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ACTI ON:  Proposed rul e.

SUMVARY: The Food and Drug Adm nistration (FDA) is proposing to revise
its labeling regulations applicable to foods (including dietary

suppl ements) for which irradiati on has been approved by FDA. FDA is
proposing that only those irradiated foods in which the irradiation
causes a nmaterial change in the food, or a nmaterial change in the
consequences that may result fromthe use of the food, bear the radura
logo and the term  “irradiated,'' or a derivative thereof, in
conjunction with explicit |anguage describing the change in the food or
its conditions of use. For purposes of this rul enaking, we are using
the term "material change'' to refer to a change in the organol eptic,
nutritional, or functional properties of a food, caused by irradiation
that the consuner could not identify at the point of purchase in the
absence of appropriate labeling. FDA is also proposing to allow a firm
to petition FDA for use of an alternate termto "“irradiation'' (other
than ~“pasteurized' '). In addition, FDA is proposing to permt a firm

to use the term  “pasteurized'' inlieu of ““irradiated,'' provided it
notifies the agency that the irradiati on process being used neets the
criteria specified for use of the term “pasteurized'' in the Federa

Food, Drug, and Cosnetic Act (the act) and the agency does not object
to the notification. This proposed action is in response to the Farm
Security and Rural Investrment Act of 2002 (FSRIA) and, if finalized,

wi Il provide consumers with nore useful information than the current

regul ati on.

DATES: Subnit witten or electronic coments on the proposed rule by
July 3, 2007. Subnmit comments regarding information collection by My
4, 2007 to OMB (see ADDRESSES)

ADDRESSES: You may submit comments, identified by Docket No. 2005N- 0272
by any of the follow ng nethods:
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El ect roni ¢ Submni ssi ons
Subnit electronic comrents in the follow ng ways:
<bul | et > Federal eRul emaking Portal: http://ww.regul ati ons. gov.

Follow the instructions for subnmitting comments.
<bul l et> Agency Web site: http://ww.fda.gov/dockets/ecoments.

Fol low the instructions for submitting coments on the agency Wb site.
Witten Subm ssions

Subnmit written submissions in the follow ng ways:

<bul | et > FAX: 301-827-6870.

<bul | et> Mai |/ Hand delivery/ Courier [For paper, disk, or CD ROM
submi ssions]: Division of Dockets Managenent (HFA-305), Food and Drug
Admi ni stration, 5630 Fishers Lane, rm 1061, Rockville, MD 20852.

To ensure nore tinmely processing of comments, FDA is no | onger
accepting coments submitted to the agency by e-mail. FDA encourages
you to continue to subnmit electronic coments by using the Federa
eRul emaki ng Portal or the agency Wb site, as described in the
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El ectroni c Subm ssions portion of this paragraph.

Instructions: Al subm ssions received nmust include the agency nane
and Docket No. 2005N-0272 or Regulatory Information Nunmber (RIN) for
this rulenaking. All comments received will be posted w thout change to
http://ww. f da. gov/ ohr ns/ docket s/ default.htm including any persona
i nformation provided. For detailed instructions on submitting conments
and additional information on the rul enaki ng process, see the
" Conments'' headi ng of the SUPPLEMENTARY | NFORMATI ON section of this
docunent .

Docket: For access to the docket to read background docunents or
coments received, go to http://ww.fda. gov/ohrns/dockets/default.htm
and insert the docket nunber, found in brackets in the heading of this
docunent, into the “~“Search'' box and follow the pronpts and/or go to
the Division of Dockets Managenent, 5630 Fishers Lane, rm 1061
Rockville, NMD 20852.

Information Coll ection Provisions: Submit witten coments on the
i nformati on collection provisions to the Ofice of Information and
Regul atory Affairs, O fice of Managenment and Budget (OVB).To ensure
that comrents on the information collection are received, OVB
recomends that witten conments be faxed to the Office of Information
and Regul atory Affairs, OvB, Attn: FDA Desk O ficer, FAX: 202-395-6974.

FOR FURTHER | NFORMATI ON CONTACT: Loretta A. Carey, Center for Food
Safety and Applied Nutrition (HFS-820), Food and Drug Adm nistration
5100 Pai nt Branch Pkwy., College Park, MD 20740, 301-436-2371

SUPPLEMENTARY | NFORMATI ON
I . Background
A. Current Labeling Requirenents for Irradiated Foods

In the Federal Register of February 14, 1984 (49 FR 5714), FDA
published a proposed rule (the 1984 proposal) to approve the use of
i oni zi ng radi ati on on several foods. The 1984 proposal did not include
a requirenent for |abeling disclosing the use of ionizing radiation.

FDA received over 5,000 coments on this proposal, including nunerous
comments on the issue of labeling irradi ated foods. Based on the
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comments and information received in response to the 1984 proposal and
on further analysis, FDA published a final rule in the Federal Register
on April 18, 1986 (51 FR 13376) (the 1986 final rule). The 1986 fina
rule required that the | abel and | abeling of retail packages and

di spl ays of irradiated food bear both the radura | ogo and a radiation
di scl osure statenent (" Treated with radiation'' or ~"Treated by
irradiation''). FDA concluded that |abeling indicating treatnent of
food with radi ati on was necessary to prevent m sbranding of irradi ated
f oods because irradiation may not visually change the food and in the
absence of a | abel statenment, the inplied representation to consuners
is that the food has not been processed. W stated in the preanble to
the 1986 final rule that, in addition to the mandatory | anguage, the
manuf acturer nay also state on the wholesale or retail |abel the

pur pose of the treatment process or further describe the kind of
treatment used (51 FR 13376 at 13387). That is, the manufacturer my
include in the | abeling any phrase such as “~“treated with radiation to
control spoilage,'' ““treated with radiation to extend shelf life,'" or
““treated with radiation to inhibit maturation,'' as |long as the phrase
truthfully describes the primary purpose of the treatnent. Sinilarly,
the manufacturer may choose to state nore specifically the type of
radiation used in the treatnent, i.e., “~“treated with x-radiation,'’
““treated with ionizing radiation,'' or "~ “treated with gamm
radiation,'' if nmore specific description is applicable.

B. The 1999 Advanced Notice of Proposed Rul enaki ng (ANPRM on the
Labeling of Irradi ated Foods

On Novenber 21, 1997, the Food and Drug Adninistration
Moder ni zati on Act (FDAMA) (Public Law 105-115) was enacted. Section 306
of FDAMA anmended the act by adding section 403C (21 U S.C. 343-3).
Section 403C of the act addressed the disclosure of irradiation on the
| abeling of foods as foll ows:

““(a) No provision of section 201(n), 403(a), or 409 shall be
construed to require on the | abel or labeling of a food a separate
radi ati on di sclosure statenent that is nore pronminent than the
decl aration of ingredients required by section 403(i)(2).

(b) In this section, the term “radiation disclosure statenent'
nmeans a witten statenent that discloses that a food has been
intentionally subject to radiation.’

