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At Teva, protecting sensitive information is an essential. This presentation is classified as containing 
public information and contains views of my own and not those of any company, employer, or 
organization associated with me. 

Public is non-sensitive information that can be used outside of Teva after the approval of the 
information owner. This information was created for knowledge sharing purposes during the Industry 
and Regulatory joint Association of Accessible Medicines (AAM) GRx+Biosims Conference in Bethesda, 
Maryland on October 21, 2024. 

Note: this presentation was drafted using Microsoft Co-pilot with personalized updates. 
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 “Nearly 9 of 10 prescriptions filled in the US today are for generics”. 2

 “A single generic competitor alone can reduce prices by 30%, and competition among five 
generics has been associated with up to 85% lower prices.” 4

 “More than 131 million people, that’s 66% of US adults use prescription generics medicines.” 
3
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Market Demand 
Instability 
• Consolidated purchaser market
• Restrictive insurance plans  

Regulatory Hurdles 
• Increased reporting
• Generic Approval Competition 
• DEA Quotas & Allocations 

Increasing Pricing & 
Economic Pressures 
• Thin margins
• Manufacturing Complexity 
• Supply Chain Vulnerabilities 
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From a regulatory perspective….. 

• Change approach to benefit/risk assessments that allow more generics on the market in 
instances of prolonged drug supply interruptions and longer-term drug shortages. 

o Drug shortage support incentives 

• Enable faster access to US patients with generic medicines approved by non-US trusted, 
competent authorities. 

o Shift beyond regulatory discretion & enable other regulatory approval pathways  

o Aligned regulatory reviews across countries, one voice of quality (1VQ)
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From an industry perspective….. 
• Continue e2e product lifecycle derisking programs and build quality and compliance 

fundamentals into everything we do

• Invest in talent capabilities, build knowledge management programs and share 
lessons learned, avoid reoccurrence. 

• Proactively identify signals, intervene and mitigate, monitor and sustain CAPA 
effectiveness 

• Invest and modernize manufacturing software, instrumentation, equipment and 
facilities 
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