
Vol.:(0123456789)

Drug Safety (2018) 41:1441 
https://doi.org/10.1007/s40264-018-0753-0

CORRECTION

Correction to: Abstracts of the 18th ISoP Annual Meeting 
“Pharmacovigilance without borders” Geneva, Switzerland, 11–14 
November, 2018

Published online: 31 October 2018 
© Springer Nature Switzerland AG 2018

Correction to:  Drug Saf  
https ://doi.org/10.1007/s4026 4-018-0719-2

• ISoP18-1156 From Database to Diagnosis: ‘Intelligent 
Query’, a Tool to Help With Safety Signal Evaluation”

 Results: The sentence “The IQ BayNet sensitivity and 
specificity are observed to be increased when compared 
to SMQ by 48% and 22.6%, respectively.”

 Should read:

 “The IQ BayNet sensitivity and specificity are observed 
to be increased when compared to SMQ by 23.8% and 
41.4%, respectively.”

• ISoP18-1349 Post-marketing Pharmacovigilance: Check-
ing on Checkpoint-Inhibitors

 Results: “Results: In total we assessed 157 patients who 
received either nivolumab (52%), pembrolizumab (32%) 
and/or ipilimumab (16%) as single substances or as a com-
bination for at least one treatment period. 46% of patients 
were female with a mean age of 64 when receiving the 
first treatment; the main indications for treatment were 
melanoma (37%) and NSCLC (20%). The mean number 
of applications per patient were 7 (range 1–65). 58 adverse 
drug reactions occurred in 48 patients (30.5%). Types of 
adverse events were: hypophysitis (16%), arthritis/arthral-
gia (12%), pneumonitis, hepatitis and colitis/diarrhea (10% 
each).The mean time of onset after first application was 
10 weeks (median). According to WHO-Guidelines, the 
causality was assessed as possible (44%), probable (10%) 
or certain (8%). 44% of the events were classified as ‘‘seri-
ous’’. No fatal cases were observed. 16% of the events 

were ‘‘unknown’’ (i.e. not listed in the prescribing infor-
mation). None of the evaluated events had been reported 
to the Regional Pharmacovigilance Centre of Bern.”

 Should read:

 “In total we assessed the medical records of 98 patients 
who had received either nivolumab (n = 64; 54%), pem-
brolizumab (n = 29; 25%) and/or ipilimumab (n = 25; 21%) 
as single substances (n = 85; 87%) or as combination treat-
ment (n = 13; 13%) for at least one treatment period. 77% 
of patients were male with a mean age of 63 (range 27–80) 
years when receiving the first treatment; the main indica-
tions for treatment were melanoma (37%) and non small 
cell lung cancer (20%). The mean number of applications 
per patient were 5 (range 1–65). 54 adverse drug events 
were documented in 46 patients (47% of patients). The 
most frequent adverse events were: hypophysitis, coli-
tis/diarrhea (15% each), pneumonitis and hepatitis (13% 
each). The CTLA-4-inhibitor was more often associated 
with the occurrence of an ADE (72%; either in combina-
tion or as single substance) whereas ADEs occurred less 
often in treatment with a single PD-1/PD-L1-inhibitor 
(nivolumab: 44%, pembrolizumab: 41%). The mean time 
of onset after first application was 7 weeks (range 0–70 
weeks). 54% of the events were classified as “serious” and 
lead to hospitalization of the patients. Two fatal cases were 
observed shortly after occurrence of the ADE. However, 
in both cases the ADE was not the direct cause of death. 
9% of the events were classified as “unknown” (i.e. not 
listed in the prescribing information). Only one (2%) of 
the evaluated events had been reported by a pharmacist to 
the Regional Pharmacovigilance Centre Bern.”

The original article can be found online at https ://doi.org/10.1007/
s4026 4-018-0719-2.
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