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February 28, 2006 v 

Andrew C.;Von Eschenbaclz, M.D . 
Acting FDA Commissioner 
Division of Dockets Management (H FA-305) 
Food and Drug Administration (FDA) 
5630 Fishers Lane, Rm. 1(1G1 
Rockville, MD 20852 ; 

Dear Dr, Von Esehenbaclz: 

The American Academy of Orthopae-dic Surgeons (AAOS/Acaderny), 
representing over 19.000 Board certified orthopaedic surgeons, lVelcomes the 
opportunity to comment on the open public hearing "Consuxzier-D:ffected 
Promotk.)n of Regulated Medical Products" [Docket No . `?005N-0354] . The 

' Academy appreciates the efforts of the FDA to facilitate the heanng in a 
transparent manner in which stakehc~lders were invited to Present t1heir 
perspectives in a public forum. 

The FDA has the difficult task of balancing First Antrndinent rights with the 
protection of public health. Currently, the United States is the only country 
allowing direct-to-consumer (DTC) advertising and marketing of regulated 
medical products, and the number and breadth of marketed products continues 
to grow. 

The AAOS has closely followed the a ctione of fhe FDA on consuCrier-direeted 
advertising. To elate, the FDA issued a draft guidance document in 199? and a ; 
final guidance in 19991 on consumer-directed broadcast advertisements requiring 
that advertising for medical prociuct .; must not be false, misleading, or lacking in 
material facts. Fair balance of risks and benefits must be presented in a brief 
summary of the adverse event profiles, cot itraindications, warnings, and 

' precautions. In 2004, the FDA follolved with guidance on the brief summary 
requirements, consumer-directed broadcast advertising of restricted devices, and _ 
help-seeking and disease awareness communications by drug or device firms.2 
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The AAOS strongly encourages the FDA to~ streamline their inter:na[ processes . 

While it :is important to provide a solid legal foundatiori for regulatory actions, 

the FDA has become encumbered in its legal review of documents. Internal 

processes should be more efficient with only the most important matters 

designat,ed for the review of Chief Counsel. Regulatory enforcement actions, 

guidance document development, and rulemaking are all hai.-lipered by lengthy 

legal review. 
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