
Welcome to our Webinar:

Standard Contractual Clauses (SCC) for 

Clinical Trials in Germany –

A New Approach



Programm for today

Wednesday, July 1st, 2026, 4 – 5.30 pm Berlin time (CEST)

(respectively 10 – 11.30 am EDT or 7 – 8.30 am PDT)

Welcome/Introduction

The new Standard Contractual Clauses for Clinical Trials in Germany 
(Dr. Thorsten Ruppert; vfa)

Why is this important for industrial sponsors, and why does this German 
approach differ from US law? 
(Christoph Bertsch; Senior Counsel Drug Development & Regulatory Law; Bristol Myers 
Squibb)

How do universities and study centres in Germany view the Standard 
Contractual Clauses? 
(Dr. Frank Wissing; DHM)

Open round for discussion and your questions on SCC in Germany

Closing remarks and Farewell



Standard CTA Contracting – 

the new German Approach

Dr. Thorsten Ruppert

SCC-webinar July,1st 2026



Medicines Research Act introduced various improvements – 

examples…
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Improvements for clinical research through the new 

Medical Research Act (entered into force on October 30th 2024) - Background: 
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▪ Medical Research Act is the first outcome of a broader pharma 

strategy to improve Germany as a location for pharma companies. 

The government is showing that it is backing the research-based 

pharmaceutical industry as a key sector.

▪ The Medical Research Act will speed up and reduce bureaucracy 

in approval procedures for clinical trials and authorization 

procedures for medicinal products, medical devices and research-

related radiation applications, while at the same time maintaining 

high standards for patient safety.

▪ More than 40 “improvements” regarding clinical trials with 

medicines and medical products are implemented with this Medical 

Research Act. 



Improvements for clinical research through the new 

Medical Research Act - Examples :
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Specialized Ethics Committee for Special Procedures (SEKbV)
A specialized ethics committee will be set up at the BfArM (e.g. clinical trials discussed in the EMA's 
Emergency Task Force, platform studies, highly complex master protocol studies, first-in-human 
studies and advanced therapy medicinal products). (Application from July 2025)

Directive authority for AKEK (Working group Medical ethics committees) 
Working group Medical ethics committees can issue binding guidelines - e.g. on the application of 
the requirements for informed consent referred to in Section 40b (1) or for the documentation and 
working methods of study coordinators.

Creation of the Specialised Ethics Committee is a 
fundamentally good approach, especially for Phase I 
studies. Cave: Cooperation with AKEK?

SEKbV as the central authority for certain 
study types

AKEK can set standards

AKEK is given more powers through the authority to 
issue guidelines - this allows national standards to 
be formed for certain areas, which must be 
observed by all stakeholders.
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Standard contractual clauses
The Federal Government is given the opportunity to define binding standard contractual clauses by 
ordinance. This can significantly speed up contract negotiations between sponsors, trial centres and 
investigators. (Application since December 2025)

Acceleration of contract negotiations

Standard contractual clauses are to be used in 
accordance with the regulation - deviation possible.
As a result, longer recruitment phase and inclusion 
of more patients possible.

Radiation protection
The notification and authorization procedures under radiation protection law are largely integrated 
into the clinical trial authorization procedure to reduce bureaucracy. Authorization periods for 
certain projects (radiation exposure above 6 mSV) follow the requirements of EU Regulation 
536/2014 on clinical trials. (Application since July 2025)

Relief for CTs under radiation protection 
regulations

BfS is only required in a few authorization cases; 
>90% notification procedure. In the remaining few 
authorization procedures, clear shorter deadlines.
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Medicines Research Act introduces standard contract clauses 

for clinical trials in Germany
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… a crucial factor for early study start up and site selection:

▪ The conduct of clinical trials is often subject to time pressure, with the factor “time” playing an 

important role internally but also in the international competition. Long contracting timelines  

particularly leading up to a delayed start of a clinical trial. 

▪ Currently contracting with clinical sites is probably the biggest rate-limiting step that sponsors 

have in operationalizing clinical trials.

▪ In order to be able to begin a clinical trial as early as possible, it should be possible to conclude 

the underlying contracts between the parties involved (e. g. Sponsor and Site) quickly and 

smoothly. This process starts with the NDAs and goes on until final trial contract or even further.

