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Associated With Use of Powdered (Dry)

Infant Formulas
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Revisions: This leter revises the Deser Eealth Profes
the recommendarion to-use boiling warer for reconstnmion of powder
this-revision inchade potential for 1) loss of heat sensitive mmrients

sional leser of 11 April 2002 with elmination of
ed Infent formula. The reasons for

: 2) changes in physical
characteristics of sorme formmlas, 3) inabiiity to assure adequate desoncton of E. sakazaldi. 4) injury to
bospiral s@fF preparing formula. 2. sterement has alsg besn added in recogmirion of differeness in inforr
formula preparation among hospital faciires. Derailed gudelines for preparation of infant ormla are
available on the web site of the A merican Dieretic Associaton at
Eip /e eamiohy oroPublic Nuiitan i farman o2 formulacmide ofim

Dear Hezith Care meessional;

The U.S. Food and Drug Administrartion (FDA) is wrining 1o inform vou ebout a growing body of
nformatoll pereining to Frrerobacrer saka=ajdi tnfections in neonates fed milk-based powdered mfant
tormules. Clesters of E. sekerzak? fnfections have been repored in a.vari
several vears among nfants fed mrill-besed powdered infant formula prodiicts from vanous -
manufzcrorers. One smdy tested milk-based powdered Infant formmla products obtaineg from a nmber
of differ=nr counmries and found thar £ sakezakii could be recovered fom 20 (14%%6) of 141 samples (1).
Enrerobacrer safa—=iiiis & grarn-negarive rod-shaped bacterium within the family Enrerobactariaceae.
The orgzmism was call "vellow-pigmented Emrerobacter clparae” il 1980 when it was renamed
Enterobacrer sekoa—=ki {2). The majoriy of cases of £ Safrzakli mfecton reporred in the pesr-reviewed
literanme have descoibed neonares with Sepsis, memingins. or necotizng eaterocolitis (3-3) as a
consequencs of the infecdon. and the cese-faraliry rare among mfected neonates has been reported w0 be
as high a5 33%,. The pathogen is 2150 2 rare-cause of bacteremia and osteomyelitis in adults (2.
The literanre suggess that prematre mfants and those with underlying medical conditions may be at
Highest risk for developing E. safr—rid infection. Several outbreaks have occurred in neonaa] mtensive
care units worldwide, (See, for exzmple, van Acker et al.(3)) However, an apparenily healthy full term
Bewborn mfxnt in lesland also became il prior 1o hospital discharge and suffered perminent _
nemrological sequelae (4). Although the reservoir of the” OrgRnism is unknown, a'&owing number of
owtbreaics of infection among neonares has provided compelling evidence that milk-based powdered
infent formules have served as the sourcs of infecton (3-3); Significantly, the results of ope
mvestigaton (the "Reletum ourhreai® mvesugarion (3)) suggest thar even low level
milk-based powdered infant formula (i-e., levels thar ars within what 5 1002
document (5) provides as a crrennly aceepted Hmit for the presencs
miant formula) can lead i development of inféction.
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The Centers for Disezse Contol and Prevenn
fatal mfecnon due to. E: serazokii i i

of neonates with £ sakezalkii infeer -
idennfied in assqciarion %ith a powdered infant formula containing

‘ : n these baéte:ia. CDC will discuss
dezails of its ImVesngation in an upcoming edition of the Morbid;
(MNVWR).

As backeround information for health professionals, FDA wants to
formnlas are not commercially sterile products, Powdered milk:
during procsssing. but wmlike hquid formula produce
suficient time 0 make the
formulas miitonally desienad for consumption b
only in commerciallv sterile bqnd form. How

charge are available in both
M. Some other specialty infant

g -ACt hat powdered infant formmias are not comme;maﬂy stezile
products, FDA recommends that wdered Infant & ve

sertings tmless there is no altemative available. If the only
needs of a particular infantis 2 powdered formul

s [* section removed]

» Minimizing the holding tme, whether at room temperatire o while tnder refrigeration. before a
reconsttoted formula is fed: and ’

» Minimizing the "hang-time” (ie., the amoumr of ume a formula is at rocm &
fesding bag and accompanying lines during
4 howrs. Longer times should be avoided because of the potential for significant microbia]
growth in reconstitnred nfant formula.

* FDA urges health care providers w report adverse eve

0ts associated with the use of infant formulas as
300n as possible to FDA's MedWarch program by calling their toll-Fes nnmber (1-800-332-1088) or
through the Inrerner (hm:.:‘:tvww.fda.gov.r"medw_atch). Healtheare providers should report invesive
disease in infants due 1o £, Sakazakii, particularly bloodstrean infection or memingitis with onser in the
healtheare seting. to CDCs Division of Healthcare Quality Promotion (1-800-893- 483).
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Occﬁff':
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Sincerely vours,

Christine J. Tavlor. Ph 5.
Director

Offce of Nutritiona] Products. Labé?ing and
Dietary Supplemenrs ’

Cearer for Food Safetv and Applied Nursiton
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ision:
constititing powdered formula using boiling warer

with subsequent refrigersrion before feeding

ascorbic acidy is Iikely o

and revised on Ociober 10, 2002, .
: For more recent mformatoen on Food Labeling :

se= bt:s:—’-"\‘rsxm'.cfsan.fd 2.zovlabel hrml

E. sakazay; Infecdons Associated with

use of Powdered Infant Formmlas - Tezmassa:t_‘ 2001 (Morbidity
and Mortaliry W eskly Reporr April 12,

2002) (available in PDB



