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Revision of the HRA ordinances – Impact on projects approved before 01.11.2024 
The revised HRA ordinances came into force on 01.11.2024, with the new transparency rules following on 01.03.2025. For projects approved before 
01.11.2024, the impact of the revised ordinances is illustrated in Figure 1, which outlines three possible scenarios depending on the project’s Fmeline and 
whether amendments are required. Projects that conFnue beyond 31.10.2025 must update their protocols to comply with the revised requirements regarding 
safety documentaFon and reporFng (Figure 1, Scenario 3). In addiFon, sponsors of IMP trials may request an opFonal re-categorizaFon unFl 31.10.2025. 
Revised ordinances apply regardless of whether the protocol has been amended in Fme or not. 

Some new provisions have 2-year deadlines to be met. These are: 

• Submission to the second approving authority
• Inclusion of the first parFcipant
• Maximum permiSed interrupFon of a trial

For projects approved before 01.11.2024, these deadlines do not start with the approval date but only on 01.11.2024 (Figure 2). 

The liability, liability coverage and retenFon duFes for research projects under ClinO, ClinO-MD and HRO will conFnue to be governed by the provisions in 
force prior to the revisions. Revised provisions in these areas apply only for projects approved aWer 01.11.2024, and for projects with a Fme-limited approval 
that require an extension of the approval. 

This overview is provided by the SCTO Regulatory Affairs Pla;orm as a prac>cal aid for sponsors and inves>gators. For legally binding requirements, always refer to the 
ordinances and swissethics templates. For project-specific ques>ons, please contact your local CTU, the competent ethics commiIee, and, where relevant, Swissmedic. 



Impact on your project? - 3 possible scenarios:

Revised HRA ordinances in force (expect 
transparency):
• Reporting deadlines for study end (incl. 

premature and global study end)
• 2-year deadlines: submission to both authorities, 

FPFV and trial interruption (see Figure 2 for details)

Protocol amendment may be required
Sponsors are responsible for reviewing and 
amending their protocols in line with the 
revised ordinances. See Table 3  and

Table 1 and Table 2 (if applicable)

No protocol amendment required 
But the obligation to publish trial results 
(transparency provisions) apply.
See Table 1 and Table 2

No protocol amendment required
For an overview of applicable provisions
see        Table 1

Project approved before 01.11.2024 and 
completed between 01.03.2025 and 

31.10.2025

Figure 1: Revision of the HRA ordinances – Impact on projects approved before 01.11.2024

Deadline for protocol 
amendments:
• Applies to projects continuing

beyond 31.10.2025

Transparency provisions in 
force:
• Trial results must be

published within 1 year

Project approved before 01.11.2024 and 
completed before 01.03.2025

Project approved before 01.11.2024 and 
completed after 31.10.2025

For projects approved after 01.11.2024, the revised ordinances apply.
Please consult the current swissethics templates and the SCTO Education Platform “HRA Ordinance Revisions 1st Nov 2024: Compa ring old and new requirements” 
document for a complete list of modifications to the previous ordinances. (Soon to be published)
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1 2 3



For clinical trials approved before 01.11.2024 under the ClinO, the 2-year deadlines for submission to the second authority, inclusion of first 
participant, and maximum permitted interruption all begin on 01.11.2024 (and not on the date of the approval) and run until 31.10.2026.

Figure 2: Application of 2-year deadline for clinical trials (under ClinO) approved before 01.11.2024

Revised HRA ordinances in 
force

Deadline for protocol 
amendments

Transparency provisions 
in force

01.03.202501.11.2024 31.10.2025

Clinical trial 
approved 

before 
01.11.2024

31.10.2026

Start of 2-year deadlines for trials approved before 01.11.2024
• Submission to the second approving authority
The application must be submitted to the second authority by 31.10.2026 at the latest, otherwise the 
first approval lapses.
• Inclusion of the first participant
The first participant must be enrolled by 31.10.2026 at the latest, otherwise, the trial will be considered 
as prematurely terminated.
• Maximum permitted interruption of a project
Any trial interrupted before 01.11.2024 must be resumed by 31.10.2026 at the latest, otherwise the trial 
will be considered as prematurely terminated.