▪ So: Contracting as essential selection criteria for or against a trial center. So, it's one essential 

element when a company/CRO is making the decision where to conduct a clinical trial. 

Contracts and Remuneration for Clinical Trials…
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Clinical Trial Contracting in Germany –

a long story…



Model contract clauses for clinical 

trials with drugs, conducted under 

the responsibility of a 

pharmaceutical company Version 2.0

(published in November 2023)

https://www.vfa.de/download/model-contract-

clauses.pdf

Seite 13 © vfa | SCC Webinar | July 1st 2026 | Dr. Thorsten Ruppert
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▪ Elements include – e.g.: Publications, Confidential information, Liability, Audits/inspections, 

Archiving, Termination/cancellation of the contract.

▪ Trial contracts are typically concluded either between the sponsor and the trial site 

(institution/contractor) or between the trial site, investigator and sponsor (three-party contract). 

The German model contract clauses are based on a two-party contract model. For trial 

contracts involving one or more CROs, it is advisable to clearly delineate the areas of 

responsibility and services between the parties involved.

▪ It’s necessary for the investigator and other medical members of the investigating team to 

accept certain obligations in the form of a declaration – e.g. data protection, confidentiality, 

financial disclosure. Corresponding model texts covering this aspects are annexed.

▪ BUT: Model contract Clauses were not mandatory!

Model contract clauses for Inventions 
and property rights and 
responsibilities for data protection 
have been added with version 2.0.

Model contract clauses…
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Contracts and Remuneration for Clinical Trials in 

Hospitals/University Clinics…
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… a crucial factor for early study start up:

▪ Current surveys confirms long duration of 

contract negotiations in Germany in 

comparison!

▪ Long duration in Germany for the conclusion 

of contract negotiations in EU comparison. 

▪ Large "range" for the duration of contract 

negotiations makes it difficult for sponsors 

to plan the start of a study! 

▪ BUT at least a positive trend: average 

duration fell from 156 to 130 days!
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The problem: 
High site quality, but historically 
slow activation of site in Germany!



Our Model contract clauses paved the 

way for binding Standard Contract 

Clauses in Germany  -

German Standard Contractual Clauses 

Ordinance – „Standardvertragsklausel-

Verordnung (StandVKlV)“

(since December 2025)
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▪ A new paragraph was implemented with the German Drug Act - Article 42d AMG: Legal 

basis for standard contractual clauses for the conduct of clinical trials. 

▪ The Federal Government was authorized to provided an ordinance on standard contractual 

clauses. 

▪ The causes can be implemented after consulting the associations and organizations concerned, 

to lay down standard contractual clauses on the rights and obligations of the sponsor and the 

trial site in the conduct of a clinical trial by ordinance subject to the approval of the Bundesrat. 

▪ In September 2025 the final version of the ordinance on standard contractual clauses was 

agreed upon. Entry into force for all new contracts AFTER December 17th, 2025.

▪ Possible exception: If sponsor and trial site explicitly and unanimously agree by mutual 

consent to deviate from the standard contractual clauses.

Standard contract clauses (SCC) in Germany…
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▪ Elements include 10 areas addressed in the standard contract clauses:

(1) Regulations on the sponsor's right of first publication and on the requirements for 

publications by the trial site

(2) Regulations on rights to results

(3) Regulations on confidential information

(4) Regulations on name and trademark rights

(5) Regulations on equipment and materials provided

(6) Regulations on inspections and audits

(7) Regulations on liability

(8) Regulations on the documentation of clinical trials and archiving of documentation

(9) Regulations on data protection

(10) Regulations on termination and cancellation of the contract. 

Standard contract clauses (SCC) for CTs in Germany…
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▪ Harmonization and acceleration: The SVK are intended to create uniform contractual bases 

between sponsors (e.g. pharmaceutical companies) and trial sites nationwide to avoid lengthy 

and often tough contractual negotiations for each clinical trial.

▪ More legal certainty: Legally legitimized, standardized clauses are intended to avoid legal 

disputes and regulate clear responsibilities (e.g. on data protection, liability, remuneration, use 

of results, etc.).

▪ More efficiency in trial start up timelines: The use of SVK enables faster processing of the 

necessary contractual agreements in the context of the conduct of clinical trials in Germany.

