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Abstract  Objective: To investigate the relationship between adverse reactions and efficacy after bacillus
calmette-guerin (BCG) in patients with non-muscle-invasive bladder cancer (NMIBC). Methods: The clinical data
of 141 patients with middle or high risk NMIBC who received BCG intravesical instillation in Changhai Hospital
from April 2014 to April 2021 were retrospectively analyzed. The median time of follow-up was 22 (1 —64)
months. Patients mean age was (66. 2410. 0) years, and the median age was 67 (40—98) years. All patients un-
derwent transurethral resection of bladder tumor (TURBT), after which BCG instillation was performed regular-
ly. Single adverse reactions were analyzed by univariate Cox regression analysis to explore the relationship between
single adverse reaction and efficacy. Log-rank analysis was performed according to the grade, location and number
of adverse reactions, respectively, to explore the predictive value of different subgroups of adverse reactions on ef-
ficacy. Results: BCG related adverse reactions were found in 121 patients (85.8%). According to CTCAE 5.0
standard, there were 65 cases of grade 1 adverse reactions and 76 cases of grade 2 or above. The cumulative recur-
rence rates of the two groups were 9.2% (6/65) and 14.5% (11/76), respectively, and the difference was not
statistically significant (P =0. 485). Adverse reactions were further divided into 62 cases with no or local adverse
reactions and 79 cases with systemic adverse reactions. The cumulative recurrence rates of the two groups were
9.7% (6/62) and 13.9% (11/79), respectively, with no statistically significant difference (P =0.575). Accord-
ing to the number of adverse reactions, there were 47 cases of 1 type or less adverse reactions, 35 cases of 2 type
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adverse reactions, and 59 cases of 3 type or more adverse reactions. The cumulative recurrence rates of the three
groups were 14. 9% (7/47), 11. 4% (4/35) and 10. 2% (6/59) , respectively, and the difference was not statisti-

cally significant (P =0.705). Conclusion: The grade, location and number of adverse effects after BCG intravesi-

cal instillation was not correlated with the efficacy of BCG treatment. Prospective, large sample size studies are

needed to further clarify the relationship between BCG post-instillation adverse reactions and efficacy.
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