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VACCINE & DRUG PRODUCT DEVELOPMENT

Preclinical Phase 1 Phase 2 Phase 3 Marketing Phase 4
Discovery Development & Clinical trials Clinical trials Clinical trials Authorization/ Clinical trials
IND enabling studies (characterization) (efficacy) (safety & efficacy) WHO PQ & post marketing

Materials used in research Materials associated information used in assay development, product QA/QC, testing, release
(biological materials, clinical samples,
pathogens) GCP, GLP & cGMP clinical materials, initial commercialization production Commercial cGMP manufacture

PIP Framework (Influenza) Helsinki Declaration, ICH Guidelines CGP E6(R1), WHO Prequalification, SRA & National
. . . . WHO Handbook for Good Clinical Research Product Registration Regulations
UN Convention on Biol. Diversity

Legal requirements for transport, import, export of materials requiring biorisk management

Development

Biological
Materials

WHO Emergency Use Assessment & Listing (EUAL) / US Sec of HHS declaration for EUA eligibility
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Regulatory Incentive Programs: priority review, mechanisms, orphan eligibilities, accelerated, breakthrough, fast track

IHR (2005) PHEIC declaration by WHO DG

Pricing & Access Considerations
Stakeholder incentives/disincentives (Member States, MOHs, Manufacturers, Sponsors, Public Health NGOs)

Ownership, Use Restrictions & Intellectual Property Considerations

Considerations

Insurance & Funding