Al t hough section 403C of the act addressed only the proni nence of
the radiation disclosure statements, the | anguage in the FDAMA Joi nt
Statenent (H Rep. 105-399, 105th Cong., 1st sess., at 98-99) stated
that FDA shoul d seek public conment on whether additional changes
shoul d be made to current regulations relating to the | abeling of foods
treated with ionizing radiation. Specifically, the Joint Statenent
stated that "~ “the public comrent process should be utilized by the
Secretary to provide an opportunity to commrent on whether the
regul ati ons shoul d be anended to revise the prescribed nonenclature for
the |l abeling of irradiated foods and on whet her such |abeling
requi renents should expire at a specified date in the future.'' The
FDAMA Joint Statenent also indicated that "~ The conferees intend for
any required irradiation disclosure to be of a type and character such
that it would not be perceived to be a warning or give rise to
i nappropriate anxiety'' (Ref. 1).

In response to the conferees' report, FDA published an ANPRMin the
Federal Register of February 17, 1999 (64 FR 7834) seeking public
conment on the neaning of the current irradiation |abeling statenent
and soliciting suggestions for possible revisions. The 1999 ANPRM
described the intent of the conference report, cited several docunents
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related to irradiation | abeling, and asked for coment on how the
current |abel is perceived by consuners. The 1999 ANPRM al so descri bed
whet her other |abeling would nore accurately convey that the food was
irradiated without inplying a warning or causing inappropriate consuner
anxi ety.

FDA received over 5,550 comments in response to the 1999 ANPRM on
the nmeaning of the current irradiation |abeling statenent and
suggestions for possible revisions. The majority of comrents urged FDA
to retain the current labeling for irradiated foods. Sone coments

suggested alternate wordi ng, such as "~ "cold pasteurization, or
““electronic pasteurization,'' while other comments contended that
these terns serve only to obscure information and confuse consumers. A
few conmments stated that additional |abeling, such as "“irradiated to

kill harnful bacteria, was hel pful

C. Consuner Research

To better assist FDA in formulating specific revisions that woul d
acconplish the objectives outlined in the FDAMA Joi nt Statenent and
al so satisfy the requirements of the act, the agency, in addition to
publishing the ANPRM conducted focus group research in Maryl and,
M nnesota, and California, during June and July 2001. The primary focus
of the research was to ascertain fromfocus group participants how they
viewed the current irradiation disclosure statenment. W were
particularly interested in whether the focus group participants
perceived the current irradiation disclosure statenment as a warning.
The
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focus group data indicated that the majority of participants were
uncertain about the safety, effectiveness, and appropriateness of
irradi ated food products and greatly desired nore infornmation. Mst of
the participants viewed alternate terns, such as "~ “cold
pasteurization'' and " el ectronic pasteurization,'' as m sl eading,
because such terns appeared to conceal rather than to disclose
information. Participants did not see the current disclosure |abeling
as a warning, per se, because know edgeabl e partici pants consi dered
irradiation to be a positive safety attribute. Less know edgeabl e
partici pants, such as those who associated irradiation with things such
as x-ray or radiation, wanted nore informati on about the

appropri ateness of food irradiation. Al participants agreed that

i rradi ated foods should be | abeled " honestly.'

D. Farm Security and Rural Investnment Act of 2002 (FSRIA) (Public Law
107-171)

On May 13, 2002, the President signed into |aw the FSRIA. The | aw
i ncluded two provisions that relate to irradiation |abeling. One of
t hese provisions, section 10808, as discussed in the follow ng
par agr aph, includes new criteria for use of the term " pasteurization'
in |labeling. The other provision, section 10809, directed FDA to
publish for public comrent proposed changes to the current regul ations
relating to the | abeling of foods that have been treated by irradiation
using radi oactive isotope, electronic beam or x-ray to reduce pest
i nfestation or pathogens. The provision further stated that "~ [p]ending
promul gation of the final rule * * * any person may petition the
Secretary [FDA] for approval of l|abeling, which is not false or
m sl eading in any material respect, of a food which has been treated by
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i rradiati on using radioactive isotope, el ectronic beam or x-ray.'
Section 10809 also requires that, pending issuance of the final rule,
T'* * * [t]he Secretary [FDA] shall approve or deny such a petition
within 180 days of receipt of the petition, or the petition shall be
deened deni ed, except to the extent additional agency reviewis
mut ual |y agreed upon by the Secretary [FDA] and the petitioner.'

Section 10808 of the FSRI A, which includes new criteria for use of
the term  “pasteurized'' in |abeling, revised section 403(h) of the act
to provide that a food nmay purport to be or be represented as
pasteurized if the food has been subjected to a safe process or
treatment that is prescribed as pasteurization for such food in a
regul ati on i ssued under the act or the food has been subjected to a
safe process or treatment that meet certain criteria. The criteria
prescribed in section 10808 of the FSRIA are that the food has been
subjected to a safe process that: (1) Is reasonably certain to achieve
destruction or elimnation in the food of the nost resistant mcro-
organi sns of public health significance that are likely to occur in the
food, (2) is at least as protective of the public health as a process
or treatment prescribed by regulation as pasteurization, (3) is
effective for a period that is at |least as long as the shelf |ife of
the food when stored under normal and noderate abuse conditions, and
(4) is the subject of a notification to the Secretary (FDA) that
i ncl udes effectiveness data regarding the process or treatnment and at
| east 120 days have passed after recei pt of such notification wthout
the Secretary naking a determ nation that the process or treatnent
i nvol ved has not been shown to neet the requirenents.

As part of FDA' s inplenentation of section 10809 of the FSRI A FDA
i ssued a gui dance docunent entitled " Guidance; |nplenmentation of
Section 10809 of the Farm Security and Rural Investnent Act of 2002,
Public Law No. 107-171, section 10809 (2002) Regarding the Petition
Process to Request Approval of Labeling for Foods That Have Been
Treated by Irradiation'' (the 2002 Gui dance). The 2002 CGui dance was
i ssued in accordance with FDA's Good CGui dance Practices regulation in
21 CFR 10.115. The 2002 Cui dance al so advised how interested parties
may petition the agency for the approval of |abeling that may be used
on irradiated food as an alternative to the currently required
irradi ati on di sclosure statenent. FDA noted that this was an interim
process and that it could be used until FDA published any fina
regul ation on this issue. FDA published a notice in the Federa
Regi ster announcing the availability of the 2002 Gui dance docunent on
Cctober 7, 2002 (67 FR 62487). To date, FDA has not received any
petitions requesting the use of alternative labeling for irradiated
f oods.