▪ Promotion of Germany as a research location: Germany has been at a disadvantage in the 

competition for clinical trials - complex and time-consuming contract negotiations were a main 

reason. The SVK should make it easier to conduct clinical trials at German trial sites.

Standard contract clauses (SCC) in Germany… main 

goals
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Standard contract template for clinical 

trials based on the German Standard 

Contractual Clauses Ordinance – 

Standardvertragsklausel-Verordnung 

(StandVKlV)

(published in December 2025)

https://www.vfa.de/standard-clinical-trial-template-en.pdf
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▪ Since December 18th 2025, it has been mandatory for almost all new contracts between study 

sites and pharmaceutical companies to use the new standard contract clauses. This is intended 

to enable contracts to be concluded more quickly and thus also to enable studies to start more 

quickly. 

▪ In order to simplify negotiations even further, we have developed a complete standard contract 

template that complies with the regulations - based on a two-party contract model. 

▪ The standard contract template is intended as a guide for drawing up a specific contract for 

participation in a clinical trial. It is available for download in German and English.

▪ This standard contract template contains all standard contract clauses and is characterized by a 

balanced reconciliation of interests between the sponsor and the.

▪ The use of this contract template is not mandatory, but should support the implementation of  

the provisions by the new StandVKlV in Germany more quickly.

Standard contract template for clinical trials based on 

the German Standard Contractual Clauses Ordinance
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3-party standard contract template for 

clinical trials with medicines under the re-

sponsibility of a pharmaceutical company 

(industrial sponsor) and involvement of a 

CRO (contract research organization) 

based on the German SCC Ordinance 

(published in June 2026)

https://www.vfa.de/standard-clinical-trial-template-3-

party-en.pdf
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▪ In addition to the 2-party contract template the associations involved in the SCC/model contract 

clauses published also a 3-party contract template based on the German SCC addressing the 

common situation where a site, a CRO and a sponsor are involved in the trial negotiations.

▪ This template will help to simplify negotiations even further also for this common constellation in 

clinical trials.

▪ The standard contract template is intended as a guide for drawing up a specific contract for 

participation in a clinical trial in the three-party contract model. 

▪ It is available for download in German and English –

https://www.vfa.de/standard-clinical-trial-template-3-party-en.pdf

▪ The new template was published on June 30th, 2026.

3-party standard contract template for clinical trials 

based on the German SCC Ordinance
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Summary
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▪ Currently contracting and renumeration with clinical sites is probably the biggest 
rate-limiting step that sponsors have in operationalizing clinical 
trials – in Germany and worldwide. 

▪ The new standard contractual clauses in accordance with Section 42d of the 
German Drug Law are a decisive building block for the simplification, 
harmonization and acceleration of clinical trials in Germany. 

▪ They aim to strengthen Germany in international competition, increase legal 
certainty and significantly reduce the administrative burden for all parties 
involved. 

▪ Their effectiveness will depend on how broadly and consistently they are 
implemented in practice - while at the same time remaining open to necessary 
exceptions in special study scenarios.

Summary
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▪ What changes? Standardized CTAs in Germany are in place!

▪ When? Mandatory for new CTAs contracted after 17 Dec 2025!

▪ Why? Faster start-up, less negotiation for CTA contracting!
More predictable country-level planning!

▪ Impact? Shorter timelines, more predictable delivery timelines! 
Reduction in CTA contracting friction!
Easier inclusion of multiple German sites!

▪ Opportunity? Standardized CTAs enable faster start-up of CTs in Germany!
Opportunity to strengthen Germany’s role in global trials!

Summary – important aspects for Clin Ops
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Thank you!

  
https://www.vfa.de/de/forschung-

entwicklung/klinische-

studien/standardvertragsmuster-

klinische-pruefung 

  

Dr. Thorsten Ruppert

E-Mail: t.ruppert@vfa.de 

Tel.: +49-30-2060-4305
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Standard Contractual Clauses 
(SCC) for Clinical Trials in 

Germany – A New Approach
A legal context

July 1st, 2026
Christoph Bertsch



Disclaimer

The views expressed in this presentation are those of the presenter 
and do not necessarily reflect the opinion, position, or policies of 
Bristol Myers Squibb (BMS). The presentation is for informational 
purposes only and is not intended as legal advice. Attendees 
should consult their own legal, regulatory, and compliance advisors 
for guidance specific to their circumstances. BMS makes no 
representations or warranties regarding the accuracy or reliability of 
the information provided.
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Constitutional context

Medizinforschungsgesetz/Medical Research Act Regulation for the simplification of the conduct 
and approval of clinical trials

- In force since Octobre 30th, 2024
- Enacted by the German Parliament
- National law
- Includes a multitude of improvements for medical 

research in Germany
- One of the improvements is the opportunity for 

the Ministry of Health to publish Standard 
Contractual Clauses for Clinical Trial Agreements. 