End of 2-year deadlines 
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Table 1. Regula,ons that came into force on 01.11.2024 

Study Start / End – Repor1ng Reference Chapter according to swissethics protocol templates 
Two-year deadline for submi?ng an applica1on to the second approving authority 
(see Figure 2) 
For Category B and C clinical trials, the applica5on must be submi9ed to the second 
authority within two years a;er approval has been granted by the first authority. 

ClinO Art. 23, par. 1bis 
Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
2.3 Competent Ethics Commi1ee (CEC) 
2.4 Competent Authori8es (CA) for Cat. B and C trials 

First Par1cipant First Visit  
The first study par5cipant must be enrolled in the trial within two years following the 
issuance of the last authoriza5on, either from the Competent Ethics Commi9ee (CEC) 
or from the Competent Authority (CA).  
If the first par5cipa5ng person is not included within two years following the issuance 
of the last authoriza5on, the trial is considered interrupted. The clinical trial may not 
be commenced un5l an applica5on for an extension of the 5me limit has been 
approved. The applica5on for the extension is regarded as a substan5al modifica5on 
and must be submi9ed to the CEC, and to CA (for category B and C trials). 

ClinO Art. 23a  

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
2.3 Competent Ethics Commi1ee (CEC) 
2.4 Competent Authori8es (CA) for Cat. B and C trials 
7.2 Recruitment and Screening 

Other clinical trial 
4.2 Recruitment, screening and informed consent procedure 

Repor1ng of the first par1cipant 
The first visit of the first par5cipant in the clinical trial in Switzerland must be no5fied 
to the CEC within 30 days and to CA (for category B and C trials). ClinO Art.38 

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
2.3 Competent Ethics Commi1ee (CEC) 
2.4 Competent Authori8es (CA) for Cat. B and C trials 
Other clinical trial 
6.7 No8fica8on and repor8ng upon comple8on, discon8nua8on or 
interrup8on and resump8on of the study 

Regular Study End 
The comple5on of the clinical trial in Switzerland and the global comple5on of a 
mul5na5onal clinical trial must be no5fied to the CEC within 30 and 90 days, 
respec5vely. CA must also be no5fied (for category B and C trials). 

ClinO Art. 38 

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
2.3 Competent Ethics Commi1ee (CEC) 
2.4 Competent Authori8es (CA) for Cat. B and C trials 
Other clinical trial 
6.7 No8fica8on and repor8ng upon comple8on, discon8nua8on or 
interrup8on and resump8on of the study 

Premature termination, interruption or resumption of the study 
ClinO Art. 38 

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
2.9 Premature termina8on of the study Other clinical trial 



 

Regulatory Affairs Platform of the Swiss Clinical Trial Organisation 
 
 

Premature termination, interruption or resumption of the clinical trial, including the 
reasons thereof, must be notified to the CEC within 15 days. CA must also be notified 
(for category B and C trials).  
(An interruption lasting more than two years is considered a premature termination.) 

Other clinical trial 
6.7 No8fica8on and repor8ng upon comple8on, discon8nua8on or 
interrup8on and resump8on of the study 

 

Annual Safety and General Progress Trial Report Reference Swissethics template 
An annual report on the safety of par5cipants and the general progress of the clinical 
trial must be submi9ed to the CEC for all categories and to CA (for category B and C 
trials). 
The repor5ng period for the first progress report starts with the approval date of the 
clinical trial and ends a;er one full year. 
The last submi9ed annual report must cover the Last Trial Par5cipant Last Visit (LPLV) 
in Switzerland. 
The progress report must be submi9ed to the CEC, even if no research centres in 
Switzerland or worldwide have enrolled par5cipants in the trial. 

ClinO, Art. 43 
Annual Safety and General Progress Trial Report for clinical trials 
according to ClinO  

ClinO-MD, Art. 35 and 38 
Annual Safety and General Progress Trial Report for clinical trials 
according to ClinO-MD 
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Table 2. Regula,ons on transparency that came into force on 01.03.2025  

Publica1on of trial results Reference Chapter according to swissethics protocol templates 

A;er comple5on or premature termina5on of the clinical trial the sponsor must 
ensure within one year that:  

- A summary of the trial results is entered in a primary register or clincaltrials.gov 
- A lay summary of the trial results is entered via BASEC in HumRes. The entry must 

be made at least in the na5onal languages of Switzerland in which the trial 
par5cipants were recruited. 