I1. The Proposa
A. Legal Authority/Statutory Directive

FDA's authority to require labeling of all foods\1\, including
irradi ated foods, derives from sections 201(n) and 403(a)(1) of the act
(21 U.S.C. 321(n) and 343(a)(1)). In addition, section 701(a) of the
act (21 U.S.C. 371(a)) authorizes FDA to issue regulations for the
efficient enforcenent of the act. Under section 403(a)(1) of the act, a
food is misbranded if ""its labeling is false or nmisleading in any
particular.'' Section 201(n) of the act mandates that, in determnining
whet her | abeling is msleading, FDA take into account, anong ot her
t hi ngs, whether the labeling fails to reveal facts that are material in
the Iight of representations made or suggested or with respect to
consequences that may result fromthe use of the product to which the
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| abeling rel ates under the conditions of use prescribed in the |abeling
or under such conditions of use as are customary or usual

\'1\ Food refers to conventional foods as well as dietary
suppl enment s.

Hi storically, the agency has generally interpreted the scope of the
materiality concept to nean information about the characteristics of
the food. FDA has required special |abeling on the basis of it being

““material'' information in cases where the absence of such information
| eads the consuner to assunme that a food, because of its sinmlarity to
anot her food, has nutritional\2\, organoleptic (e.g., taste, snell, or

texture), or functional (e.g., storage)\3\ properties of the food it
resembl es when in fact it does not. For exanple, the |abeling of
margari ne that has been processed in a way that results in it no |onger
being suitable for frying nust disclose this difference fromregular
mar gari ne

\2\ Currently, we are not aware of any changes to the
nutritional properties of any food FDA has approved for irradiation
\3\ The statutory phrase "““the consequences that may result from
the use of the food'' (section 201(n) of the act) generally can also
be described as changes in a food's functional properties. For
brevity and clarity, we use the latter terminology in this docunent.

Irradi ation has various effects on foods that may cause changes in
the characteristics of the food. Such changes may occur in the food's
organol eptic, nutritional, or functional properties that would not be
noti ceabl e at the point of purchase but could be apparent when consuned
or cooked. If these changes are not within the range of characteristics
ordinarily found in such foods, they would be considered " “naterial'
under this proposal. In the absence of appropriate |abeling disclosing
t hese changes in the characteristics of the food, consunmers woul d not
have all of the necessary information needed to nmake a purchase
deci sion or properly use the food. Thus, in the absence of information
about these changes in the characteristics of the food, the |abeling
woul d be m sl eadi ng under 201(n) of the act and the food would be
m sbranded. These
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changes are typically process specific and will vary with the food and
the irradiation conditions. In addition, these changes and the degree
of the changes may be neasurabl e and of consequence to consumers. Thus,
a bl anket statenment on when | abeling would be required due to
irradi ati on causing material changes cannot be made in advance for al
products. Rather, the need for |abeling nust be determ ned on a case-
by-case basis by appropriate testing of the food irradi ated under
specific conditions, e.g., tinme and dosage, because the effect of
irradiation on the properties of concern depends on the particul ar

f ood.

Under the proposal, the fact that a food has been irradi ated woul d
not by itself require disclosure on the label. FDA is proposing to
require that only those irradiated foods in which irradiati on causes a
mat eri al change in a food's characteristics (e.g., organol eptic,
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nutritional, or functional properties) under the conditions of use
prescribed in the | abel and | abeling or under customary or usua
conditions of use bear the radura | ogo. Those irradiated foods mnust

al so bear the term "irradiated' ' or any derivative thereof (e.g.
““irradiate,'' “Virradiation,'' ““radiation,'' etc.) in conjunction

wi th | anguage describing the nmaterial change. Additionally, FDA wll
not object to the use of additional terns to indicate that a food has
been subjected to the process of irradiation, e.g., “treated with
radiation,'' ““treated by irradiation,'' or " “processed with
radiation.'' However, in the absence of a material change, under the
proposal, the fact that the food has been irradiated is not considered
a material fact and, therefore, no logo or |abel statement woul d be
needed. For such foods, FDA would not object to manufacturers
voluntarily labeling their products to indicate that the food is
irradiated. FDA is also proposing to allow the use of alternate terns
to “Tirradiated'' or any of its derivatives if use of the term has been
approved by FDA in response to a citizen petition submtted in
accordance with Sec. 10.30 (21 CFR 10.30).

As discussed in nore detail in section | of this docunment, the
FSRI A amended section 403(h) of the act to include new criteria for the
use of the term  “pasteurized' ' in labeling. This section gives FDA
authority to determne for |abeling purposes whether alternate
processes, e.g., irradiation, are equivalent to pasteurization in
destroyi ng pat hogens. Therefore, FDA is al so proposing to require that
anyone seeking to | abel a food as " “pasteurized'' under this provision
inlieu of referring to irradiation nust notify FDA and provide
supportive data. Provided the agency has not objected to the
notification within 120 days after receipt of the notification, the
notifier would be able to label a food as "~“pasteurized'' in lieu of
““irradiated. "’

Under section 409 of the act, no food nmay be irradi ated without
approval by FDA. Currently, FDA has approved irradiation for a numnber
of foods, including spices, shell eggs and fruits and vegetabl es,
al t hough only a snall fraction of these foods are actually irradiated.
According to a report by the U S. General Accounting Ofice\4\ (2000),
only 0.005 percent of fruits and vegetabl es consunmed in the United
States (about 1.5 million pounds), and 9.5 percent of all spices
consunmed in the United States (about 95 mllion pounds of spices and
dry or dehydrated aromatic vegetabl e substances) are irradiated
annually. See the following Wb site for a listing of all foods that
have been approved for irradiation: http://a257.g.akamaitech. net/7/257/ 2422/ 10apr 2

B. Proposed Amendnent

As previously discussed in section Il.A of this docunent,
irradi ati on has various effects on foods that may change a food's
characteristics. For exanple, as with other forns of processing, the
effects of irradiation that kill or weaken insects and nicroorgani sns
may al so cause sonme changes in the food itself. Many of these changes
are of little significance, as the conposition of the food will remain
wi thin normal variations of unirradi ated foods. However, other changes
to organoleptic, nutritional, and functional properties may occur
Changes to shelf life are likely to be anong the npost conmon of these
changes. Bananas and spices are illustrative of irradiated foods that
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may have an extended shelf |life and are discussed in the foll ow ng
par agr aph.

Bananas may be irradiated to delay ripening and extend shelf life.
This is an exanple of a material change. Consumers have a general idea
of the shelf life and ripening tine of unirradiated bananas based upon
their appearance and make purchase decisions based at |east in part on
t he bananas' appearance (i.e., ripeness) and intended use. If
i rradi ated bananas were not |abeled to indicate the naterial change,
e.g., delayed ripening, consuners would purchase the bananas expecting
the faster ripening schedule of unirradi ated bananas. A consumer who
wanted to make a food that required very ripe bananas (e.g., banana
bread) would not know, without |abeling, that the irradiated bananas
woul d not be ripe enough to nmake the banana bread when he wanted to do
so. Thus, if the irradi ated bananas are not |abel ed, the consuner m ght
purchase the bananas and then di scover later that they are unsuitable
for the consumer's planned use.

