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Adv~. . et;d 
!?danced Medical Technology Association 

February 2$, 2006 , 

Division of Dockets Management (HFA-3()5) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, ̀ MD 20852 

Re: Docket No. 2DOSN-4354 ; Cons u rn~r-ffirected Promotion of Regulated Medicinal 
Products ' ' 

Dear Sir or Madam: 

These comments are submitted on behtlil' ofthe Advanced Nledicai Tec1inology 
Association`(AdvaMed) : Adv-a`~ed is the \N°c5r1d's largest associitivn representing 
manufacturers of medical &N ices . diagnostic prociuc!:s, and medicUl, ini-ornnation systems . 
AdvaMed's more than 1300 jneml,er;~ and subsidiaries xnanufactiiFe nf O_rl-v 90 percent of 
the $75 billion of health care tecllllolog.v products purchased annualkip,, ti-le United 
States, and more than 50 percent of the,-; 175 billion purchased annualk., around the 
world. AdvaMed members range from ~~he !ar;~est to the srnallest unc:dicaJ_ technology 
innovators and companies . -More than 70 percent oZ oor anenuY3: ; .s liave less than $30 
million in domestic sales anniiail ti' . 

AdvaMed appreciates the opportuility~ to present the device industry perspective on 
consumer-directed promotion of regulated medicinal products. specifically restricted 
medical devices. Although relative ntv comers to ci irect.-to-ccnsUnic;: j)TC) advertising, 
our members recognize .the benefits o± s)TC pi-c,nzotion an.d fidf 1N support DTC 
advertising of restricted devices in broadcast and print as a 1-vay of increasing consumer 
awareness and understandino of devices and getting thetn rsiorc involved and informed in 
their own treatment options. 

~ .'~IER t")'!%ER1'ISING GENERAL COMMENTS T'~ ON DII2LCT-T(?-CONSdT 

In considering DTC promotion. it i , inloortant to distinguish bettivcen ii,~aterials provided 
to healthcare professionals and In ater:Qis pro-v, ided to con sumers . N:.scoontne 
information provided in the September 13, 2005 FerJcrcrl Register :Vo/ice. we believe 
FDA's focus on DTC promotion<t1 materials provided to non-1lealthcar-e consumers is 
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RESPONSES TO 'I-'HE SPECIFIC QUESTIONS 

Does current D 7'Cprosstodior~ 
products in an accurate, non . 

Device manufacturers comply with th 
statement' and -a brief statement of t 
warnings, precautions, side-effects, a1 
the part of manufacturers to present tl 
accurate. non-misleading, and baLancc 
language deemed acceptable to coil7ir 
However, because most of device risk 
healthcare providers, AdvaMtd belie, 
to present risk information in the brie 

Use of certcaiar stcandcrrtd acfvertisinZa ,s 
FBA has questioned whether the use ( 
about the risk-benefit tradeoffs of rest 
disclosure of the use of non-patients ( 

' certain parts of the information be su~ 

With respect to celebrity r endorsers, w 
garnering attention for device therapiF 
or device therapies where there arc no 
believes that some of the Federal Trac 
regarding endorsements and testimoni 
non-misleading advertising in the end, 
include : (1 j The endorsement must re 
the endorser, (2) Endorsers represente 
product should be actual users of the f 
be disclosed: (3) The statements b'y th, 
representations were made by the -advE 
truth of the endorser's stateinents,'and 
substantiated by the advertiser cannot 
be true, particularly in the area otheal 
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>ks of using met-fical 
understandable way? 

pent to provide "a true 
;e and relevant 
licxe is great effort on 
thei : device in an 
`DA specifies the 
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i is generally directed at 
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