- In force since September 19th, 2025
- Published by the Ministry of Health
- Collection of most discusses clauses, not a full 

contract template
- Standard Clauses are mandatory, except both

parties agree to deviate
- Clauses include alternatives and do not provide 

details (such as reimbursement for inventions)
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Clinical Trial Agreement template

• Includes the mandatory Standard Contractual Clauses (SCCs) as 
published by the Ministry of Health (MoH).

• Transfer the Standard Contractual Clauses into a full contract 
template.

• Text of the contract template was developed and approved by a 
wide range of stakeholders, including university hospitals, 
industry associations, and clinical research networks.

• In the pipeline: template for CRO involvement and for medical 
devices.
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Legal Focus – Intellectual Property

• No automatic transfer possible under German law on employee 
inventions.

• Site will inform the Sponsor about invention and site needs to 
accept the invention (otherwise it falls back to the site).

• Under German law a reimbursement in some kind must be made. 
SCCs offer two alternatives:
• Later agreement (royalty or one-time payment)
• Fixed fee at transfer (to be defined)

• Universities have a right to use results for own, non-commercial 
research, teaching and patient treatment purposes (SCCs extend 
this to all sites).
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Legal Focus - Liability

• The MoH is using German civil law as a basis. For that reason the 
contract is only mentioning the limitations, but not the applicable 
standard rule.

• Applicable is §§ 276, 278, and 280 Germany Civil code (for both
parties)
• Liable for intent and negligence (but see limitation for slight negligence in the 

contract!)
• Negligence is defined as not applying the care required in usual business. 

(medical standards and guidelines apply, violation of these is likely to result in 
gross negligence)

• Liability includes representatives and agents that perform obligations on behalf 
of site, to the same extent

• This is no gap, but intended. Any attempt to include an additional 
liability regime will, most like, be pushed back.
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Liability – relevant German law

Section 276
Responsibility of the obligor
(1) The obligor is responsible for intent and negligence if a higher or 
lower degree of liability neither is laid down nor is to be inferred 
from the other subject matter of the obligation, in particular the 
giving of a guarantee or the assumption of a procurement risk. The 
provisions of sections 827 and 828 apply accordingly.
(2) Anyone acts negligently who fails to exercise the care required in 
business dealings.
(3) The obligor may not be released in advance from liability for 
intent.
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Liability – relevant German law

Section 278
Responsibility of the obligor for third parties
The obligor is responsible for fault on the part of their legal 
representative, and of persons of whose services they avail 
themselves in order to perform their obligation, to the same extent 
they are responsible for fault on their own part. The provision of 
section 276 (3) does not apply.
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Liability – relevant German law

Section 280
Damages for breach of duty
(1) If the obligor breaches a duty arising from the obligation, then the 
obligee may demand compensation of the damage caused thereby. This 
does not apply if the obligor is not responsible for the breach of duty.
(2) The obligee may demand compensation of damages for delay in 
performance only subject to the additional prerequisite set out in section 
286.
(3) Damages in lieu of performance may be demanded by the obligee
only subject to the additional prerequisites set out in sections 281, 282 
or 283.
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How do universities and study centres in 
Germany view the Standard Contractual
Clauses?
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German University Medicine (DHM) 
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German University Medicine 

represents a total of 

40 medical faculties 

and 

37 university hospitals.



German University Medicine (DHM) 

✓ ~ 2,2 Mio. inpatients p.a. (12,5% market share)

✓ ~ 12 Mio. outpatients p.a.