In contrast, there are instances where treatnent with irradiation
may extend a food's shelf life without changing any of its functiona
characteristics in a way that may require using the food differently
than its unirradi ated counterpart. For exanple, while spices that are
irradiated to control microbial gromh will Iikely have their shelf
life extended, FDA tentatively believes that the extension in shelf
life in this case does not have the potential to be detrinental to the
consuner (e.g., to prevent the consuner's planned use of the food)
because the irradi ated spice can be used identically to an unirradi ated
spice. That is, in addition to possibly benefiting fromthe extended
shelf life, a consuner buying the irradi ated spice can use the
irradi ated spice the sane as he would the unirradi ated spice. Unlike
t he consuner of irradi ated bananas descri bed above, the spice consumer
does not need additional information to prevent the potential for a
detrimental consequence fromusing the irradiated food the sanme as its
uni rradi ated counterpart. Thus, FDA tentatively believes that the
extension of a spice's shelf life due to irradiation would not be
material information that consunmers need to know, therefore the
producer would not be required to declare this infornmation on the spice
| abel . W& request comment on the utility, for purposes of |abeling, of
di stingui shing between those changes to a food's functional properties
fromirradiation that may make a food unsuitable for a particular use
(e.g., delayed ripening) and those changes that still allow for the
food to be used identically to one that is not irradiated (e.g.
extension of shelf life alone).

One of the goals of food science research on irradiation is to
determ ne irradiation conditions that would mnimze those unexpected
effects that woul d be material to consuners. In a review article on the
effects of irradiation on fresh-cut fruits and vegetabl es, Prakash and
Foley (Ref. 1a) cite research illustrating how effects can vary
dependi ng on the food, irradiation conditions, and mtigating steps
that can be taken. They report that in sonme cases | ow doses can cause
significant loss in firmess; however, in other fruits and vegetabl es
no such loss is observed, even at a hi gher dose. For exanple,

[[ Page 16295]]

firmess of diced Roma tomatoes irradiated at 0.5 kil ogray (kGy)
decreased by 30 percent and firmess of cut ronaine |lettuce irradiated
at 0.35 kGy decreased by 10 percent. However, no change in firmess was
observed in shredded carrots or fresh-cut iceberg lettuce foll ow ng
irradiation at 1 and 2 kGy, or in celery irradiated at 1 kGy. In diced
bel| peppers, irradiation at 3.7 kGy reduced bell peppers' flavor and
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produced sone off-flavors, while no effect on flavor or arona was
perceived in a control group of bell peppers that were not irradiated
and in peppers irradiated at 1.32 kGy. Additionally, after storage for
9 days, off aroma was significantly higher in the control sanple of
bel | peppers than in the two groups of irradiated peppers, coinciding
with a slinmy appearance attributed to mcrobial spoilage. Prakash and
Fol ey al so report that conbining irradiation with other technol ogies,
such as calciumtreatnent, warmwater dips, and nodified atnosphere
packagi ng further nitigated neasurabl e adverse effects on quality.
Simlarly, Kader (Ref. 1b) reported that fruits and vegetabl es such as
papaya, strawberry, tomatoes, and dates have a high tolerance to
irradiation at doses (below 1 kGy) used for insect control, while
cucunber, green bean, grape, and | enon have a |ow tol erance at this
same kil ogray. Thus, whether effects occur that would change the food
in a significant way will depend on the particular food that is

irradi ated and the dosage of irradiation used. In its decision
approving the use of radiation on shell eggs, FDA cited to data in the
petition showi ng an increased color loss in the irradiated egg yol k and
a change in the egg's viscosity as the radiation dose was increased (65
FR 45280 at 45281; July 21, 2000). Such a change in the viscosity or
other characteristics of the egg would affect its functionality, e.g.
its cooking or binding properties. This change coul d be significant
enough that consumers should be infornmed of the irradiation and its
effect on the food.

In sum irradiation of food can cause effects in food that are
material in light of representati ons made or on consequences of use.
However, whether such effects are sufficient to neet the standard of
section 201(n) of the act will vary based on several factors and cannot
be determ ned w thout considering the particular food and irradiation
processing applied. If the change in the irradiated food is within the
range of characteristics ordinarily found in such foods, then the fact
that the food is irradiated and the resulting change woul d not be
mat erial information and would not be required to be declared on the
| abel .

The use of irradiation is strictly voluntary and generally approved
up to a nmaxi num dose. W believe that manufacturers nmay adjust the
dosage to get the nost effective dose, while mnimnzing unexpected
effects in the irradiated food. These food manufacturers or producers
may choose to irradiate their food only if the irradiation does not
alter in a significant way characteristics of the food that are
material to the consunmer. Thus, it is possible that many uses of
irradiation will not result in a material change within the franework
set out inthis rule. FDAis interested in receiving information about
the types of pre-market investigations, e.g., taste test panels or
functional studies, done by food manufacturers to eval uate whether to
irradiate and at what dose to irradiate in such a way that a materi al
change does not result.

Food is npst comonly irradiated to control food-borne pathogens.
FDA is not aware of data indicating that control of food-borne
pat hogens as a result of food irradiation would, by itself, result in a
change in the food's characteristics that would not be apparent at the
poi nt of purchase of the food and, thus, would have to be disclosed in
the |l abeling of the food to prevent the |abeling from being m sleading.
Consuners expect food to be safe and of a certain quality, and
therefore, FDA tentatively concludes that control of food-borne
pat hogens al one i s not an unexpected change in the food. Thus, in
i nstances where a food has been irradiated to enhance or nmaintain the
safety of a food by controlling food-borne pathogens that may be
present, and no other changes to the food have resulted, FDA
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tentatively concludes that information that the food has been
irradiated is not necessary to prevent the labeling from being

m sl eading. FDA is interested in receiving any information on whet her
the control of food-borne pathogens changes the characteristics of the
food in an unexpected way, i.e., outside of the normal variation of the
food, and would therefore require additional |abeling to informthe
consuner of such change. FDA also solicits coments on any specific
changes that m ght be caused by irradiation that mght constitute non-
mat eri al changes.

On the other hand, there nmay be situations in which irradiation to
control food-borne pathogens has had other effects on foods, such as
changes to organoleptic, nutritional, or functional properties which
woul d not be readily apparent to the consuner. In such situations,
information that there are changes in the characteristics of the food
as a consequence of irradiation is the material information that is
required in labeling in keeping with the act, to prevent the |abeling
frombeing msleading. Further, with regard specifically to shelf life,
FDA recogni zes that irradiation to control the growh of food-borne
pat hogens nay have the uni ntended effect of extending shelf life. W
specifically request comment on the effect of irradiation on shelf life
and the extent of any relationship between control of food-borne
pat hogens and extension of shelf life.

