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'I'hank you for the opportunity lo speak on behalf ol' the National 1icsca1.ch (Icntct for M'o~l~un 
& 17amilics, an indcpcndent, non-profit think tank dedicated to improving the health and 
safcty of women, children, and fanlilics. 

Fundi~ig for the FDA 

All Americans rely on the I;DA lo keep us safe and we believe that, like other essential 
scsviccs, [he FDA should be fully fundctl wilh government appropriations. Since the uscr l'cc 
system is currenlly a fact of life, i t  is cssclil.ial  hat lhc FDA make it clear in wf~al they say ancl 
do that industry funding does not influerlcc approval decisions or othcr regulatory decisions. 
Unfortunately, the current system, focuscd o n  meeting industry goals, is unclct-mining (he 
cl'fcctivcness and morale of the 171.)A for all ils other rcsponsibilitics, inclutling Ihc public 
health and safcty. 'I'hat is why we continue lo endorse legislation ~)roposcd by Itcp. Mauricc 
I-linchey that. the funding from uscr fccs bc ~)roviclcd lo the 17DA with n o  strings iiltachcd. 

Wc are pleased rhar ~ h c  I'rcsiticnt's 1;Y 2008 btldgct request woultl increase ( ' ~ t ~ i c l i ~ ~ g  (or tllc 
I;IlA. Unfortunalcly, i t  is only cnough to allow the FDA to contil~uc to trcad watcs. 11 is not 
enough to makc up for inadcquarc f~tntlirig for so many years, nor to bring lhc 1;l)A to thc 21 " 
ccnrury in rcrrns of a fully funclioning infraslr i~ct~~rc.  

As a result of I'IIIJITA, drugs arc being al)provctl nlore quickly, bill the safcguartis to prolccl 
(he public hcallt~ arc weakened. I'1')lIl:A Ilas piit 2111 ils emphasis o n  meeting intirlstry goals. 
ilntl tiot to mecling public hcaltll goals. 

'I'hc tentative PDlJ12iZ IV agrccrllclll calls for at1 incrcasc of about $29 rnillioil for safcty 
efforts and setnovcs [he tirnc l i r r ~ i ~  on ~ h c  usc of PI.)UI:A funds for posl-rnarkcl sat'cgual.ds. 
'Those arc good chat~gcs,  bur 11ot cnortgh to protect the public -- which is, 21frcr all, its rna~lti:~rc. 
&'c support thc Insti1utc of h/ledicinc's rccotntncndalion of more t!latl $100  nill lion for nu+: 
safcty a11d sc ic~~i i f i c  rcsousccs. 'l't~al. tncaris that the I'IllJ17A IV agreement is ~inacccpta1)lc 
because it  continues lo focus o n  tictailccl goals for spccding approva1, wilh only very vague 
pso\~isions such as those lo "cnhai~cc ant1 irnprove cornmunicalion and coorclinalion" 1.01. 

safcty. 

~Mci~nwhile,  dulls and children  CIS^ dying because of the lack o f  cniphasis on safeguards. .I'lic 
~)ost-market survclllancc systcm is ii train wreck. 
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Consumers deserve the salnc clear-ly slated dclivcrables that PhRMA gcls. For 
example: 

The I7DA should immcdiatcly modernize the 1'1' systcm for electronic data 
gathering and data analyzing for advcrsc rcactions. 
The FDA should eliminate advisory committee members with conflicts of 
interest or we should eliminate advisory committees, and instead just make 
public on the FDA wcb site a11 the same scientific lncmorandurri arid other 
information that is normally prcparcd for these meetings. 
The FDA should rcquirc Phase IV trials of the most common off label use of 
prescription medications. 
Thc FDA should be doubling the audits of clinical trial data and investigational 
review board applications. 
'The FDA should do~iblc  the illspcction of manufacturing facililics. 
The FDA should set a specific date to use information lrom the CMS databases 
to conduct cpidcmiological studics, and require a specific number of studies 
per year. 
The FDA should collect civil monetary pcnaltics against at least 50 percent of 
the applicants who have failed to complete follow-up safety studies or clinical 
trials. 
The FDA should rcquirc safcty data on 'unapproved' drugs, most of which 
were grandfathcrcd onlo the market without proving safcty antllor efficacy. 

Direct to (lonsumcr (1)'I'C) Advertising User Fees 

All advertisements for prcscriplion drugs should be required to be clcarcd by [tic FDA bclorc 
thcy are allowed Lo be uscd. 'The currcnl system tloes not protect the public I'rorn lalsc and 
misleading information, and neither will voluntary prc-clcarancc. Pharmaceutical companlcs 
have made i t  clear that the purl)osc of most atis is to sell products, not to inform the public. 
'That is why risk information in atls is included in formals that ensure that i i  will t ~ c  ignorcd. 

Ixequiring prc-approval wollld slow down tlic process for advertising. As one of the lcw 
countr~es that even allow D'I'C advcriising, [ l in t  is clearly 170 loss to the p ~ ~ b l i c .  

111 t~ddi[ion, all rypcs of' advcrlisi~ig of 11resc1-iption (11-ugs should 1)c audited, and vio1alor.s 
should 11c given substanri:~l lines. 1'l)lil;A rcsourccs shoultl t)e uscd fol- those cl'l'orts. 

The Kolc of Patients and Consume~-s 

I t  1s outragcous that patients and consurncrs arc no( at thc table lor I'DCTFA ncgotiat~ons. 
Mectlngs like this arc only uscful if OLIS rccommcndations arc incorporatctl inlo the 
legislation. Tirnc will tcll if  this is mcrcly a charatlc. Consumer groups arc lobl~ying for mole 
funding for the FDA, doing all we can to improvc your resourccs. If the FIIA wanls that to 
continuc thcy need lo includc consumer groups during rzegotiatiorzs, no1 just put)lic forums, 
for this very important legislation. 
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