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Agenda 


• 

• 

• 

• 

• 

• 

• 

Introductions 

Company Philosophy 

Update on Corrective Actions 

Cleaning and Sanitation Update 

Sampling and (b) (4) Procedures 


Path Forward 

Dialogue and Discussion 
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Introductions 


• 	

• 	

• 	

• 	

• 	

• 	

Paul Kruse, President and 
CEO 

Greg Bridges, Vice 
President Plant Operations 
Paul Prazak, Brenham 
Manager of Plant 
Operations 
Andy Kollman, Director of 
Quality Assurance & Food 
Safety 

Marty Kilgore, Broken Arrow 

• 

• 

• 

Facility, General Manager 
Kevin Wood, Sylacauga 
Facility, General Manager 

Gary Jay Kushner, Partner, 
Hogan Lovells 

Elizabeth Barr Fawell, 
Counsel, Hogan Lovells 

Brian D. Eyink, Associate, 
Hogan Lovells 
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Company Philosophy 

• 	

• 	

• 	

• 	

Broad, comprehensive approach to corrective and 
preventive actions 

Looking well beyond the observations in the 483s 


Cooperation and transparency 

Committed to getting this right 
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Update on Corrective and Preventive Actions 


• 

• 

• 

• 

Key Infrastructure and Equipment Changes 

SOPs, GMPs, and HACCP Plans 

Supplier approval program 

Employee training 
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Cleaning and Sanitation 

• 	

• 	

• 	

• 	

Deep cleaning throughout all facilities 

(b) (4) and sanitization of 
equipment 
~b)(4) 

Special startup sanitation procedures 
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Sampling and Test and Hold Procedures 

• 	 Environmental testing program 
-

-

Zones 2-4 

Corrective actions for positive samples 

• 	 (b) (4) program 
-

-

-

-

Food contact surfaces (i.e., Zone 1) and fin ished product 

Testing for Listeria monocytogenes 

(b) (4) pending negative resu lts 


Intensified sampling if positives found 
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Path Forward 


• 	

• 	

• 	

Blue Bell is committed to ensuring FDA and the 
States are comfortable before resuming operations 

Until then, (b) (4) will not begin 

Tentatively planning to begin at Sylacauga facility 
-
-

(b)(4) 

(b)(4) 


• 	 Plan to begin (b) (4) to evaluate and 
refine procedures 
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Dialogue and Discussion 
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Hogan Lovells has offices in: 
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Baltimore 
Beijing 
Brussels 
Budapest* 
Caracas 
Colorado Springs 
Denver 
Dubai 

Dusseldorf 
Frankfurt 
Hamburg 
Hanoi 
Ho Chi Minh City 
Hong Kong 
Houston 
Jakarta• 
Jeddah* 
Johan nesburg 

London 
Los Angeles 
Luxembou rg 
Madrid 
Mexico City 
Miami 
Milan 
Monterrey 
Moscow 
Munich 

New York 
Northern Virginia 
Paris 
Philadelphia 
Rio de Janeiro 
Riyadh* 
Rome 
San Francisco 
Sao Paulo 
Shanghai 

Silicon Valley 
Singapore 
Tokyo 
Ulaanbaatar 
Warsaw 
Washington DC 
Zagreb* 

"Hogan Lovells" or the "firm" is an international legal practice that includes Hogan Lovells International LLP , Hogan Lovells US LLP and thei r affilia ted businesses. 

The word "partner" is used to describe a partner or member of Hogan Lovells International LLP, Hogan Lo vells US LLP or any of their affiliated entities or any employee or consultant with equivalent standing. Certain individuals. who are 
designated as partners. but who are not members of Hogan L ovells International LLP. do not hold qualifica tions equivalent to members. 

For more information about Hogan Lovells, the partners and their qualifications, see www.hoganlovells.com. 

Where case studies are included. results achieved do not guarantee similar outcomes for other clients. Attorney Advertising. 
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