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Dear Sir or Madam: 

Abbott Laboratories submits the following comments regarding FDA’s advance notice of 
proposed rule making (ANPRM) on needle-bearing devices, published in the Federal 
Register on June 20, 2002 at 67 FR 4189. 

Abbott applauds FDA’s efforts to seek public comment and obtain additional data and 
information regarding needle-bearing devices. We endorse the efforts of OSHA and the 
Joint Committee on Accreditation of Healthcare Organizations (JCAHO) to reduce 
needle-stick injuries. Abbott supports the development of voluntary consensus 
standards developed with expertise from FDA, manufacturers, users, and standards 
organizations. 

We note the Agency has banned only one device to date. Therefore, we recommend 
the Agency thoroughly consider the risk and benefits of needle-bearing devices, 
available controls, and methods to optimize safe use in its decision-making process. 
Further, we recommend any review of this issue consider personal use devices 
separately. 

Thank you for the 
questions, please 
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Sin erely, 
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Douglas L. Sp rn 

opportunity to provide these comments. Should you have any 
contact April Veoukas at (847) 937-8197 or by facsimile at (847) 938- 

Divisional Vice President 
Corporate Regulatory Affairs, Abbott Laboratories 
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