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• Legal obligation in Switzerland

• Medication errors spike in 2022
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Therapeutic Products Act, TPA, Art. 59

Legal obligation



Direct patient reports webtool
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• in total n=1129 reports between

13th of July 2022 - 20th of October 2023

• N=3 reports related to SMQ medication

error

- wrong technique in product usage

process Spikevax vaccine

- prescribed underdose Amoxicillin (5 

year old patient)

- product packaging difficult to open 

Procto-Glyvenol Supp. (Lidocaine, 

Tribenosid)

Webtool for direct patient reports
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Distribution of ICSRs 2012 - 2022
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SMQ medication error in our database (N=5537, 3.5%) 
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SMQ medication error in our database (N=5537, 3.5%) 
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Type of report Primary reporter Source

N= 5043 (91%) spontaneous report 
N=321 (6%) report from study
N=173 (3%) other

N=4672 (84%) HCP
N= 733 (13%) consumer
N=4 (0.07%) lawyer

N= 4446 (80%) MAH
N=1091 (20%) HCP/RPVC



SMQ medication error in our database (N=5537, 3.5%) 
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SMQ medication error in our database
2022 spike of reports (2022 n=522)
131 (25%) reports related to Covid-19
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No. of

reports

Product Adverse events reported

117 Spikevax Bivalent Original/Omicron; Covid-19 vaccine

Moderna

No adverse event, Product dispensing error / Product storage 

error / Product temperature excursion issue / Expired product 

administered / Circumstance or information capable of 

leading to medication error 

7 Comirnaty (Pfizer vaccine) Inappropriate schedule of product administration [possibly 

intraarticular injection] / wrong product administered

4 Paxlovid Accidental overdose 

1 Evusheld Product administration error /Product preparation error [dosage

for preexposition & immune compromised]

1 Vaxigrip Tetra (+ Spikevax vaccine) Overdose [given twice]

1 Covid-19 vaccine Janssen Product storage error [stored at lower temperature] / no adverse 

event

IMSN annual meeting 2023



Paxlovid (Nirmatrelvir + Ritonavir)
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• Authorized in Switzerland in June 2022

• Nirmatrelvir is a novel active substance which inhibits a SARS-CoV-2 

enzyme. The second substance, Ritonavir, is added to ensure that 

Nirmatrelvir is broken down more slowly in the liver and its antiviral efficacy 

lasts for longer.

• Warning from a regional Swiss hospital in February 2023 regarding unclear 

information for renal impairment: On blister Nirmatrelvir was still referred to 

with the study name: PF-07321332

• Recommended dosage Nirmatrelvir 300mg (2 x150mg tablets) / Ritonavir 

100mg (1 tablet) every 12 hours for 5 days

• Renal impairment (moderate; estimated GFR 30 to less than 60 mL/min): 

◦ Nirmatrelvir 150 mg (ONLY one of the two tablets) and Ritonavir 100 mg 

twice daily for 5 days

Picture:company information letter Pfizer, 2022

Paxlovid



Paxlovid (Nirmatrelvir + Ritonavir)
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• In total n=43 reports involving Paxlovid in CH-database (2022 - 17.10.2023)

◦ N= 33 without medication error

◦ N= 10 with medication error

• N= 6 medication error coded appropriately

• N= 4 medication errors not coded (labelled drug-drug interaction, prescribed overdose)

IMSN annual meeting 2023



Octenisept disinfectant
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Octenisept



Octenisept disinfectant
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• Disinfectant octenidindihydrochlorid

• In our database N=60 cases with octenisept as suspected product between

26.06.2013-04.10.2023

• N=49 reports from health-care professionals, N=7 from consumers, N=4 

unknown

• in N=46 cases there was a medication error, but only in N=21 (46%) a 

medication error is coded in the reports

• N=44 serious, N= 16 non-serious

• In 2022 spike: 17 cases from the department of handsurgery local

hospital



Octenisept disinfectant

IMSN annual meeting 202316

• 81 year old received aflibercept (Eylea®) intravitral injections for wet AMD

• Tobradex (dexamethasone + tobramycin) as a pre and post medication. Patient´s ocular surface 

was disinfected with octenisept.

• Patient experienced pseudoendophthalmitis, loss of vision. 

