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‘i’hc Hononblc &mc RCMC~> &fO 

Commissioner, Food and Drug Administration 
5600 Fishers I.ane 
Rockville, MI> 20857 

Ikx Dr. Hanney: 

As Al pediatrician and former Chair o!‘ the FI~ational Acrtdetyty of Sciences’ Committee on 
Pcsticidcs in the Diets of Infants and Children, J am writing to cxprcss my grave concern 
over the Food and Drug Administration’s final rcgulotion defining the types of statcmcnts 
thrrr WI be made concerning lhe ttlii=ct~ of die& supplements on the structure or 
function ofthe human body. I am partiwlwly con.ce.mzd by your decision in [Itis 
regulation to cJussiij various compJic&ons orpregnrmcy such as morning sickneg and 
edema of pregnancy as “non-diseases,” a decision tbut appears to have been made in 
order to exclude these conditions from the scope of regulation, but that runs counter to 
medical understanding and practice.. This decision h<as the potential to put pregnant 
women and their offspring at serious risk of unwitting exposure to chemical terdtoogens in 
inadequutdy I&&d h&h products and patent medicines. 

A major finding of theNAS Committee on Pesticides in the Diets of Infants and Children 
that 1 chaired is that fetuses, infants, and children’cire fu’undamentully dill’erent from adults 
in their vulnerability to a wide range of xenobiotic compounds. We encupsula!ed thi:: ’ 
concept in the phrase “Children are not littlc adults.” ‘it was on the basis of our 
tecoognition of GZI.WS’, infants’, and children’s unique patterns of exposure and unique 
susceptibility to chesnicslI pcsticidcs that WC rccommcnded that legislative and regula~oty 
prucsdures I.tir establishing standards, YoJcrances,” for pesticide residues in dirt in the 
United States be fundamenMy revamped so as to t&c cognizance of the speciai risks, 
and vulncrabilities of children. This recommendation was accepted hy the Congress and 
formed the bsis for the Food QuaIi ty Protection Act of 1.996. 

The Presidential Executive Order of April 21,1997, Vrotcctin~ Infants and Children 
f+om Environmental Health and Safety liazards” extends further this reco$ion uf’the 
uniqtIe vttlnetxhilily nf Muses, infants, and children. It recognizes that childEn are a[ 
heightened vu~ner&iSily lo a wide range of environmental &zards and~cheminl . 
substances, and it requires all agencies of the federdl gc,vemment to take into accqnt the 
unique winerahilities of irtfktts and children in setting Standards and issuing regulations. 

. The Food and Drug Administmtion’a lin;ll rule on labcling directly contnvenes the ’ _ 
scicnMc findings of our NM Cutnnti~tcc, atd it contravenes both the IettLT and, the spirit ” . 



of President Clinton’s E~ccuLivc Or&r. 
A fundamental shortcoming of this final 

regulation is that it fails to recognize the unique vulnerability~of the fetus and infanb LO 
pateao rncdications. Your final. rule fails to recognize lb&t if s1 pregnant woI!U ingests an 

inadcqu;itcly lab&d patent medicine that contains a t’eto~xic chemical, tin the result 
can by struct& nx.Sormation or functional deficit in her developing child. 

A phi;~ thnt 1 fmd A pl&se thdt I found cspccially unsettling in your final rule wits Ihe statement that 
medic medications intcndcd for alleviation ot Tnomin~ sickncs associated with pregnancy” 

would wdd require no warning on the label even if such a mc$icrltion conDined a ptcntially 
fetotosic compound. To any pediatrician of my generalion, this statemknt C& fetoto 
power fully to mi.nd the chilling story of the teratogen thalidomide that forty years ago pwctJurcy I\# . 
wa .spccifica was .spcci.ficaIly recommended for the treatment of morning sicknes?. No mmmg was 
afixed to the label. The drug WL< prescribed widely in Euro$ As a rcdt, many afixed to the 
thous--h e.c thcwxmls of babies were barn with limb dcfccts. SQentists at FDA, 3owevcf. lcarnct 

c&y of concerns expressed in Europe that thalidomide WG teratogcmc. Actmg on fdy . early 0, LAJI1La 
pr~liminxy ( p&imbw Jata, FIJIA banned the use of thal,idomide in thii co~try. 

AS in rylilt,. 

thousands of ttmmnds of babies wcrc saved from defo.nmty. FDA’s decision to ban old~doxrnde was 

one of its finest hours. . . 

I respectfully urge yuu co reconsider the content snd the logic of your final rule. 

/ 

: 

. . &ZZL 
Chair 

c/ 

CC Sidney Wolfe, MD 
Public (%jzen Health RCSGSC~ (.%ou~ 

Via Pax: 202-5X8-7796 
llonald blattison, MD 

Medical Direc\or, The March of Dimes 
Grcthsln1Newswn 

Amerjwn Academy trf Pediatrics . 
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