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A rare side effect to pentavalent vaccine
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ABSTRACT

with no recurrence at the time of follow-up.
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A four month old baby experienced itchy reddish raised maculopapular lesions on face, limbs and trunk within 24
hours of immunization with booster dose of pentavalent vaccine. The lesions were not associated with fever, cough,
vomiting, or insect bite. There was no similar family history with siblings . There was no history of similar reactions to
the previous two doses of the same vaccine. On taking the prescribed medications the lesions subsided in 2-3 days

INTRODUCTION

Immunization against vaccine-preventable diseases is one
of the safest and cost effective intervention to prevent
many serious and life-threatening diseases, however it
can cause minor and rarely serious adverse effects.!
Public awareness about vaccine safety has increased
primarily, because increase in vaccine coverage resulted
in an increased number of adverse events which include
both true reactions and events coincidental to, but not
caused by vaccine. Despite concerns, vaccination is safer
than accepting the risk of diseases which these vaccines
prevent. Unless a disease has been eradicated (e.g.,
smallpox), failure to vaccinate increases the risk to both
the individual and society.’

CASE REPORT

A four month old baby boy presented to the Dermatology
outpatient department of our hospital with itchy reddish
raised maculopapular lesions within 24 hrs following
immunization with booster dose of pentavalent vaccine
containing diphtheria toxoid, tetanus toxoid, bordetella
pertussis (whole cell), HBsAg (hepatitis b antigen)
(rDNA) and purified capsular Hib polysaccharide (PRP)

in the Paediatrics Department. The maculopapular lesions
appeared first on the lower abdomen (Figure 1)
progressing all over the body including the lower limbs
(Figure 2), hands, face (Figure 3) and back (Figure 4).
There was no associated fever, cough, vomiting, sore
throat, nasal discharge, bowels upset or insect bite. There
was no history of allergy to woollen clothes. The child
was exclusively breast fed. Both the mother and child had
not taken any medications during this period. There was
no change in the routine activity of the child.

There was no history of similar illness in the past.
Antenatal and perinatal history was uneventful and baby
was otherwise healthy. There was no family history of
similar adverse reaction to vaccination in his elder
siblings.

There was no history of reaction to the previous two
doses of the same vaccine given to the child. This
presentation was diagnosed as acute urticaria possibly
due to the vaccine and treatment was advised with syrup
prednisolone, hydroxyzine oral suspension and calamine
lotion. On taking the prescribed treatment, the urticaria
subsided in two to three days and there was no recurrence
at the time of follow up.

International Journal of Community Medicine and Public Health | July 2016 | Vol 3 | Issue 7 Page 1972



Gore RS et al. Int J Community Med Public Health. 2016 Jul;3(7):1972-1974

Figure 2: Maculopapular lesions on the lower limbs.

-

Figure 4: Maculopapular lesions on back.

DISCUSSION

An adverse event following immunization (AEFI) is
defined as a medical incident that takes place after an
immunization, causes concern, and is believed to be
caused by immunization. Vaccine reactions can be
classified into common, minor or non-serious and rare
serious reactions.® Urticaria is not an absolute
contraindication to revaccination and benefits outweigh
the risks associated with immunization, hence the child’s
family was convinced to continue the immunization as
per schedule. Vaccine molecule can precipitate an
antigenic immune response in the form of fever,
erythema, local pain etc, besides; there is a slight risk of
foreign body reaction due to components like
preservatives used in vaccines.* These symptoms usually
appear within a day following the vaccination and last for
one to three days.’

In India pentavalent vaccine was introduced in December
2011.Till date, 83 AEFI cases, some of which associated
with fatality, have been reported after this vaccine was
introduced.® In this case, the patient developed urticaria
after immunization with pentavalent vaccine but the
individual component to which this reaction could be
attributed could not be concluded. In majority of cases,
cause of urticaria is idiopathic but it can also be attributed
to food proteins, preservatives, drugs, allergens and
infections, while vaccine is a rare cause. Eight cases of
urticaria following administration of acellular diphtheria-
tetanus-pertussis (DTP) vaccines containing gelatin as a
stabilizer have been reported.” Also, cases of
hypersensitivity to thiomersal in vaccines manifesting as
urticaria have been reported with hepatitis B vaccine.® No
previously reported case of urticaria due to pentavalent
vaccine could be traced.

As per the norms, since the adverse reaction occurred
within 24hrs of the vaccination, and there was no other
precipitating or explainable factor leading to such a
reaction, we concluded that this reaction was most likely
caused by the vaccine. According to the Adverse Events
Following Immunization (AEFI): Causality Assessment
Scale by WHO (World Health Organization), this adverse
effect can be classified as ‘probable’.

