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Expedited Review of Clinical Trial Agreements (“Fast Track”)

In connection with the FAST-EU pilot project, we are offering clinical trial sponsors a new service for the expedited
review and execution of clinical trial agreements, effective July 1, 2026. Our goal is to streamline start-up processes as
much as possible and enable studies to begin sooner.

Under the “Fast Track” program, we guarantee complete contract review, budget approval, and final signing within 10
weeks of receiving a complete draft.

Fees for Expedited Review
The “Fast Track” service is subject to an increased start-up fee of 70,000 CzK, payable upon signing the contract.

Conditions for Using the “Fast Track” Service

To have a study included in the expedited process, the following conditions must be met:
*  Clinical trial approval via FAST-EU
* Complete documentation: Submission of a complete draft contract and budget.
* Use of Approved Contract Templates: The draft contract must comply with one of the following options:
* Use of avalid framework agreement concluded with MOU.
* Useof a contract template with the sponsor that has been successfully negotiated, approved, and

*  Use of the Ministry of Health of the Czech Republic’s national template for clinical trials withoyt any
modifications. The only attachment is the budget table.

* Clear budget: The budget must include the amounts published in the excerpt from the internal price list on the
MOU website

*  Start-up questionnaire: Submission of a fully completed start-up questionnaire simultaneously with the draft
contract.

* Internal approval: Inclusion in the “Fast Track” program is subject to approval by MOU. The sponsor will receive
confirmation of the possibility of expedited review from the contact person listed below within 3 business days
of receiving the proposal.

The contract may be signed even before receiving the decision on KH approval, which must be submitted prior to the
SIV.

If the above conditions are not met (e.g., submission of incomplete documentation, the need for extensive revisions to
an unapproved template, long response times from the other party, or disagreement on the budget), the contract
review will automatically be transferred to the standard process and subject to the standard fee.

Contact:
Mgr. Michaela Hanakova
michaela.hanakova@mou.cz
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Approved by: Assoc. Prof. Radka Lordick Obermannovd, Ph.D. (Head of the Clinical Trials Unit)
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