In the past, FDA policies on irradiation |abeling have focused on
the fact that the food has been processed. In the preanble to the 1986
final rule, we stated that ~°* * * irradiation my not change the food
visually so that in the absence of a statenent that a food has been
irradiated, the inplied representation to consuners is that the food
has not been processed'' (51 FR 13376 at 13388). FDA concluded that, to
prevent deception, the fact that the irradiated food is processed is
material information that is required to be disclosed on the |abel
Thus, FDA required in Sec. 179.26(c) (21 CFR 179.26(c)) that, in
addition to the radura | ogo, the label and | abeling of irradiated foods
bear the statenent “~Treated with radiation'' or "~ Treated by
irradiation."'

In recent years, FDA policies on the l|abeling of foods have focused
on the results of the processing of the food rather than the processing
itself. As discussed earlier, although foods that have been irradiated
have been processed, the irradiati on does not always result in a
materi al change in the food or in the consequences of use. Further, FDA
consumner research indicates that information provided to consuners on
the | abels of foods is nmore nmeaningful if it describes the purpose of
the irradiation (Ref. 2). FDA recognizes that |abeling to informthe
consuner that the product has been irradi ated does not, in itself,
informthe consumer if or how the product is materially changed. Thus,
FDA tentatively believes that when the irradiation causes a nateria
change in the characteristics of the food, the consumer needs to know
about this change, and not just the fact that the food has been
irradi ated. FDA believes that this information should be provided in a
di scl osure statenment on the | abel of the irradiated food. The
di scl osure statenent woul d describe the material change in the
properties of the food and gi ve consuners additional information that
woul d enabl e themto nake better informed decisions about whether to
purchase an irradi ated food.

[[ Page 16296]]

Therefore, FDA is proposing to amend Sec. 179.26(c)(1) and (c)(2)
to require that only those foods that have been treated with radiation
and in which the irradiation caused a nmaterial change in the
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characteristics of the food must bear the radura logo and the term
“irradiated,'' or other derivatives as discussed previously in section
I1.Ain conjunction with explicit |anguage describing the change in the
food or its conditions of use (e.g., ~‘irradiated to inhibit
sprouting''). In addition, as noted in the 1986 final rule (51 FR 13376
at 13391), FDA believes that the logo is still a necessary part of the
| abel statenment because it derives fromthe synbol that has been used
internationally to convey the fact that the food has been irradiated.
FDA tentatively concludes that this approach is appropriate because it
woul d require that consuners be provided with nore precise information
about the material change in the characteristics of the food than what
is currently required. As noted previously, such material changes may
af fect how products are stored and subsequently used by consumers, as
wel | as whether or not the products are purchased in the first place.
However, FDA requests coments on whether the termthat describes the
process, e.g., irradiated'' or an alternate termsuch as
““pasteurized,'' is a necessary part of the |abel statenent to ensure
that consuners conpl etely understand the statenent.

As previously discussed in section |.D of this docunment, section
10809 of the FSRI A provides that anyone requesting approval of
alternative labeling for a food that has been treated by irradiation,
may petition FDA. As discussed in the 2002 Cui dance, FDA believes that
it is appropriate to use the citizen petition process provided in Sec.
10.30. This regulation requires the petitioner to subnmit to the agency
all relevant information regarding the petition. This rel evant
i nfornation includes both the information and vi ews upon which the
petitioner relies and the information known to the petitioner that is
unfavorable to the petitioner's position. Thus for these purposes,
rel evant information would include any data known or relied upon by the
petitioner (e.g., qualitative or quantitative consuner research), that
show consuner under st andi ng of the purpose and intent of the proposed
alternative | abeling. FDA believes that such information m ght include,
but is not linmted to, the following information: (1) Data on
consuners' prior assunptions about, and perceptions of, the product
characteristics in light of the proposed | abeling statenents and (2)
data on consuner acceptance and conprehension of the proposed | abeling
statements in conparison to consunmer acceptance and conprehensi on of
the irradiation statement required by the current regul ati on (Sec.
179.26(c)(1)). Also, as noted in section |I.D of this docunent, section
10808 of the FSRIA revised section 403(h) of the act to permt the use
of the term  “pasteurized'' on |labels of foods that have been subjected
to a safe process as long as the process neets certain criteria.

Therefore, we are proposing in Sec. 179.26(c)(1) to pernit the use
of alternate terns to “~“irradiated'' or any of its derivatives, on the
| abel s and | abeling of irradiated foods. We are proposing in Sec.
179.26(c)(2) that the alternate termmay be used on the | abels and
| abel i ng of foods that have been treated by irradiation, that is, if
use of the term has been approved by FDA in response to a citizen
petition submitted in accordance with Sec. 10.30. In the case that the
alternative termis "~ “pasteurized,'' the irradiation process must neet
the criteria of section 403(h)(3) of the act. Anyone seeking to | abel a
food as "~ pasteurized'' under this provision nust notify FDA and
provi de effectiveness data regarding the process or treatnent used. The
agency intends to issue guidance to interested parties who wish to
notify the agency to use the term  “pasteurized ' in accordance with
section 403(h)(3) of the act.

FDA and the Food Safety and | nspection Service (FSIS), US.
Department of Agriculture, entered into a nmenorandum of understandi ng
(MOU) establishing procedures to jointly respond to petitions to use
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food ingredients and sources of irradiation in the production of neat

and poultry products (see 64 FR 72168, Decenber 23, 1999, at

http://ww. fsis.usda. gov/ OPPDE/ r dad/ FRPubs/ 88- 026F. pdf; for the MU, see
http://ww. fsis.usda. gov/Regul ati ons & Policies/Labeling FDA MOU i ndex. asp) .

FSI' S has separately issued regulations at 9 CFR 424.22(c)

regarding the irradiation of meat and poultry products (see 64 FR

72150, Decenber 23, 1999, at http://ww. fsis.usda. gov/ OPPDE/ r dad/ FRPubs/ 97- 076F. pd

I11. Analysis of Economic |npacts
A. Introduction

FDA has exani ned the economc inplications of this proposed rule as
requi red by Executive Order 12866, the Regulatory Flexibility Act (5
U S.C. 601-612), and the Unfunded Mandates Reform Act of 1995 (Public
Law 104-4). Executive Order 12866 directs agencies to assess all costs
and benefits of available regulatory alternatives and, when regul ation
i s necessary, to select regulatory approaches that maxinize net
benefits (including potential economnmic, environnental, public health
and safety, and other advantages; distributive inpacts; and equity).
Executive Order 12866 classifies arule as significant if it neets any
one of a nunmber of specified conditions, including: having an annua
ef fect on the econony of $100 million or nore or adversely affecting in
a material way a sector of the econony, conpetition, jobs, the
environnent, public health, or safety, or State, local, or triba
governnents or comunities. A regulation also is considered a
significant regulatory action if it raises novel legal or policy
i ssues. W have deternined that this rule is a significant regulatory
action as defined by Executive Order 12866 because it rai ses nove
policy issues.