✓ ~ 33.000 hospital beds

✓ ~ 4.000 professorships

✓ ~ 40.000 scientists and MD

✓ > 200.000 employees in total
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Clinical Trials in Germany: Some figures

• WHO ICTRP: 7.609 running in Germany in 2025

(Source: Number of clinical trials by year, country, WHO region and income group (1999-2022))

• German Trial Registry (DRKS) : 2.489 newly registered in 2025

(Source: BfArM - Deutsches Register Klinischer Studien (DRKS) – Statistik)

• KKS-Network (2024): 1.125 in 2024

(Source: Zahlen und Fakten - KKS Netzwerk Koordinierungszentrum für Klinische Studien)

• Clinical Trials led bei UMC: ~3.000 started between 2009-2017

(Source: Institutional dashboards on clinical trial transparency for University Medical Centers: A case study 

| PLOS Medicine)

• Pharma-Trials in Germany (vfa, clinicaltrials.gov): 541 started in 2024

(Source: welche und wie viele Studien Pharmafirmen in Deutschland durchführen)
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Survey of voluntary SCC 2.0 in University Medicine
(Jan ‘26)
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Number of contracts has remained stable between 2023 and 2025 at around 
6.000 at 29 sites that have answered the survey
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Average duration until signature after voluntary SCC 
(2025)
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Fastest Agreements:

– 2023 Ø 24 days

– 2025 Ø 19 days

Slowest Agreements:

– 2023 Ø 378 Tage

– 2025 Ø 358 Tage
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Estimated reduction on contractual agreement duration when SCC are used 

from the start (2025)
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Perspective of University Medicine on SCC
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Full support by 
University Medicine

• DHM ist part of the SCC platform since 2016
• SCC are fully supported by all DHM-CEOs
• Additional contract templates and services

Many sites offer fast 
track for SCC

• Condition: Full set of SCC or SCC-contract 
template is applied without changes

• Spacers/details in SCC are provided as needed

Deviations from SCC 
take time

• Please highlight changes/deviations from SCC
• Deviations or only SCC-parts provided: Need 

for individual contract negotiations (i.e. time)
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Further Activities to Strengthen Clinical Trials in Germany

National Access to RWD 
from all UMC

Organises nationwide data and 
method platforms

Biobanking on Demand
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High-Tech Agenda Germany

https://hightech-agenda-deutschland.de/fileadmin/Redaktion/Media_Kit/Infomaterial/Infomaterial_EN/BMFTR_HTAD_Broschuere_EN_digital_barrierefreie_PDF.pdf
https://hightech-agenda-deutschland.de/fileadmin/Redaktion/Media_Kit/Infomaterial/Infomaterial_EN/BMFTR_HTAD_Broschuere_EN_digital_barrierefreie_PDF.pdf
https://hightech-agenda-deutschland.de/fileadmin/Redaktion/Media_Kit/Infomaterial/Infomaterial_EN/BMFTR_HTAD_Broschuere_EN_digital_barrierefreie_PDF.pdf
https://www.medizininformatik-initiative.de/en/start
https://www.netzwerk-universitaetsmedizin.de/en
https://www.netzwerk-universitaetsmedizin.de/media/user_upload/Ausfuehrliches_Konzept_Eine_Biobank-Plattform_fuer_Deutschland.pdf


Frank Wissing, T. 030/6449 8559 0, verband@medizinische-fakultaeten.de

Thank you for your attention!



Joint recommendations for establishing 

a total services calculation for 

remuneration related to the conduct 

of a clinical trial in a trial center

(Version: May 2025)

https://www.vfa.de/download/empfehlungen-

gesamtleistungsrechnung-en.pdf
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…core items:

▪ The services to be remunerated by the sponsor include all services in direct connection with 

the clinical trial that are provided to or with the patient, such as a consultation (patient 

information), blood draws, physical and instrumental diagnostics, ECG, etc., and the preparation 

of necessary trial-specific documentation (reports, certificates). 

▪ Other costs also need to be considered; these are likely be covered by lump sum payments 

and include items such as electricity costs, telephone/fax/internet, office supplies and the use of 

other existing materials and facilities. 

▪ If the remuneration is based on this recommendations, no percentage lump sum surcharge 

(so called “overhead”) should be demanded/accepted. 

▪ Ban on possible double billing: No additional remuneration would be made for standard of 

care activities that were already reimbursed by the German health insurance funds.

▪ NOT MANDATORY!

Joint recommendations for remuneration… 
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Thank you!

  

  Questions?

Dr. Thorsten Ruppert

E-Mail: t.ruppert@vfa.de 

Tel.: +49-30-2060-4305
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