


Supplementary Material

MedDRA Preferred Terms included in the “injection site” composite variable: injection site erythema, injection site swelling, injection site warmth, injection site pain, injection site induration, injection site pruritus, injection site rash, injection site reaction, local reaction, injection site urticaria, injection site vesicles, injection site cellulitis, injection site oedema, and injection site mass. 


Supplementary Table 1. 
a. Most common adverse health events among vaccination error reports after Varivaxa
	Adverse event
	N (%b)

	Fever
	74 (0.8)

	Irritability
	27 (0.3)

	Cough
	14 (0.1)

	Diarrhea
	13 (0.1)

	Headache
	13 (0.1)

	Varicella post vaccine
	12 (0.1)

	Swelling
	11 (0.1)

	Dizziness
	10 (0.1)

	Herpes zoster
	10 (0.1)

	Nausea
	10 (0.1)


aThere were a total of 466 (4.9%) adverse health events among 9482 vaccination errors reported after Varivax 
bPercentages calculated among total vaccination errors reported after Varivax


b. Most common adverse health events among vaccination error reports after MMRVa
	Adverse event
	N (%b)

	Fever
	45 (0.8)

	Irritability
	16 (0.3)

	Cellulitis
	11 (0.2)

	Fatigue
	10 (0.2)

	Oedema peripheral
	9 (0.2)

	Cough
	8 (0.1)

	Diarrhea
	8 (0.1)

	Skin warm
	7 (0.1)

	Body temperature increased
	6 (0.1)

	Decreased appetite
	6 (0.1)


aThere were a total of 211 (3.9%) adverse health events among 5470 vaccination errors reported after MMRV
bPercentages calculated among total vaccination errors reported after MMRV

Supplementary Table 2. MedDRA Preferred Terms with a Disproportionality Score EB05≥2.0 Grouped by System Organ Class for U.S. Adverse Event Reports Submitted to VAERS for Single-antigen Varicella Vaccine (VAR) and Combination Measles, Mumps, Rubella, Varicella Vaccine (MMRV), January 1, 2006–December 31, 2020

	System Organ Class and MedDRA Preferred Term
	EBGM (90% CI)
	Labeled Eventsa

	VAR 
	
	

	General disorders and administration site conditions
	
	

	    Drug ineffective
	2.8 (2.7‒3.0)
	Not an AE

	    Injection site vesicles
	2.2 (2.1‒2.4)
	Yes

	Infections and infestations
	
	

	    Disseminated varicella zoster virus infection
	3.8 (2.0‒7.6)
	Yes

	    Infection
	2.4 (2.2‒2.6)
	Yes

	    Pustule
	2.4 (2.1‒2.7)
	Yes

	    Varicella
	3.4 (3.2‒3.5)
	Yes

	    Varicella post vaccine
	4.1 (4.0‒4.3)
	Yes

	    Varicella zoster virus infection
	3.1 (2.4‒4.1)
	Yes

	Injury, poisoning and procedural complications
	
	

	    Maternal exposure before pregnancy
	2.6 (2.1‒3.6)
	Not an AE

	Investigations
	
	

	    Antibody test negative
	4.5 (4.2‒4.9)
	Not an AE

	    Polymerase chain reaction positive
	2.5 (2.1‒2.9)
	Yes

	    Pregnancy test positive
	2.4 (2.1‒2.8)
	Not an AE

	    Pregnancy test urine positive
	2.6 (2.1‒3.4)
	Not an AE

	    Varicella virus test
	5.2 (4.1‒6.4)
	Not an AE

	    Varicella virus test negative
	4.7 (4.2‒5.3)
	Not an AE

	    Varicella virus test positive
	4.3 (3.9‒4.7)
	Yes

	    Viral titre
	6.0 (3.3‒8.9)
	Not an AE

	    Viral titre decreased
	5.5 (3.7‒8.3)
	Not an AE

	Skin and subcutaneous tissue disorders
	
	

	   Blister
	2.4 (2.3‒2.6)
	Yes

	   Dermatitis bullous
	2.4 (2.1‒2.8)
	Yes

	   Papule
	2.4 (2.2‒2.7)
	Yes

	   Rash vesicular
	2.9 (2.8‒3.0)
	Yes

	   Scab
	3.0 (2.8‒3.2)
	Yes

	   Skin lesion
	2.8 (2.7‒2.9)
	Yes

	   Skin ulcer
	2.7 (2.4‒2.9)
	Yes

	MMRV
	
	

	Injury, poisoning and procedural complications
	
	

	    Extra dose administered
	3.2 (3.1‒3.4)
	Not an AE

	Skin and subcutaneous tissue disorders
	
	

	   Rash morbilliform
	3.0 (2.5‒3.6)
	Yes


Abbreviations: VAR, single antigen varicella vaccine; MMRV, measles, mumps, rubella, varicella vaccine; EBGM, Empirical Bayes Geometric Mean; EB05, lower bound of the 90% confidence interval limit of the EBGM; PT, preferred term; CI, confidence interval; VAERS, Vaccine Adverse Event Reporting System
aPTs describing adverse events (safety) that are included in the US Package Insert are considered labeled events. A PT included in a VAERS report does not imply causality.
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