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What is ElViS?
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Development and implementation of an application for the electronic 

exchange of ADR incl. attachments between Healthcare Professionals 

(HCP) and Regional Pharmacovigilance Centres (RPVC) as well as 

between Swissmedic (SMC) and Marketing Authorization Holders (MAH) 

without PV-gateway in Switzerland. 

The receipt of the Individual Case Safety Reports (ICSR) will be 

acknowledged electronically.

The project supports the strategic objectives of SMC and is an 

important part of the IT-roadmap concerning the electronic information 

exchange with stakeholders. 



Architecture
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CH-LOGIN



Objectives
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• Improvement of quality of ICSR by structured and checked data 

recording (completeness, plausibility)

• Earlier and improved detection of risk signals

• Enhanced PV: proactive collecting of information

• Safe record and exchange of sensitive patient data incl. attachments 

(e.g. laboratory tests, hospital letters)

• Assistance by reduction of data recording, faster processing, 

reduction of paper burden and simplification of archiving



Characteristics
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• Explorer (min. Version 9) or Firefox (min. Version 24)

• Registration of 2 administrators/MAH (SMC Portal) 

• Direct data insert or upload of E2B-files

• Language: English Login: mTAN required

• MedDRA coding required

• Initial and FU-reports incl. attachments, queries and messages

• No database, local archiving necessary (acknowledgment, ICSR as 

E2B-file and pdf)

• Support: Hotline Mo. - Fr. 7:30 – 17:30 h



MAH – Registration
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Informatik 

Service 

Center 

Swissmedic

1. Webform on https://www.swissmedic.ch/swissmedic/de/home/services/egov-services/portal/egov-portal-registration.html

2. ISCS (Informatik Service Center Swissmedic) creates contract for the Swissmedic-

Portal

3. Company signs the contract and delegates a Partner-Administrator

4. ISCS creates the Partner-Administrator Account

https://www.swissmedic.ch/swissmedic/de/home/services/egov-services/portal/egov-portal-registration.html
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To use the ELVIS application, you will need

• A CH-LOGIN user account to verify your identity/authorisation

• You will receive an email with your onboarding code to associate your CH-LOGIN user 

account with the applications released in the eIAM portal (such as ELVIS)

• Short instruction for your registration and onboarding here

• Read here more about how an administrator can set up a new ELVIS user in eIAM Portal

MAH – Registration

https://www.swissmedic.ch/dam/swissmedic/en/dokumente/e-gov/kurzanleitung-ch-login.pdf.download.pdf/eIAM-Swissmedic_Checkliste-CH-LOGIN-Onboarding_en.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/e-gov/OS000_00_008d_MB eIAM Portal Administrator.pdf.download.pdf/OS000_00_008e_MB_Swissmedic_Portal_administrator_function.pdf


Login in ELVIS
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Red star: mandatory field Grey star: one of  the fields is mandatory
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Age at onset, age group: will automatically be calculated from 'onset date of reaction' and 'date of birth' if both those dates 

are completely entered; may be entered also.

Death cause: MedDRA terminology
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Test type: MedDRA terminology
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Diagnosis: MedDRA terminology
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Drug name: brand (preferred) or active substance

Indication, Reaction: MedDRA terminology
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Reaction term: MedDRA terminology

Duration: calculated automatically if onset date and end date are different and completely entered; may also be entered.
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Indication: MedDRA terminology

Duration: calculated automatically if start date and end date are completely entered; may also be entered.
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Causality assessment by MAH is expected. Further details of the medical assessment should be given in 

sender comments.
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Risk minimizing measures are not required.
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Do not forget!

Creation of follow up reports, when initial reports are still sored in ELVIS
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Creation of follow up reports, when initial reports are no longer sored in ELVIS
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You will be notified by e-mail about new reports, queries and messages!
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Please contact the ElViS Hotline if you 

would like to upload E2B-files because tests 

are required before!



59



60



61



62



63



64



URL Productive Environment
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MAH Registration:

https://www.swissmedic.ch/swissmedic/de/home/services/egov-
services/portal/egov-portal-registration.html

MAH Login:

https://www.gate.swissmedic.ch/elvis

MAH Login Swissmedic Portal (User creation):

https://www.portal.eiam.admin.ch

https://www.swissmedic.ch/swissmedic/de/home/services/egov-services/portal/egov-portal-registration.html
https://www.gate.swissmedic.ch/elvis
https://www.portal.eiam.admin.ch/

