Overview of required documents for Local Feasibility

Local Feasibility procedure without Site Suitability Declaration
Verklaring Geschiktheid Onderzoeksinstelling (VGO)

This procedure will expire when the VGO is mandatory (01 November 2021 for research involving

medicinal products; for other research date is unknown, but in the course of 2022)

Radboudumc is the sponsor (‘verrichter’)

Radboudumc is participating center

Application via PaNaMa

‘VGO ja/nee’ on Tab General/Algemeen must be set to ‘no’.
Complete the task ‘Aanvraag lokale uitvoerbaarheid’.
Below is a list of documents/information to be uploaded.

Application via PaNaMa

‘VGO ja/nee’ on Tab General/Algemeen must be set to ‘no’.
Complete the task ‘Aanvraag lokale uitvoerbaarheid’.
Below is a list of documents/information to be uploaded.

Positive decision MREC

Positive decision MREC

Positive decision Competent Authority

If applicable (only in case of research with medicinal
products). This only applies to research involving medicinal
products submitted to MREC/CCMO before November 1,
2021. Research submitted after 1 November 2021 must follow
the VGO procedure

Positive decision Competent Authority

If applicable (only in case of research with medicinal
products). This only applies to research involving medicinal
products submitted to MREC/CCMO before November 1,
2021. Research submitted after 1 November 2021 must follow
the VGO procedure

A-number of the Clinical Trial Agreement
Assigned by the Valorization Department Radboudumc

A-number of the Clinical Trial Agreement
Assigned by the Valorization Department Radboudumc

Protocol Protocol
Final, MREC-approved version Final, MREC-approved version
ABR form ABR form

Final, MREC-approved version

Final, MREC-approved version

Radboudumc subject information and Informed
Consent Form: final, MREC-approved version.
Always use the last template version of the CCMO
Radboudumc-specific information: see SOP Obtaining
Informed Consent, §1.1, last bullet

Radboudumc subject information and Informed
Consent Form: final, MREC-approved version.

Will be provided by the sponsor, with addition of the
Radboudumc-specific information: see SOP Obtaining
Informed Consent, §1.1, last bullet

Data management plan*

Not applicable

Monitoring plan*

Not applicable

Declaration of expertise*
Concerning BROK-registration a.o.

Declaration of expertise*
Concerning BROK-registration a.o.

Radiation Ethics form*

Approved by the clinical physicist of the Radboudumc. In case
there is a higher dose of radiation for the volunteer subject in
the context of the study

Radiation Ethics form*

Approved by the clinical physicist of the Radboudumc. In case
there is a higher dose of radiation for the volunteer subject in
the context of the study

Not applicable

Billing Information formulier*

For the local feasibility costs of € 1.500,-- (excl. VAT) in case of
geldstroom-4 projects - if a (pharmaceutical) company is the
sponsor of the study

* For Radboudumc employees templates of these documents are in the Integral Quality System (1QS).

The Service point Local Feasibility checks the documents for completeness and accuracy. You will be contacted in case of

questions.

Revision 9.0 d.d. 021121 WVE - this document is used for the overview on the RTC CS intranet/internet page



https://www.radboudumc.nl/en/research/radboud-technology-centers/clinical-studies/local-feasibility/steps/step-2
https://www.ccmo.nl/onderzoekers/standaardonderzoeksdossier/e-informatie-proefpersonen/e1-e2-informatiebrief-en-toestemmingsformulier-proefpersonen
https://qportaal.umcn.nl/iProva/iDocument?DocumentId=a2615351-9832-46ab-a4c7-40126bfb19fb
https://qportaal.umcn.nl/iProva/iDocument?DocumentId=a2615351-9832-46ab-a4c7-40126bfb19fb
https://qportaal.umcn.nl/iProva/iDocument?DocumentId=a2615351-9832-46ab-a4c7-40126bfb19fb
https://qportaal.umcn.nl/iProva/iDocument?DocumentId=a2615351-9832-46ab-a4c7-40126bfb19fb
https://qportaal.umcn.nl/iProva/iDocument/?DocumentID=97cd791a-adda-4f86-9e59-4e8f6bd4cce8

