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Commissioner
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Mt has been brought to oor semion that the Food and Drug Administration (FDA) intends

w0 take actions that will have a direct impact on an ongotng FDA. ndemaking that we
balieva could be detrimental 1o small business jnzarests. FDA's planned actions may
violate the Freedom of Informazian Act (FOIA), and may also undesmine an {mporrant
public truse that is placed in FDA te act in 2 fair and scientific manner  advance the
interests of public health. We respectfully request that FDA reconsider its plannad course
of action, discussed below. 2nd that FDA adopt an alternative plan of action that will

preserve dhe interests of the {sw and of public health,
Background

As you may recall, the Office of Advocacy filed extensive comments ot FDA's June 4.
1997 proposed rule regacding dictasy supplements containing ephecrine aliaisids, Qur
comments facused on small business concerns and FDA's lazk of complisnce with the
Regulatory Flexibility Act (RFA) and ether applicable laws protecting smell business
interests. In particular, Advocacy expressed concerns over the apparent lack of valid
scientific evidence to suppoct the proposed resmictions on these dietary supplements.
This poim was of extreme importance given that the propossd restriictions, if they had
been put into effect, would hava banned the major market fot these products—usc as an
aid to weight loss—with profound efizct on the livelihoods of hundreds of thousands of
independent diswibutors and on consumers who r¢ly on these products to stay healthy,

Subsequent to our comments, the Genera] Accounting Office (GAO) sonducted an audit
of FDA's proposed rule and confirmed what experts outside the agency had found in their
analysis-—that there was an inadequate basis for FDA's duration Limits for these products
(on which FDA's proposed ban on marketing for weight-loss was based), and that FDA
had based its propesed serving limits oa just thirteen adverss event reports (AERs).

EDA, in response to the findings in the GAO repont, stated that they did not base dose
limits on only thireeen reports-~even though FDA stated explicitly in the preamble of the

proposed xule that thase thirteen reports were the basis for the limize.
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The Industry's FOIA Request

FDA's proposa! was based oy AERS thae had besn submitwed ta FDA through June of
1597, ARer it became clear w induswy thas the rulemaking migit take 8 considerable
amount of ime, industry representatives apparently attempted to gain access to the new
AXRs on ephedra products that were submitted o FDA afler June 1987, Several

on marketing for he'rb hxghs"

Second, iudustxy needad Ro monitor the reports to respand ta press reports of setio
adverse cvents that leged to be connecred to the cansumption of Ephedra p
Finally, individual companles needed to obtain the reports for their oum amlysist
further evaluate their grcducts to assure safety, ta monitor product and ingrediant
and to assure mdepmdmt distributars thar press FEPORs Were not accurare,

re years since repeatad FOZA requsts for new ‘Ephad:af
have beent Aled.. However FDA has only said the it Jacks the ressurces to respon
FOIA requests, o v‘

Mouost recendy, FDA has sﬁud that it plans to withdraw the proposed dose and durzuon
limits for these products and ta release the AERS to the public in the near firure In ftself.
this is good news. However, the industry has been told thar FDA simultanecusly plans to
publish in the Pedara! Register & detailed scientific anzlysis of the reports. as w dl ase
new analysis of the scientific hzeramre that ralates 1o these producs.

The industry has e.:pnzsed caacern that the agency on the one hend (acks the resources
o conduet a simnple purging of the reports to remeve confidential patent information,
whifs on the other had, FDA has the resources to conduct 2 thorough medical and
scientific evaluation of the same AERs, The industry is also concernad ¢hat FDA is
purposefully manipulating the system and withbolding informatjon from the public and
the indusiry in order to redeem the agency’s repuntion. Advecacy does not beliave this
10 be the case; however, FDA is losing a great desl of good will within the industry
because of its actions.
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, The release of the reports with t negative FDA analysis could siminate the marker for

these products without FDA ever naeding to continue its rulemaking.  Further, small
buslness i concemed tmt [f FDA refeases the AERs with as aralysis. the agency will not
pixe the AER3 in proper soovext; that is, FDA will act inform the public what the real sisk
of anty particulsr event is, wil} pot inform the publi= of the enormous murbees of
individuals consuming thess products, and will not inform the public that the number of
events has dro J in the past years despite soazing seles. FDA did not
anempt to Sume the AERS that ware ralassed with its June 1997 praposal in the proper
cantext, hance the concem us to whether FDA inteads to do 20 now.

Themdtwwwldlika!—'DAbpmv:dam funity to evaluate the reports defors
TDA characverizes them to the preds and the iublic. Although Advocacy fas no statntary -

fattness #nd cogperaton, we would ask that FDA make 2 serious effort to comply.

- Moreover, the perceived mistrust the ageacy hes spparently generated avar the past
~sonple of years could possibly hnﬂﬂaﬁd@emqwoﬂdrdmmemmd
provide industry with ample tins t0 review these raports before FDA. bolds a public |
fotum on these products. An FDA analysis that js released after all of the available |
informarion is cavefully considered, including the views and analysis of interested ;
wembers of the public, including small busineas, wilf be much more credidle than any
agency enalysis that is celoased prior to public reviaw and commera.

Advocacy would buhppytomw&hycui'tiduwkhw discuss this matter further. In
the meantime, 4o not hasitars to call if you have any questions.

Jere W, Glover Shawsz Carter MeGibbon
Chic{ Counse] for Advocacy : Assisunt Chict Counsel for Advoescy
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