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Dear Dr. Von Eschenbach: |

The American Academy of Orthopaedic Surgeons (AAOS/Academy),
representing over 19,000 Board certified or’thopaedic surgeons, welcomes the
opportunity to comment onzthe open public hearing “Consumer-Directed
Promotion of Regulated Medical Products” [Docket No 2005N-0354]. The
Academy appreaates the efforts of the FDA to facﬂrtate the hearmg ina
transparent manner in which stakeholders ‘were mv1ted to present their
perspectives in a pubhc forum. .

The FDA has the difficult task of balancmg Frrst Amendment rrghts with the
protection of pubhc health. CL rrently, the United States is the only country
allowing direct-to-c onsumer (DTC) advertlsmg and marketing of regulated
medical products, and the nﬁumber and breadth of marketed products continues
to grow. ‘

The AAQS has closely followed the actlons of the FDA on consumer-drrected
advertising. To date, the FDA 1ssued a draft gurdance document in 1997 and a
final guidance in 1999" on: consumer~d1rected broadcast advertrsements requiring
that advertising for medical produets must not be false, mlsleadmg, or lacking in
material facts. Fair balance of rlsks and benefits must be presented in a brief
summary of the adverse event, proﬁles, contramdmatrons, warnings, and
precautions. In 2004, the FDA followed with guidance on the brief summary
requirements, consumer- drrected broadcast advertising of restricted devices, and
help-seeking and. dlsease awareness_commumcatlons by drug or device firms.?
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The Academy contmues to haye e ‘ncerns about the DTC adverusmg and

marketing of restr1cted medlcalf broducts. In 2004, AAOS appointed a BOard of
Directors level Task Force and rssued a posmon statement on device and drug
DTC advertrsmg issues. An AAOS Fellow is currently assessing data froma
survey on DTC advertlsmg m the orthopaedlc commumty the Academy eagerly 3
awaits the results as there is no'pubhshed hterature on the nnpact of DTCon
orthopaedlcs to date e , : ~

The Academy supports the FDA’s 1nvest1gat10n into re htory iriterpretaﬁons of
DTC promotions in their efferts to protect the. pubhc
continues to examine DTC and its subsequent effects "physlcmn-patlent
relanonshlp and beheves that the pmmacy of the phy31c1an-pat1ent relationship is
sacrosanct. Phy51c1ans and patlenrs are partners in health care and must reach

_informed decisions togethera ke

The Academy will limit its,c 11 ments to the follomng . :

=  DTC advertising and ma rketmg may have posmve consequences, .

» Patient education is vital to pubhc health; s

*  DTC advertising and marketmg have negatlve c:ensequences,

= AAOS encourages the FDA to reorgamze the1 mtemal processes and

 structure; ‘ " . ~

= AAOS supports the efforts of the FDA to refm .;11' regulatory authorlty
for DTC advertised medlcal products; .

= AAOQOS supports a pro]:ubltlon on DIC advertlsmg and marketmg of

~ restricted medical products : ”chﬂdren and

* AAOS supports more resear hoon the effects of DTC adverhsmg and |
marketlng of restrlcted med al products :
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"d;orthepaedic study suggest srgruﬁcant i
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