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L. 5 Food and Drug Adminisoration
Center for Food Salciy and Applicd Nutrition

Medical Foods

What iz a Medical Food?

A medicul fond is prescribed by a physician when a patiem has specisl auirient needs in order (o manage o disease
or health condition, and the patient is under the physician's vngaing care Fhe label must clearly stale that 1he
product is intended 16 be used 10 munapr & specilic medical disorder or condition Ar ple mdical nmd is i
fond lMor use by pers phenvikeinnuria i.e . fonds formulated 10 be lree of the samino acid phenylalani

s be used by mg eneral pulthy ang may not he available in fores o supennarkels
fiocts e aded within a heaithy dicr intended to degrease e dsk of disease P
diem Fands mar are they weight loss products

Adedical toods ¢
RMedical Ffoods are not Ihn
rediced-Fut Tbodx or 1ow-

Vow Docs FDA Oversee Medical Faods?

Limil re :
are inerensing. MWhile FI3A
the saf‘-:h approprinte use

aritian inlorention onheir labels, nnd ah

Wy, svedical ods 1eceived linle avention But the namber and (vpes ol foods marketed ax medical foods
venkiog 1 maore clearly detine and regulole medical foneds =|h.c|ﬁ|: FequUAleEnens or

edical foads have Ao yet been esublished Modical (o s odir vt have 1a Ectode

claims Jo net nead 1a nrcer spocithc sinids vrdu

( uuen\l) FI2A is exploring ways 16 Mo 8 weally repulate medical faods This might include safery
o standards for couirne. and res & specific infanmation on the iabels 3y wrder 1 % P v

pose rules for mediosnd Faods -’\I\ Llication af such a propasal, a public convmein whnld s

vhich individuals and arganizetions swrile ta ofTer their comments For changes to 1he propused rales

Where con 1 pet more information aboutl FRXA's role in oversceing medieal FarorchnF

I November of 1996 DA publirhed a type ol docnpent known as an “advancsd notice of proposed
Tulem ui\lllg (ANPR)Y Thia document conaing FDA's current thinking about how 1o best develap suter for mieieal
ooy

EMice ol Specinl Naaririonals, Aoy 07

Sanwen's Healih 1 03 & A

1A

&l

13.3 Dictelic foods antended for spectal medical purposes {including those for méants and voung children|:

Foods for special dictan wse that are speciaity processed or formulated and presented for the dietary
management of patients and may be used onlv under medical supervision. Thev are ntended for the
exclusve or partial (ccding of paticats with Iimited or impaired capactty fo take. digest. absorb or metabelize
ordiary foods or cerlain mulrients conteined therein, or who have other special medicallv-determmed
mutrient requircment. whose dietary management cannol be achieved unl\ b modification of the normal dict.
b other foods for special dietary ases. or by a combination of fhe two

SN
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