B. Prelimnary Regul atory | npact Analysis

1. The Need for the Proposed Irradiation Labeling Rule

Executive Order 12866 states, "~ Federal agencies should promul gate
only such regul ations as are required by | aw, are necessary to
interpret the law, or are nade necessary by conpelling need, such as
failures of private markets to protect or inprove the health and safety
of the public, the environment, or the well being of the Anmerican
people."’

As previously discussed in section |I.D of this docunent, on May 13,
2002, the President signed into law the FSRIA which contains a
provision relating to irradiation |abeling. Section 10809 directs FDA
to publish a proposed rule and, with due consideration to public
comment, a final rule to revise the current regul ati on governing the
| abel i ng of foods that have been treated by irradiation. This rule is
proposed not to address any market failure, but to respond to section
10809 of FSRI A and because we tentatively believe that it may no | onger
be necessary to require that all irradiated food be |abeled as such
2. Regul atory Options

We anal yzed five options for the proposed irradiation regulation

<bul l et> No new regul atory action (current state of the world,
basel i ne).

<bul | et > Renove | abeling requirenents for irradi ated foods.

<bull et> Maintain the current |abeling requirenent (that is, al
food that is irradiated nust be | abel ed), but also require statenents
of purpose (e.g., ~“lIrradiated to extend shelf life'").
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[[ Page 16297]]

<bull et> Maintain the current |abeling requirenent, but also allow
alternate terms to irradiation (e.g., "~ pasteurized ')

<bul | et > The proposed regul ati on--Only those foods treated with
irradiation and for which the irradiation caused a material change in
the food nust bear the radura logo and the term “irradiated' ' or an

alternate termsuch as " “pasteurized' ' in conjunction with explicit
| anguage describing the change in the food or its conditions of use
(e.g., irradiated to inhibit sprouting''). A food undergoes a

material change if irradiation changes the properties of the food in a
way that is not readily apparent to the consumer at the point of
purchase. Therefore, in the absence of a material change, the fact that
the food was irradiated is not considered a material fact and,
therefore, no radura |logo or | abel statenment woul d be needed.

Option 1: No New Regul atory Action (baseline).

Taki ng no new regulatory action on irradiation labeling is option 1
in our analysis. The FSRIA requires FDA to publish a proposed rule and,
wi th due consideration to public comrent, a final rule to revise the
current irradiation |abeling regulation. So this is not a viable
option. We include it here because the Ofice of Management and Budget
(OVMB) cost-benefit analysis guidelines recommend di scussing statutory
requi renents that affect the selection of regulatory approaches. These
gui delines al so recomrend anal yzi ng the opportunity cost of |ega
constraints that prevent the selection of the regulatory action that
best satisfies the philosophy and principles of Executive O der 12866.
This option will serve as the baseline agai nst which other options wll
be measured for assessing costs and benefits, and we assune the
basel i ne has zero costs and benefits.

The current regulation (Sec. 179.26) states that irradiated food
nust bear the radura | ogo and the phrase "“Treated with radiation'' or
"“Treated by irradiation'' and does not explicitly address the
i nclusion of additional information that directs attention to shelf
life or food safety. Currently, FDA has approved iradiation for a
nunber of foods including spices, shell eggs, and fruits and
veget abl es; however, only linited amounts of irradiated foods are sold
inthe United States. According to a report by the General Accounting
Ofice\5\ (2000), it is estinmated that 97 nmillion pounds of food
products are irradiated annually (including ~ neat food products'
under the Federal Meat Inspection Act and ““poultry'' under the Poultry
Products I nspection Act\6\, which are regulated by the United States
Departnent of Agriculture), which is only a small fraction of the tota
amount of food consuned. For exanple, about 1.5 million pounds of
fruits and vegetables are irradiated annually. This represents only
0. 005 percent of the total amount of fruits and vegetabl es consuned.
About 95 million pounds of spices and dry or dehydrated aromatic
veget abl e substances are irradiated annually, which represents 9.5
percent of all spices consumed. Because spices, shell eggs, fruits and
veget abl es account for virtually all the food irradiation done in the
United States, we use only data about those foods in our economc
anal ysi s.

\5\ Now the Government Accountability Ofice.

\6\ It is our understanding that as of 2000 only a very smal
proportion of poultry (0.002 percent of annual consunption) and no
nmeats were irradi ated and avail able comercially (Ref. 10).
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Option 2: Propose to renove |abeling requirements for irradiated
f oods

This option also may not be viable because it could violate section
403(a) of the act, which provides that the [ abeling of all foods,
including irradiated foods, nust be truthful and not msleading. In
addition, section 201(n) of the act mandates that, in determning
whet her particular labeling is msleading, FDA consider whether the
| abeling fails to reveal material facts in light of representations
made, or with respect to, the consequences that may result fromthe use
of the product. Having no |abeling requirements m ght violate these
provisions. If this option were chosen, costs and benefits would be
generated if many firms ceased | abeling their irradiated products.

Costs: Since this option would not require | abeling, search costs
woul d i ncrease for purchasers who do not want irradi ated food. There
will be an increase in search costs because these consuners woul d need
to increase efforts to find informati on about irradi ated foods other
than on the labels or in the |labeling, or obtain know edge of producers
who irradiate their food products. If firns decide to drop |abeling,
they woul d incur relabeling and | abel inventory costs but they would
choose the | east costly |abeling option

Benefits: This option could be beneficial to those firms currently
| abeling irradiated food by allowing themto reclaimlabel space on the
| abel for private purposes, such as marketing nessages or |abel art.
Wthout a |abeling requirement, it is possible that irradiation would
beconme nore attractive to firnms because of this benefit. Any increases
in the nunbers of irradiated foods could, in turn, result in increased
food safety or shelf life.

Option 3: Maintain the current | abeling requirement (i.e., require
that all irradiated food be labeled "“Treated with radiation'' or
““Treated by irradiation,'' along with the radura | ogo), but propose to
also require statenents of purpose (e.g., ~"Treated with irradiation to
i nhibit sprouting,'' etc.).

The current regulation (Sec. 179.26(c)) states that irradiated
food nmust bear the radura logo and the phrase "~Treated with
radiation'' or ~“Treated by irradiation.'' The current regul ati on does
not explicitly address the inclusion of additional information that
directs attention to, for exanple, shelf life or food safety. This
option would anmend the current regulation to include explicit
requi renents on inclusion of additional information on irradiation
benefits. Wiile it is possible that some firns that irradiate food
currently include statenments of purpose, this option would fornmally
require this inclusion.

Costs: This option would generate costs because firns woul d be
required to relabel their products in order to include statenents of
purpose. Tables 1 and 2 of this docunent outline estinmated |abeling
costs for sectors of the food industry that may require relabeling. The
food categories included in the table are currently approved for
i rradiati on by FDA.

