FINPEDMED/NORDICPEDMED - Service Request Operational Model (2024)
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Service request: b
Sponsor (Academic or Industry) selects target countries and fills the e-Service Request and submits CDA
template (if needed) via NORDICPEDMED.com website by selecting preferred services: 1) Service
Request for new trial or 2) Consultation https://finpedmed.fi/en/services/service-requests/ ._-I
L N
ﬂ?DA - Confidentiality Agreement: \ | |
1) One submitted CDA will be reviewed for HUS Group by HUS Lawyers and signed by the Director of | |
HUS New Children’s Hospital for HUS Group. | [
2) Ifthere is a need to have additional CDAs from other sites / countries, these are reviewed and | I
signed per site / per country individually. FINPEDMED/NORDICPEDMED Office can distribute the
CDA template to other Finnish sites or to other Nordic Countries via NORDICPEDMED Country I |
Coordinators. I
3) All sites / countries will review the CDA independently and negotiate directly with the sponsor as I I
\ needed / required by local practice and laws. NORDICPEDMED Office does not need to be in these/ : |
e = ~ 1
Other Requests — New Clinical trial / new study — Option 1: I I
1) FINPEDMED/NORDICPEDMED Office distributes the Service Request to those Experts the Sponsor
have been identified / requested. | |
2) FINPEDMED/NORDICPEDMED Office collects the replies from interested Investigators and informs | |
the Sponsor about the result: How many of the targeted investigators (and sites) have been identified I |
and who have accepted the offer and wiling to collaborate with proposed trial / study. Further I
\communication can be done directly with the selected investigators and sites. / : :
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CA - Consultation Agreement (NOTE: Operational Only for Finland and Finnish Experts) — Option 2: [ [
1) Sponsor submits Service Request - option 2 — and requests consultation. The sponsor can propose 1
certain experts by name or request only by using Therapeutic Area or Condition. I 1
2) FINPEDMED/NORDICPEDMED Office distributes the Service Request to those Experts the Sponsor have | | !
been identified / requested. | [ :
3) FINPEDMED/NORDICPEDMED Office collects the replies and informs the Sponsor about the result: I .
How many of the targeted Experts have been identified and who have accepted the offer, and wiling to I I
collaborate with proposed consultation task, and starts preparing the CA for all parties together with | | I
N Clinical Research institute Helsinki University Hospital (CRI HUCH Ltd.) | Ll
I
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Electronic Request (electronically 2 | |
service r\equesl through the systern, to 'S -
+ Confidentiality investigators a!'ld_ Experts I I
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. S~ INVESTIGATORS AND EXPERTS | |
o FINPEDMED OFFICE e | |
FINPEDMED Office callsted Answers provided by the investigators to the request are sent to I I

FIMPEDMED database electronically. Expert names are included
only in YES (= interested in request) -replies and Confidentiality
Agreements and Consultation Agreements. [nvestigators and Ex-
pert have access to the FINPEDMED System database o see the
contents of those Service Requests sent to them personally - only
those - by using personal user names and unique passwaords.

respanse to the Sponsor

Report
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CA - Consultation Agreements by CRI HUCH Ltd.: ¢ = == == == = = = =

The CRI HUCH Ltd. will manage the CA and organizes both signatures and all the
related invoicing for Sponsors and payments to Experts. FINPEDMED/NORDICPEDMED
Office receives the final fully signed CAs for the HUS registry. Experts sends the Report
(or completes the task other way) directly to the Sponsor.
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