Funding: No funding sources
Conflict of interest: None declared
Ethical approval: Not required

REFERENCES

1. Operational Guidelines Introduction of
Haemophilus influenza b (Hib) as Pentavalent
Vaccine in Universal Immunization Program of
India) World Health Organization, Country office of
India, Ministry of Health and Family Welfare,
Government of India 2013. Available at:
http://www.searo.who.int/india/topics/routine_immu

International Journal of Community Medicine and Public Health | July 2016 | Vol 3 | Issue 7 Page 1973


http://europepmc.org/abstract/MED/2137393/?whatizit_url_Chemicals=http://www.ebi.ac.uk/chebi/searchId.do?chebiId=CHEBI%3A9546

Gore RS et al. Int J Community Med Public Health. 2016 Jul;3(7):1972-1974

nization/Operational_Guidelines_for_introduction
Hib_as_Pentavalent_vaccine_2013.pdf.

Update: vaccine side effects, adverse reactions,
contraindication and precautions. Recommendation
of Advisory Committee of Immunization Practices
(ACIP). Centre for Disease Control and Prevention.
Morbidity and Mortality Weekly Report 1996 Sep;
45 (RR-12):1-35. Available at: http://www.cdc.gov/
mmwr/preview/mmwrhtml/00046738.htm.
Immunization Safety Surveillance. Guidelines for
immunization programme managers on surveillance
of adverse events following immunization World
Health Organization Western Pacific Region 2nd
Edition. Available at:
http://www.wpro.who.int/topics/immunization_safet
y/ImmunizationSafetySurveillance.pdf.

Chitkara AJ, Thacker N, Vashitha VM, Bansal CR,
Gupta SG. Adverse Event Following Immunization
(AEFI) Surveillance in India: Position Paper of
Indian Academy of Pediatrics, Indian Pediatrics,
2013; 50: 739-741. Available at:
http://lwww.indianpediatrics.net/aug2013/aug-739-
741.htm.,

Pentavalent vaccine guide for health workers with
answers to frequently asked questions. National
Rural Health Mission, Ministry of Health and
Family Welfare, Government of India 2012.
Available at: http://www.searo.who.int/

india/topics/routine_immunization/Pentavalent_vacc
ine_Guide_for HWSs_with_answers_to_FAQs.pdf.
Pentavalent vaccine in Asian countries, Global
Vaccine Safety, Extract from report of GACVS
meeting of 12-13 June 2013, published in the WHO
Weekly Epidemiological Record on 19 July 2013.
Available at:
http://www.who.int/vaccine_safety/committee/topic
s/pentavalent_vaccine/Jul_2013/en/

Sakaguchi M, Nakayama T, Inouye S. Cases of
systemic immediate-type urticaria associated with
acellular diphtheria-tetanus-pertussis vaccination.
Vaccine. 1998;16(11-12):1138-40. Available at:
http://www.ncbi.nlm.nih.gov/pubmed/9682371.
Rietschel RL, Adams RM . Reactions to thiomersal
in hepatitis B vaccines. Dermatologic Clinics, 1990;
8(1):161-164. Available at:
http://europepmec.org/abstract/ MED/2137393.
Adverse Events  Following Immunization
(AEFI):Causality ~ Assessment  World  Health
Organization. Available at:
http://whglibdoc.who.int/aidememoire/a87773_eng.
pdf.

Cite this article as: Gore RS, Garg YR, Jain S,
Dahiya A. A rare side effect to pentavalent vaccine. Int
J Community Med Public Health 2016;3:1972-4.

International Journal of Community Medicine and Public Health | July 2016 | Vol 3 | Issue 7 Page 1974



http://www.ncbi.nlm.nih.gov/pubmed?term=Sakaguchi%20M%5BAuthor%5D&cauthor=true&cauthor_uid=9682371
http://www.ncbi.nlm.nih.gov/pubmed?term=Nakayama%20T%5BAuthor%5D&cauthor=true&cauthor_uid=9682371
http://www.ncbi.nlm.nih.gov/pubmed?term=Inouye%20S%5BAuthor%5D&cauthor=true&cauthor_uid=9682371
http://www.ncbi.nlm.nih.gov/pubmed/?term=systemic+immediate-type+urticaria+associated+with+acellular+diphtheria-tetanus-pertussis+vaccination
http://europepmc.org/search?page=1&query=AUTH:%22Rietschel+RL%22
http://europepmc.org/search?page=1&query=AUTH:%22Adams+RM%22
http://europepmc.org/search?page=1&query=ISSN:%220733-8635%22

