GRADE TABLE 2

Population: Immunocompetent individuals.

Intervention: Tetanus Toxoid Containing Vaccine (TTCV).
Comparison: No vaccine or control.

Outcome: Serious adverse events following immunization.

PICO Question: In immunocompetent individuals, is there an increase in the incidence of serious adverse
events following immunization with any dose of TTCV vaccine compared to not giving a TTCV vaccine?
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Final numerical rating of certainty of evidence 4
Evidence supports a high degree of
" confidence that the true effect lies close to
14 Statement on certainty of evidence that of the estimate of effect on health
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:‘_— Severe adverse events are extremely rare.
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£ Conclusion . : o
E and population groups including infants,
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1 Bar-on et al. [1] performed a meta-analysis with pooled results from 20 RCTs and 5232 participants for a reactogenicity
analysis. They reported that TTCVs are well tolerated and severe adverse events are rare.

2 Supporting evidence includes [2] 1 study assessing the safety of TTCVs used in a combined hexavalent tetanus, diphtheria,
acellular pertussis, hepatitis B, inactivated polio vaccine and Haemophilus influenza type B conjugate vaccine for primary
immunization of infants. The combination vaccine was found to be safe and well tolerated. Another study [3] assessed the
reports of brachial neuritis, an extremely rare adverse event. The rate of reported cases of brachial neuritis occurring 0 to
60 days after vaccination was 0.69 cases for 10 million doses.