(An interrup5on las5ng for more than two years is considered a premature 
termina5on.) 

ClinO, Art. 65a 

Clinical trial with Inves0ga0onal Medicinal Product 
13 Publica8on and dissemina8on policy 
Other clinical trial 
10 Funding / Publica8on / Declara8on of interest 

ClinO-MD, Art 42  
(as previously) 

Clinical inves0ga0on concerning medical devices 
13 Publica8on and dissemina8on policy 
In vitro device clinical performance study  
14 Publica8on and Communica8on policy 

HRO (n.a.) Not applicable 
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Table 3. Adapta,ons required for projects approved before 01.11.2024 and con,nuing beyond 31.10.2025 

Safety – Documenta1on and Repor1ng Reference Chapter according to swissethics protocol templates 
Documenta1on of adverse events (AE) according to ClinO 
- In jus5fied excep5onal cases, standardized documenta5on of AEs may now be 

waived for clinical trials in category C. 
- Introduc5on of the terms ‘cri5cal/not cri5cal for safety assessment’ in clinical 

trials of categories B and C. 
- Safety-cri5cal AEs in clinical trials of categories B and C must be documented in a 

standardized manner in all cases. 

ClinO Art. 39 
Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
10.3 Exemp8on from the documenta8on requirements of AE 

Repor1ng of SAEs (IMP/TpP) according to ClinO 
- A serious adverse event with fatal consequences that occurs at a trial site in 

Switzerland no longer needs to be reported to the CEC, unless it is a SUSAR. 
ClinO Art. 40 

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
10.1.2 Repor8ng of serious adverse events (SAE) and other safety related 
events  
 

Repor1ng of SUSAR (IMP/TpP) according to ClinO 
- New: not only SUSARs resul5ng in death, but also life-threatening SUSARs must 

be reported to the CEC (and to the CA, if applicable) within 7 days. 
- All other SUSARS must be reported to the CEC (and to the CA, if applicable) within 

15 days. 
- The repor5ng requirements now also apply when a SUSAR occurs in Switzerland 

a;er comple5on of the clinical trial, or when such a suspected case only becomes 
known a;er comple5on of the clinical trial. 

ClinO Art. 41 

Clinical trial with Inves0ga0onal Medicinal Product (IMP) 
10.1.2 Repor8ng of serious adverse events (SAE) and other safety related 
events  
 

Repor1ng on the use of irradia1on sources according to ClinO 
The sponsor and also the inves5gator (previously only the sponsor) can report 
exceeding the permissible dose guideline value of 5mSv within 7 days of the CEC and 
to the CA (for category B and C trials). 

ClinO, Art. 36a 
Clinical trial with Inves0ga0onal Medicinal Product 
10.2 Assessment, no8fica8on and repor8ng on the use of radia8on sources 

Documenta1on and Repor1ng obliga1ons according to ClinO-MD  
remain unchanged 

ClinO-MD, Art. 32-36 
ClinO-MD, Art. 66 

No protocol adapta0ons required 

Documenta1on and Repor1ng obliga1ons according to HRO 
remain unchanged 

HRO, Art.20-23 No protocol adapta0ons required 
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Op1onal re-categorisa1on of trials with IMP  Reference Chapter according to swissethics protocol templates 
If researchers wish to apply for a study recategoriza5on, applica5ons for the 
reclassifica5on of trials with IMP from category C to category B must be submi9ed to 
the CA by 31.10.2025 and, once approved, to the CEC.  
The full label also needs to be submi9ed according to Annex VI of the Regula5on (EU) 
No 536/2014 of the European Parliament and of the Council of 16 April 2014 on 
clinical trials on medicinal products for human use.  

ClinO Art. 19 

Clinical trial with an Inves0ga0onal Medicinal Product (IMP) 
Title page  
Study Synopsis 
2.2 Categorisa8on of study 
10.3 Exemp8on from the documenta8on requirements of AE 