Table 1 outlines low, nedium and high cost estimtes based on a
change in the principal display panel. Table 2 outlines |ow, nedium
and high cost estimtes based on a change in the information panel or
assuming that the irradiation statement is simlar in cost to a
nutrient content claimor health claim It is not certain which table
nost |ikely represents costs to firns because it is not certain what
condi tions would make the costs in table 1 nore likely or what
conditions would nake table 2 nore likely. Both tables show estinmated
costs under conpliance periods of 12, 24, and 36 nmonths. In both tables
1 and 2, conpliance costs decrease as the I ength of conpliance period
i ncreases for all product categories because firns can coordi nate new
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changes in labels with already-schedul ed changes in |abels. In
addition, the conpliance period affects whether or not firms would
i ncur additional |abor costs, such as overtine, and the vol une of
| abeling inventory that would have to be discarded as a result of a new
rule.

Cost estinmates are shown in two proportions for each conpliance
period: If 1 percent of the industry irradiates

[[ Page 16298]]

and if 5 percent of the industry irradiates. As can be seen in the

tabl es, industry costs decrease as the nunber of firms irradiating food
decreases. Data on the actual number of firns that irradiate food or
will want to irradiate food in the future are not currently avail abl e.
The agency requests comments on the nunber of firms or products that
woul d be affected by a new irradiation |abeling rule.

The cost nodel used in this analysis does not include costs for
| abel i ng fresh produce wi thout packagi ng because fresh fruits and
veget abl es do not have Universal Product Codes that can be scanned.
Nonet hel ess, it is still necessary to estinate costs associated with
| abeling fresh fruits and vegetabl es that have been irradiated.

One way of labeling fresh fruits and vegetables is by placing
stickers on the produce. VWile it is not known how many fruit and
veget abl e manufacturers irradiate or will want to irradiate as a result
of this rule, according to the 2002 Census of Manufacturers (Ref. 8),
there are 5,836 firns that process fresh fruits and vegetables. As with
costs estimates for the other food categories, it is assuned that 1
percent of these firms, or 58, nmay want to irradiate, or 5 percent of
these firms, or 292, may want to irradiate. Qur 1 percent and 5 percent
assunptions are based on the generally observed very |ow rate of
adoption of irradiation technology in food processing to date. W do
not have specific data to estimate the nunber of firms that wll
irradiate if this rule is finalized, and we request comment on this
assunpti on.

For firms, there are adm nistrative costs involving the
establishment of what the sticker will ook like, as well as the costs
of finding the printer to produce these stickers. Based on previous
estimates of similar costs in the final rule on the Labeling of Juice
Products (63 FR 24254; May 1, 1998), the agency estimates these
adm nistrative costs to be $100 per firm In addition, printers |evy
one time charges for set-up in addition to the basic per unit cost of
| abel s. The agency estinmates these costs to be $250 per firm Table 3A
sunmari zes administrative costs associated with using stickers if 1
percent of the industry irradiates and if 5 percent of the industry
i rradi ates.

In addition to adm nistrative costs, there are | abor costs
associated with affixing stickers to the fruits and vegetables. The
agency estimates the | abor cost of applying the labels by multiplying
the average agricultural hourly wage ($10.75) (Ref. 8a) by the
approxi mat e nunber of hours needed to | abel the irradiated fruits and
veget abl es. Assuming it takes one worker 1 hour to |abel 240 pounds of
fruits or vegetables (4 pounds per minute nultiplied by 60 mnutes) it
woul d take approxi mately 6,250 hours to label 1.5 nillion pounds of
fruits and vegetables, the approximate anount of fruits and vegetabl es
irradiated annually in this country. The total |abor costs associated
with | abels would then be $67,188. Table 3B sunmarizes total |abor
costs if one worker can |abel 240 pounds per hour, 360 pounds per hour
or 480 pounds per hour. The agency requests conments on costs
associated with | abeling fresh fruits and vegetabl es that have been
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i rradi at ed.

Benefits: A statement regarding the purpose of irradiation would
serve to provide nore information to consuners than what is currently
on the label. To the extent that the addition of the statenent of
pur pose causes people to purchase irradiated products they may have
previ ously avoided, and to the extent that these products have | onger
shelf life or lower risk of illness, then consumers will benefit.
Consuners may | ook nmore favorably on irradi ated food once they
under stand the purpose, which in turn, could result in nore irradiated
food in the market due to the increase in demand. Information may al so
be a benefit in itself even if purchases do not increase. Research
i ndi cates that providing a statement of purpose results in a nore
positive attitude by consuners toward the purchase of irradiated food
(Ref. 3). Furthernore, research indicates that providing informtion
about the benefits of irradiation nmay increase wllingness of consumers
to pay for irradiated food (Ref. 4).

Table 1.--Cost Estimates: Irradiation Rel a

Per cent age of

Food Cat egory Conpl i ance Firms Affected by ----
Peri od Rul e

Spi ces/ Seasoni ngs 12 nont hs 1%
................. 5%

24 nont hs 1%

................. 5%

36 nont hs 1%

................. 5%

Shel | Eggs 12 nont hs 1%
................. 5%

24 nont hs 1%

................. 5%

36 nont hs 1%

................. 5%

Dri ed Veget abl es 12 nont hs 1%
................. 5%

24 nont hs 1%

................. 5%

36 nont hs 1%

................. 5%

Total s 12 nont hs 1%
................. 5%

24 nont hs 1%

................. 5%

36 nont hs 1%

[[ Page 16299]]

Note: Cost estimates include admnistrative, graphic design, prepress, engraving,
Source: RTI International, " FDA Labeling Cost Mdel'' RTI Project 06673.010, Marc
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Tabl e 2. -- Cost

Estimates: Irradiation F

Per cent age of

Food Category Conpl i ance Firmse Affected by ----
Peri od Rul e
Spi ces/ Seasoni ngs 12 nont hs 1%
................. 5%
24 nont hs 1%
................. 5%
36 nont hs 1%
................. 5%
Shel | Eggs 12 nont hs 1%
................. 5%
24 nont hs 1%
................. 5%
36 nont hs 1%
................. 5%
Dri ed Veget abl es 12 nmont hs 1%
................. 5%
24 nont hs 1%
................. 5%
36 nont hs 1%
................. 5%
Total s 12 nont hs 1%
................. 5%
24 nont hs 1%
................. 5%
36 nont hs 1%
................. 5%
Not e: Cost estimates include adm nistrative, graphic design, prepress, engraving,
Source: RTI International, °~ FDA Labeling Cost Mdel'' RTI Project 06673.010, Marc
Tabl e 3A. --Cost Estimates: Sticker Adnministrative Costs
Nunber of Total Adnministrative
Firnms Adm ni strative Costs Printing Costs Cost s
1% or 57 $100 $250 $19, 950
5% or 283 $100 $250 $99, 050
Tabl e 3B.--Cost Estimates: Sticker Labor Costs
Total Labor
Pounds Per Hour Hourly Wage Hours Needed Cost
240 $10. 75 6, 250 $67, 188
360 $10. 75 4,167 $44, 792
480 $10. 75 3,125 $33, 594
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Option 4: Maintain the current |abeling requirenment, but propose to
also allow alternate terns to ~“Irradiation'' (e.g., "~ Pasteurized ')

The current regulation (Sec. 179.26(c)) states that irradiated
food nmust bear the radura logo and the phrase "“Treated with
radiation'' or ~"Treated by irradiation.'' Currently, no alternate
terns to irradiation are allowed. This option would maintain the
requi renent that irradi ated food nmust be | abeled but allow the |abel to
contain terns other than " “irradiated, such as "~ pasteurized.'' But
the term  “pasteurized ' may be used only if the process neets the
definition as provided in section 403(h)(3) of the act.

