
S HO R T R E PO R T

Safety of SARS-CoV-2 vaccines in psoriatic patients treated
with biologics: A real life experience
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Abstract

Vaccination is the most effective method to prevent and control the SARS-CoV-2

infection and biologics are not considered a contraindication for vaccination. The

burning question is that safety data are lacking since patients taking drugs affecting

the immune system were excluded from clinical trials leading to vaccine approbation.

Moreover, it seems that vaccination could worsen psoriasis. We conducted a survey

to investigate the safety of SARS-CoV-2 vaccines in psoriatic patients treated with

biologics. A total of 150 patients with stable plaque psoriasis treated with biologics

for at least 2 months were evaluated in a 3 months period. Fifty patients (22 F/28 M;

age: 33–83 years) only underwent the first and second doses of SARS-CoV-2 vac-

cines. All patients discontinued their biological agents 10 days before and 10 days

after each dose of vaccine. Of these, 24 patients were treated with anti-TNF, 14 with

anti-IL17, 7 with anti-IL12-23, and 5 with anti-IL23. After the vaccines, all patients

were evaluated at day 2, 7, and 14 for local and/or systemic side effects and/or

adverse drug reactions to SARS-CoV-2 vaccines. None of the patients experienced

any side effects or a psoriatic flare. Only one patient treated with infliximab biosimilar

referred an exacerbation of psoriasis after vaccine. The remaining 100 patients

reported that they did not get the vaccine yet. Our preliminary data confirm that

SARS-CoV-2 mRNA vaccines are safe for patients with chronic plaque psoriasis

treated with biologics and did not trigger psoriasis, although these data should be val-

idated in a larger population. We encourage an early SARS-CoV-2 vaccines adminis-

tration in all psoriatic patients on immunosuppressant drugs.
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The impact of COVID-19 in psoriasis is still not adequately known,

and there is no evidence that psoriatic patients are at high-risk and

that biologics alter the risk of contracting SARS-CoV-2 infection or

cause a worse outcome of COVID-19 disease.1–3 Biological agents

target the immune system and are contraindicated in patients with

chronic viral infections, as HIV or active hepatitis. In general, in

patients under immune-modulating treatments, including biological

agents, it is recommended to continue their therapy during COVID-19
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pandemic.2,4 On the contrary, it is reasonable to interrupt systemic

therapy in psoriatic patients with positive test for SARS-CoV-2 or

with COVID-19 disease because potentially negative effects of the

therapy cannot be fully excluded.5

These patients should monitor the symptoms and discuss the

management of their diseases with health care providers.4

Vaccination is the most effective method to prevent and control

the COVID-19 infection and biologics are not considered a contraindi-

cation for vaccination.1 The Italian Society of Medical, Surgical, Aes-

thetic Dermatology and Sexually Transmitted Diseases (Società

Italiana di Dermatologia medica, chirurgica, estetica e delle Malattie

Sessualmente Trasmesse—SIDeMaST) along with other dermatologic

societies and task forces (International Psoriasis Council, Italian

National Psoriasis Foundation) strongly recommends vaccination in all

psoriatic subjects1,4; only in selected patients with potential contrain-

dications, the decision to do the vaccination should be personalized

and shared between the patient and the physician.6 The burning ques-

tion is that safety data are lacking since patients taking drugs affecting

the immune system were excluded from clinical trials leading to vac-

cine approbation. Moreover, it seems that vaccination could worsen

psoriasis considering that vaccination may induce the T helper 1 stimu-

lation producing high level of TNFα, IFNγ, and IL2. In the summary of

product characteristic of the biological drugs, it is recommended to

avoid the use of live or live-attenuated vaccines. Among vaccines,

mRNA ones are based on liposome-formulated uracil-modified mRNA

decreasing the toll-like receptor 7 stimulation, and therefore poten-

tially attenuate the risk of autoimmune disease flare.1 A potential but

uncommon association between some vaccinations (influenza, BCG,

tetanus diphtheria, pneumococcal polysaccharide) and the onset or

the exacerbation of psoriasis was previously documented,7 but SARS-

CoV-2 vaccines data are limited in psoriatic patients and the all vac-

cine instructions delegate to clinicians the decision to vaccinate such

patients.8 Only one Italian study is available on safety and efficacy of

SARS-CoV-2 vaccines in four psoriatic patients treated with biologics

without experiencing any psoriatic flare and/or cutaneous and sys-

temic manifestations.8 Similar results were observed in three patients

treated with apremilast undergoing SARS-CoV-2 vaccine.9 Succes-

sively, another Italian experience reported 11 cases of psoriasis

exacerbation within 14 days from the vaccination (Pfizer

mRNABNT162b2, Moderna mRNA-1273 or AstraZeneca-Oxford

AZD1222), mainly (81.8%) after the 2nd dose.10 Interestingly, six

cases (54.5%) of them were observed in subjects under biologic treat-

ment.10

We conducted a survey to investigate the safety of SARS-COV-2

vaccines in psoriatic patients treated with biologics. A total of

150 patients with stable plaque psoriasis treated with biologics for at

least 2 months were evaluated in a 3 months period (February–April

2021). Fifty patients (22 F/28 M; age: 33–83 years) only underwent

the first and second doses of Pfizer mRNABNT162b2 (49 patients) or

Moderna mRNA 1273 (1 patient) vaccines. All patients discontinued

their biological agents 10 days before and 10 days after each dose of

vaccine. Of these, 24 patients were treated with anti-TNF (17 with

adalimumab biosimilar, 2 with etanercept biosimilar, 2 with infliximab

biosimilar, 3 with certolizumab pegol), 14 with anti-IL17 (9 with

ixekizumab, 5 with secukinumab), 7 with anti-IL12-23 (ustekinumab),

and 5 with anti-IL23 (guselkumab). After the vaccines, all patients

were evaluated at day 2, 7, and 14 for local and/or systemic side

effects and/or adverse drug reactions to SARS-CoV-2 vaccines.11

None of them experienced any side effects or a psoriatic flare. Only

one patient treated with infliximab biosimilar referred an exacerbation

of psoriasis after Pfizer vaccine. The remaining 100 patients (45 F/55

M; age: 42–75 years), independently from age and sex, reported that

they did not get the vaccine yet. Forty percent of them has booked

the vaccination and the remaining ones reported SARS-CoV-2

vaccine-phobia or side effects-phobia. Moreover, 20% of all patients

referred lack of information by their general practitioners.

Our preliminary results confirm that SARS-CoV-2 mRNA vac-

cines are safe for patients with chronic plaque psoriasis treated

with biologics12 and did not trigger psoriasis, conferring a sort of

protection against vaccine-related psoriatic flares,8 although these

data should be validated in a larger population.10 We encourage an

early SARS-CoV-2 vaccines administration in all psoriatic patients

under immunosuppressant drugs,13 even if the vaccination is

underperformed in certain geographic areas as shown in our real

life experience. In this regard, educational campaigns targeting the

general population and physician counseling of patients under bio-

logics are essential to improve disinformation on SARS-CoV-2 vac-

cines.14
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