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CLINICAL COMMUNICATIONS

Clinical Implications

We report a case of fixed drug eruption (FDE) after the COVID-19 vaccine Comirnaty®-
BioNTech/Pfizer confirmed by positive patch tests with vaccine and with polyethylene glycol (PEG) on
the previously involved site.

A 54-year-old woman without relevant medical history except seasonal allergic rhinitis (and without
regular medication) presented a 3-4 cm-well-defined erythematous patch on her left wrist (figure 1).
This lesion occurred 24 hours after receiving the first dose of mMRNA COVID-19 vaccine Comirnaty®-
BioNTech/Pfizer on her right arm. The patient didn’t report any other drug intake (including
acetaminophen) in the days preceding the occurrence of the lesion. A desquamation occurred after 15
days. The eruption cleared gradually spontaneously in 25 days with persistence of a small residual
erythematous area. She received the second dose of vaccine twenty-eight days after the first one. Four
days later, the eruption recurred at the same site. Skin biopsy of the initial lesion revealed acute vacuolar
interface changes and keratinocyte necrosis with superficial perivascular infiltrate of lymphocytes.
Based on clinical features, compatible delay and histology, the diagnosis of fixed drug eruption (FDE)
induced by Comirnaty®-BioNTech/Pfizer vaccine was made. The patient was treated with topical
beclomethasone dipropionate. The eruption cleared in 21 days without residual hyperpigmentation.
Five weeks following the second dose, patch tests were performed on the previously involved site,
using the vaccine pure and diluted at 30% in petrolatum. Patch test with vaccine diluted at 30% in
petrolatum showed positive reaction (+) after 48 hours (figure 2). We tested PEG diluted at 30% in
petrolatum on the previously involved site: a positive patch test reaction (+) was observed after 144
hours. Patch test with petrolatum was negative. Patch test with vaccine diluted at 30% in petrolatum,
undiluted vaccine, PEG and petrolatum were performed on normal skin (on the back) and were
negative. Patch with 30% vaccine in petrolatum and PEG diluted at 30% in petrolatum were done on 5
other controls and were negative.

After discussion, we decided to contraindicate the use of PEG in injectable forms and in colic
preparations (for laxative use), considering the largest amount of PEG contained in these medications.
Indeed, there are alternative treatments to colic preparations. The patient has never taken PEG for
laxative use before. The benefit-risk balance is positive for the vaccine if a third dose is necessary,
although it contains PEG. Cross-reactivity between PEG and polysorbate has been suggested in
immediate allergies but polysorbate 80 (PS) contained in vaccine is tolerated by PEG allergic patients.
@ Therefore we didn’t test PS nor contraindicate any PS excipient drug.

One other case of FDE after Comirnaty®-BioNTech/Pfizer vaccine is reported in the literature. Fifteen
days after vaccination with Comirnaty®-BioNTech/Pfizer, the patient developed on the same arm an
erythematous patch with subsequent central erosion. After the second injection, the patch recurred with
vesiculations. Patch tests were not performed. @

FDE associated with vaccines is rarely described in the literature. Three cases associated with Influenza
vaccination are reported: one generalized bullous FDE located on bilateral hips and lower back ©, one
FDE located on a wrist and one FDE located on a hand ®. Among these 3 cases, patch-tests were
performed for 2 of them ® and were positive using vaccine diluted at 10% in petrolatum. The time of
onset was from 1 to 3 days. Egg protein was supposed to be imputable but was not contraindicated. One
case of localized bullous FDE after the second Human Papilloma Virus (HPV) vaccine injection ® is
described, however delay of onset was only 2 hours and patch tests were negative. One case of bullous
FDE localized to the nose ® was reported 4 days after yellow fever vaccination without allergological
investigations. For all cases, contraindication to excipients and vaccines were not discussed.

Regarding other reactions with Comirnaty®-BioNTech/Pfizer vaccine, immediate allergic reactions are
described, including urticaria, angioedema, rash, and a sense of throat closure ®. PEG is mostly known
for contact dermatitis. No delayed reactions including FDE are reported after administration of a
medication containing PEG.
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80  We report a case of FDE associated with COVID-19 vaccination confirmed by positive patch tests with
81  Comirnaty®-BioNTech/Pfizer vaccine and PEG, on the previously involved site. To date, the etiology
82  of allergic reactions to the mRNA COVID-19 vaccines is not clear. © Regarding FDE after COVID-19
83 vaccine, the favorable benefit-risk ratio should encourage to complete the vaccination schedule.
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114  Figure 1: Well-defined erythematous patch on the left wrist 24 hours after the first dose of
115 mRNA COVID-19 vaccine Comirnaty®-BioNTech/Pfizer.
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117  Figure 2: Skin test results on lesional skin with Comirnaty®-BioNTech/Pfizer diluted at 30%
118 in petrolatum showing positive reactivity (+) after 48 hours.
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Figure 1: Well-defined erythematous patch on the left wrist 24 hours after the first dose of mMRNA
COVID-19 vaccine Comirnaty®-BioNTech/Pfizer.



Figure 2: Skin test results on lesional skin with Comirnaty®-BioNTech/Pfizer diluted at 30% in
petrolatum showing positive reactivity (+) after 48 hours.






