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Definitions

Sponsor

An individual, company, institution, or organisation which takes
responsibility for the initiation, management and/or financing of a
clinical trial.

Contract Research Organisation

An individual or organisation which are contracted by the sponsor to
conduct one or several of the sponsor’s trial related duties and
functions.

The ultimate responsibility for the quality and integrity of the trial data
always resides with the sponsor (GCP).
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CRO - from drug screening to market




Why outsourcing?

« Lack of internal capacity/
expertise/geographic coverage

« Strategy/Policy to outsource certain
steps/programmes/geographic areas
— (eq. toxicology programme/phase one/the Nordics)

* Globalisation-consolidation
« Strategic alliances
« Costs savings



Reqguest for services- here it starts

* Define the need of services in a RFP (Request For Proposal)

* RFP to contain Study outline incl schedule of events, study assumptions,
timeplan, instructions and specific questions

e |dentify 3-6 CROs:
- Earlier knowledge (collaboration)
- Geographical coverage
-Therapeutic experience
- Niche provider
- Size, finance stability etc




Reqguest for services- here it starts

e Same information to all CROs
 Bid Defense Meeting(s) final candidate (back up)
e Assessment visit / audit

« Define final list of responsibilites, budget and timeplan  Contract




The contract

sList of responsibilites (scope of work)
*Signed Contract before the trial starts

* Project plan

e Time plan (mile stones)
e Budget
 Don't forget about details

OQA



Managing CROs

» Identify primary contacts at CRO and Sponsor

« Communication plan
- Who? What? When? How?
- Status report (Frequence, content?)
- E-mail and telephone policy

» Sponsor/CRO-integration and team work

» Kick-off-meeting (also 3rd parties)

* Risk management- contingency plan



GCP

5.2 Contract Research Organization (CRO)

* A sponsor may transfer any or all of the sponsor® trial-related duties
and functions to a CRO

* The ultimate responsibility for the quality and integrity of the trial
data always resides with the sponsor

« The CRO should implement quality assurance and quality control.

« Any trial-related duty and function that is transferred to and assumed
by a CRO should be specified in writing.

« Any trial-related duties and functions not specifically transferred to
and assumed by a CRO are retained by the sponsor.

(TES)
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*CRO-market is mature and competitive.
It is important to select the right CRO for your trial

Initial price compared to quality and final cost (time plan etc)
CRO'’s process and "SOPs” ("Standard Operating Procedures”)
Own personnel and/or sub consultants?

Education and support for the CRO-personnel

Substitute in case of sickness/vacation?

Staff turnover

CRO stability (financial)

Earlier experience, references

*Project team

Often the individuals are the most important _ _
Who are they? What experience do they have? Will the collaboration work smoothly?






