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EVOLVING ROLE OF CRO

CRO A person or an organization (commercial, academic, or other) contracted by the sponsor to perform one or
more of a sponsor's trial-related duties and functions (ICH GCP 1.20)
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Discovery and Development
Research for a now drigg begins in the laboratory.

Preclinieal Research
Drugs undergo laboratory and animal testing to answer

basic iiostiom about safety.

Clinical Research
Drugs are tested on people to make sure they are zafe and
effective

FDA Review
FDA review teams thoroughly exarnine all of the
submitted data related to the drug or device and make a

decision to niii.'fl\'@ Or not to approve it

FDA Post-Market Safety Monitoring
FDA monitors all drug and device safety once products
are available for use by the public.

Wait on
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Partner in Drug
Development

Pivotal studies for regulatory approval
Academic Research

Drive innovation
Technical/scientific input



CLINICAL TRIAL PROCESS

FSID

*CDA
*SIF

Selection

* Patient
population
* Site facility

Start-up

*EC/RA
submission
*CTA

* Site preparation

Inititation

* Study training
* Study plan
*ISF

Monitoring

e Recruitment
*SDV

* EC/RA reporting
e Database lock

Close Out
* Archiving



CLINICAL TRIAL EXPERIENCE

= Phase Il Rotavirus Vaccine

= Phase Ill Rotavirus Vaccine

= Phase lll Moderate to Severe Covid-19

= Phase Il/1ll Mild to Moderate Covid-19

= Happy Grow on Parental Knowledge and Self-Confidence

= Phase Il Covid-19 Vaccine in Adolescents




TIPS FOR SUCCESSFUL COLLABORATION

é’“‘ Communication
Coordination

) Continuous Improvement



