chronic urticaria, seven with atopic dermatitis, and two
with lichen planus.

All patients who reported cutaneous reactions after the first
vaccination dose were followed up and evaluated after their
second vaccination dose. Of the 1190 patients, only 871 have
completed their second vaccination dose. Of these 871 individu-
als, 379 (43.5%) reported similar cutaneous reactions after their
second dose, 89 (10.2%) reported different cutaneous reactions
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Table 1 Description of age, gender, cutaneous reactions,
and period of recovery in all studied patients

Studied patients

(N = 4560)
Age (years) Mean + SD 41.2 + 6.1
Min - Max 19-57
Gender Male 2295 50.3%
Female 2265 49.7%
Total complications No 3370 73.9%
Yes 1190 26.1%
Induration at injection site No 4065 89.1%
Yes 495 10.9%
Urticaria No 4350 95.4%
Yes 210 4.6%
Morbilliform eruption No 4185 91.8%
Yes 375 8.2%
Flare of already No 4455 97.7%
existing skin lesions Yes 105 2.3%
Angioedema No 4455 97.7%
Yes 105 2.3%
Recovery (days) Mean + SD 2.92 + 0.94
Min - Max 2-7

to what they experienced after their first vaccination dose, while
403 (46.3%) have not experienced any cutaneous reactions fol-
lowing their second vaccination dose.

The time between vaccine intake and the appearance of
cutaneous reactions ranged from a few hours to 2 days. The
mean recovery days in all studied patients were
2.92 + 0.94 days with a minimum recovery period of 2 days
and a maximum of 7 days (Table 1).

Discussion

BBIBP-CorV, commonly known as the Sinopharm COVID-19
vaccine, is one of Sinopharm’s two COVID-19 inactivated viral
vaccines. BBIBP-CorV vaccine comprises an inactivated SARS-
CoV-2 strain grown in Vero Cells. These cells replicate the
SARS-CoV-2 virus numerous times and then are treated with
beta-propiolactone, which deactivates the virus by binding to its
genes_w,n

The vaccine was shown to be 79.34% effective in phase I
clinical studies done in Argentina, Bahrain, Egypt, Morocco,
Pakistan, Peru, and the United Arab Emirates (UAE). Following
clinical studies, the vaccine was licensed for emergency use by
the World Health Organization in May 2020. According to WHO
recommendations, two doses of vaccination must be provided
3-4 weeks apart. The existing data on the vaccine’s adverse
effects indicate that moderate side effects such as headache,
fever, and soreness at the injection site are possible.>'®

In our study, we considered the morphology of cutaneous
responses to the Sinopharm vaccination. We noticed a wide
variety of reported adverse effects following vaccination,
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Figure 1 (a, b) Angioedema affecting both
eyes and lips in two different patients. (c)
Urticarial eruptions affecting the arm. (d)
Morbilliform rash affecting the trunk. (e)
Exacerbation of pre-existing lesions of
psoriasis.

including induration at the injection site, urticaria, morbilliform
eruption, flare-up of skin lesions, and angioedema. Only 1190
(26.1%) of 4560 individuals with cutaneous observations follow-
ing the first dosage were found to have cutaneous symptoms.

Out of 4560 studied patients, there were dermatologic compli-
cations in 1190 patients (26.1%). There was induration at the
injection site in 495 patients (10.9%), urticaria in 210 patients
(4.6%), morbilliform eruption in 375 patients (8.2%), a flare of
skin disease in 105 patients (2.3%), and angioedema in 105
patients (2.3%).

In agreement with our study, Pourani et al. studied cutaneous
adverse events related to different COVID-19 vaccines (Astra-
Zeneca, Sinopharm, Sputnik V, Bharat, Cuba-Pasteur, Pfizer,
and Moderna vaccines) in 867 patients. They reported that der-
matologic reactions occurred in 30% of cases. In patients who
received the Sinopharm vaccine (203 patients), there was
induration at the site of injection in 21 cases (10.3%), urticaria
was seen in five cases (2.5%), exanthematous rash in the form
of morbilliform eruption was reported in eight cases (3.9%), and
angioedema was reported in one case (0.5%).

Our study was also supported by Hatmal et al., who reported
the presence of rash and urticaria in 10.23% (47 cases) of the
459 cases who reported side effects after receiving Sinopharm
vaccine.'

In contrast to our study, Saeed et al. reported the side effects
following Sinopharm vaccination in 1080 cases. They found
induration at the site of injection in 12 cases (1%) and allergy in
12 cases (1%)."®

Also, in contrast to our study, Abu-Halaweh et al., in their
study on 513 cases who received the Sinopharm vaccine,
reported allergic reactions in four cases (0.8%) and skin rash in
two cases (0.4%) after the first dose of the vaccine. They also
reported allergic reaction in seven cases (1.4%) and skin rash
in one case (0.2%) after the second dose of the vaccine.'®

With regard to recovery time, the mean recovery days in all
studied cases were 2.92 + 0.94 days with minimum recovery
days of 2 days and a maximum of 7 days.
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In a recent study by Abu-Halaweh et al., results were close
to ours as it reported that the recovery time for the dermatologic
reaction was 8.4-9 days after the first dose and 4.4-5.7 days
after the second dose.'®

Conclusion

The Sinopharm vaccine has been shown to be safe and effective,
with just modest side effects. Sinopharm’s cutaneous responses
are often modest and self-limiting, therefore, immunization
should not be discouraged based on these findings. There is no
reason to avoid the second vaccination dosage if the first vaccine
dose causes a cutaneous reaction following injection.
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