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of the 

Offke of Generic Drugs 
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Acting Director 

Office of Generic Drugs 

February 5,200l 

Office of Generic Drugs’ 
Mission Statement 

To ensure through a scientific and 

regulatory process, that generic drugs 

are safe and effective for the 

America1 1 public. 
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Did you know that Generic Drugs.. . 

I Are safe and effective alternatives to brand 
name prescriptions 

Can help both consumers and the government 
reduce the cost of prescription drugs 

Are currently used in 43% of all prescriptions 
dispensed 

Save an average of $45.50 for every 
prescription sold 

And... 

Currently save consumers $56.7 billion/year 

Can save consumers an additional $1.32 
billion/year for every 1% increase in the use 
of generic drugs 

Can save consumers an additional $22 
billion/year if generic drug alternatives were 
used in 60% of all the prescriptions sold. 

Source: National Association of Pharmaceutical Manufacturers, December 15,200O 



OGD Eras 

1989 1991 1493 1965 1997 1999 2600 2001 

OGD 
Organizational Structure and 

Operations 
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Office Of Review F&nagement 

Sandra Kweder. M.D. (Actg.) 
Office of Pharmaceutical Science 

Helen Winkle,( Actg) 

Office of Generic Drugs 
I 

Deputy 
Director (Actg.) 

Robert West 

Associate Director Associate Director 
for Medical Affairs for Chemistry 

Mary Fanning, M.D. Frank Holcombe, Ph.D. 

, 
I I 

Director (Actg.) Director Director Director 
Division of Labeling Division of Division of Division of 
& Program Support Chemistry I Chemistry II Bioequivelance 

Peter Rickman Rashmikant Pate], Ph.D. Florence Fang Dale Conner, Pharm.D. 
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Breakdown of Onboard FTEs - OGD 

ta; Total 141 
Chemists 65 

Pharmacologists 15 

Pharmacists 37 

Medical Officer 1 

Math Statistician 1 

Microbiologists 4 

Computer Specialist 2 

AdminBupport Staff 16 

No positions are funded by User Fees December 31,200O 
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Receipts of Original Applications 
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CMC Supplements 

---.-----lll 

I9SS 1997 1998 ,999 2000 

Calendar Year Totals December 31.2OW 

Calendar Year 
Median Approval Times 

------....--......_.____________________--~ 

1995 1996 1997 1998 1999 2000 

CalendarYear December 31.2000 



r 

, 

Public Perception of Generic Drug Products 
“Generic Drugs are Safe, Effective Alternatives to Brand Names ” 

a Working with Trade Associations 

Internal Efforts 

Establishing Ties with Outside Organizations 

Physicians 

Pharmacists 

Public 

Into the Future 

Continue emphasis on communication with 
industry 

Next OGD-Industry Meeting >Spring 200 1 
Controlled Correspondence 
Web Initiatives 

m Move forward with review refinements 

Emphasize quality of work life/training for 
OGD staff 

Focus on Science Base 
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