• It was reported that the physician respected all the standard recommendations for the drug 

administration. This was 2013.

• Endopthalmitis is an inflammatory condition of the intraocular cavities (anterior and posterior 

segments) usually caused by infection. Intravitreal injections have been associated with 

endophthalmitis, which could be consequence of an improper aseptic injection technique and/or 

due to toxic intraocular exposure of suspect drug. 

• Due to the temporal relationship the causal relationship between Eylea® injection and use of 

Octenisept as disinfectant and adverse event cannot be excluded.



Octenisept disinfectant: Product information changing
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• Initially warning/contraindication of Octenisept use around the eye not included in 

product information.

• New contraindication:

• […] should not be applied around the eye



Octenisept disinfectant
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• Patients suffered cat or dog bites and the wound was treated with an in depth tissue lavage with

Octenisept

• Reports of the handsurgery department noticing a an increase in patients with necrotic skin

lesions

6 d and 43 d after Octenisept usage
Source: Lokale Gewebeschädigung nach Wundspülung unter Druck mit Antiseptikum, Fuest et al. 10.4414/smf.2023.09368 | 2023;23(37):1292–1294 | Swiss Medical 

Forum



Octenisept disinfectant: A safety problem in Switzerland and 
Germany 
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• Patients suffered cat or dog bites and the wound was treated with an in depth tissue lavage with

Octenisept

• Reports of the handsurgery department noticing a an increase in patients with necrotic skin

lesions

Schwere Gewebeschädigungen nach Spülung tiefer Wunden mit Octenisept® („Aus der UAW-
Datenbank“)
Deutsches Ärzteblatt, Jg. 114, Heft 4, 27.01.2017



Octenisept disinfectant
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• Warning has been changed to clearer state the superficial usage (wording like in German PI)

• - After irrigation of deep wounds by syringe, the occurrence of persistent edema, erythema and 

also tissue necrosis has been reported, some of which required surgical revision.

• To avoid tissue damage, the preparation must not be introduced into the depth of the tissue by 

means of a syringe. The preparation is intended for superficial application only (application by 

swab or spraying). 

• To avoid tissue necrosis, the preparation must therefore not be introduced or injected into the 

tissue under pressure. For usage in wounds, drainage must be ensured at all times (e.g. 

drainage, flap).



Octenisept disinfectant
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• More ICSRs in 2022 regarding skin necrosis leading to an additional warning on product itself

To avoid tissue damage the product

should not be used with a syringe and 

introduced into the depth of the tissue. 

This product is only intended for the

superficial usage by swap or spray



Old topics need new
reminders
PV-Blog
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Counterfeit substances 
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22 year old patient is delivered to the emergency room after injection of a blue injection pen

Soon after the injection the patient became unconscionsious and her relatives brought her to 

the ER

The injection pen has been purchased abroad and was supposed to contain Semaglutide

Swissmedic Medicrime department analysed the pen

Counterfeit substances



Ozempic 

IMSN annual meeting 202325

The analysis of the content showed insulin glulisin and not semaglutide

Counterfeit substances

Counterfeit pen



Ozempic
Swissmedic issues warning about falsified Ozempic pens
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Confusing product appearance
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Text mining of case narratives

Retrieval with the following MedDRA terms: n= 46 in our database



Confusing product appearance
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Text search in case narratives

Retrieval with the following MedDRA terms: n= 46 in our database 2012 - 2023

• In 2022-2023 text search in case narrative «confusing product package», «confusing name», 

«unclear packaging», «misunderstanding packaging» in German (one of three national 

languages)  led to finding of 164 possible cases -> 3.6x more than retrieval

• Future evaluation needed: how AI can be used 
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Thank you for your attention

Please let me know if you have any

questions: 

Irene.scholz@swissmedic.ch
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Processing of ICSRs from HCPs and non-HCPs: input channels

HCP

Patient

RPVC

MAH

VOU
VOU

Web patient tool

ElViS

MAH

ElViS

Gateway

Gateway

ElViS

RPVC: regional pharmacovigilance center

MAH: market authorization holder

VOU: vigilance one ultimate (Swiss database)

ElViS: Electronic Vigilance System

HCP: health care professional
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