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Consulting previous versions of a regulatory document

Cortellis includes current and outdated document versions, allowing you to easily navigate between them, compare
them, go back in history, and identify changes.

1. Information on version management is given in the Cortellis abstract under the Summary. If you can’t see all details,
click the arrow to show more. If a previous version exists, a corresponding sentence will be available, such as “This
guideline outdates...”.

Joint Guidance of Swissmedic and Swissethics on the Management of Clinical Trials with Medicinal Drug Products in Switzerland during the COVID-19 Pandemic,

Version 2.3, 04-Nov-2020
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3. Mentioned By

Regulatory Procedures

Pharmacevigilance Technovigilance Risk Management

Summary

Abstract

You know this is the most up
to date version from the

green Valid stamp.
ak . h

This document provides guidance to the parties involved in clinical research activities during the COVID-19 pandemic.

The new version 2.3 introduced changes in the submission process for reportings / applications in the framework of clinical trials with medicinal products.

The revision of 04-Nov-2020 included changes in the section "Monitoring”™ (remote source data verification will be allowed under specific circumstances) and section "Communication with Swissmedic™.

This Guideline outdates: " Joint Guidance of Swissmedic and Swissethics on the Management of Clinical Trials with Medicinal Drug Products in Switzerland during the COVID-19 Pandemic, Version 2.2, 15-Jun-2020

(IDRAC 313801).
Reason for Update

New on 06-Nov-2020:

Date

04-Nov-2020

Document

Revision English

2. to open the previous version click the hyperlinked
IDRAC number.
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2. The previous version will have a red outdated stamp appearing in the top left-hand corner of the report.

Ovutdated: Joint Guidance of Swissmedic and Swissethics on the Management of Clinical Trials with Medicinal Drug Products in Switzerland during the COVID-19

Pandemic, Version 2.2, 15-Jun-2020

( Outdate erland Reference Document | | Guideline

Drugs and Biologies
Clinical Research

Regulatory Procedures |  Pharmacovigilance Technovigilance Risk Management

1. Summary Summary

2. Document Abstract

Red Outdated stamp.

As part of the abstract, Cortellis editors also highlight the

key changes against the previous version.

This document provides guidance to the parties involved in clinical research activities during the COVID-19 pandemic.

3. Mentioned By

In this new version a new section on " Resumption of clinical trials activities following the COVID-19 pandemic™ has been added and the section “Monitoring™ has been updated.

This Guideline outdates: " Joint Guidance of Swissmedic and Swissethics on the Management of Clinical Trials with Medicinal Drug Products in Switzerland during the COVID-19 Pandemic, Version 2.1, 07-Apr-2020

(IDRAC

Reason for Update

Content Update on 06-Nov-2020:

This document is outdated by: ~Joint Guidance of Swissmedic and Swissethics on the Management of Clinical Trials with Medicinal Drug Products in Switzerland during the COVID-19 Pandemic, Version 2.3, 04-Nov-

2020" (IDRAC 320535).

New on 16-Jun-2020: ~

Date

15-Jun-2020

Link back to the valid document here.

To compare versions, please consult the
Cortellis Side By Side Viewer guide.

3. After running a search, you have the option to Include Outdated documents in your results list by toggling this

button on. The default is for Outdated documents to not be included in search results.
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Abstract

This leaflet provides information on
pharmacovigilance, more specifically
addressing these topics:- Benefit-risk

This document provides information to
assist companies with the preparation of

Summary Title
May-2015 ) (v ( EU 121897 - EMA Leaflet: Pharmacovigilance - May-
2015
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Identify Valid from Outdated in a result
list from the green and red icons.
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Reason for Update

N/A

Please refer to the current version of
Statutory Pharmacovigilance Inspection -
Summary of Pharmacovigilance (SPS)
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For more information contact Customer Service at LS Product Support.
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