Costs: This option generates costs because sone firns would opt to
rel abel their products, but it is uncertain how many firms would do
this because this option would be voluntary. However, firms would only
rel abel if they thought doing so would increase profits. Tables 1 and 2
contain cost estimates for the main food categories that may be
affected by this option. It is probable that firm would select a 24 to
36 nmonth conpliance period to keep costs down by coordinating the
rel abeling with regular |abeling changes.

In the short run, there nmay be increased consunption of irradiated
food if those consuners who do not want irradiated food do not equate
the alternative termwith irradiation. A so, confusion could result
fromthe use of alternative terns with uncertain nmeani ngs, causing somne
consuners to increase search costs. Research indicates that many
consuners regard substitute terns for irradiation to be m sl eadi ng
(Refs. 2 and 5). In the long run (defined here as a time period |ong
enough for consumers to adjust to and understand the neani ng of the
alternate terns), consuners' distaste for the term  “irradiation'
woul d extend to alternate terns used in | abeling, especially if there
is no additional statenment of purpose. Once consuners understand that
the alternate terns all nean “~“irradiation,'' the result would likely
be

[[ Page 16300]]

a return to the baseline nunmber of irradiated products and | abels.

Benefits: It is possible that, in the short run, consumers wll not
understand that the alternate ternms nean the sane as "~ “irradiation.'
However, to the extent that the substitution of termnms induces consumners
to buy relabel ed food that they may have previously avoided and to the
extent that these products benefit themin terms of safety or |onger
shelf life, then consuners will benefit fromthe substitution of terms.
In the short run, the quantity of irradiated food supplied may increase
in response to increased demand. As previously nentioned, the |long run
out come may be the same as the baseline because, over tine, consuners
will come to understand that any alternate terms have the sane neani ng
as irradiation.'' Once consuners understand that the alternate terns
have the sanme neaning as ~“irradiation'' they may want to di scontinue
consunption of the food, resulting in the nunber of irradiated foods
returning to the sane nunber as before the change in ternms. This is a
result of producers responding to the change in demand by reducing the
quantity of irradiated food supplied.

Option 5: The Proposed Regul ation

Only those foods treated with irradiation, and in which the
irradiati on caused a material change in the food such that it would
change the characteristics of the food in a way that is not readily
apparent to the consumer at the point of purchase must bear: (1) The
radura logo and (2) the term “irradiated'' or a derivative thereof, or
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an alternate termsuch as "~ pasteurized, in conjunction with explicit
| anguage describing the change in the food or its conditions of use
(e.g., “irradiated to inhibit sprouting''). If a firmchooses to use
an alternate termto ““irradiation'' other than "“pasteurized,'"' it
must submit a petition to the Secretary (FDA). If a firmw shes to use
the term  “pasteurized,'' it nmust submit a notification including

ef fecti veness data regarding the process or treatnent to the Secretary
(FDA) .

This option deviates fromthe current regulation (Sec. 179.26(c))
in tw major ways. First, this option would require irradiation
| abeling only for food itens treated with irradiation if irradiation
causes a material change in the food or consequences that may result
fromuse of the food. Secondly, this option requires explicit |anguage
describing the material change and allows use of alternate terns for
irradiation, as long as a petition is approved by the agency or, in the
case where "~ pasteurized'' is used, a notification is sent to FDA to
whi ch the agency does not object. This option allows for nore |abeling
flexibility and it is possible that the radura | ogo and | abe
statements on sone irradiated food, as long as the irradiation caused
no nmaterial change, could be renmoved. The nunber of products that could
be marketed without irradiation | abeling is uncertain because |abeling
requi renents cannot be nade in advance for all products. Rather, the
need for | abeling rmust be determ ned on a case-by-case basis by
appropriate testing of the food irradi ated under specific conditions,
i.e., time and dosage, because the effect of irradiation on the
properties of concern depends on the particular food. It is nore likely
that this option would sinply allow firnms nore flexibility in how they
| abel irradiated food.

Costs: This proposed rule generates costs because it requires firmns
to relabel some irradiated products. As with other options, Tables 1
and 2 contain cost estimates for relabeling in selected food
categories. Note that cost estimtes take into account all relabeling
costs, including the costs of renpbving irradiation | abel statenents.
The requirenent of a material change coul d reduce the nunber of
products that would need to be | abel ed, so sone firms would be able to
renove current irradiation |labeling. This rule would generate
addi ti onal costs because, in order for a firmto be able to use an
alternative to the term “irradiation,'' a firmwould have to submt a
petition to the agency (as addressed in proposed Sec.
179.26(c)(2)(i)). If it is the case that the desired alternate termis
" pasteurized, then, instead of submitting a petition, a firm nust
notify the agency and al so submt effectiveness data on the nmethod used
inits process (as addressed in proposed Sec. 179.26(c)(2)(ii)). Firms
are not required to use an alternate term It is assuned that a firm
woul d choose to use an alternate termonly if doing so would increase
profits.

Based on previous estimates of the cost to prepare a petition or
notification, FDA is assuming the average cost to prepare a petition or
notification is $84 per hour (Ref. 13). The agency estimates the tota
cost of a petition or notification as the tinme needed to prepare the
notification or petition multiplied by $84, the approxi mate cost
associ ated with the person for preparing the notification or petition
In the case where a firmwants to use the term "“pasteurized,'' the
agency does not assune this rule generates any additional cost of
gat hering effectiveness data; that is, presumably the firmw Il already
have data on the effectiveness of its method, or it would not undertake
the cost of irradiation. As mentioned earlier, it is not known how many
firms that currently irradiate or will irradiate in the future will be
required to |label a product as irradiated, and will desire to use an
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alternative to the term “irradiation.'' Therefore, the cost estimates
are based on an estinmate of the nunmber of firms manufacturing foods
that are currently approved for irradiation choosing to subnit a
notification or petition

Table 4 of this document contains the initial cost estimtes of
preparing a notification or petition. The nunber of firns is based on
t he 2002 Census of Manufacturers (Refs. 6, 7, and 8). According to the
Census of Manufacturers, there are 275 conpani es that nanufacture
spi ces and extracts, 311 conpani es that process poultry and shell eggs
(the Census of Manufacturers groups poultry and shell egg processing
together), and 5,836 firms that process fresh fruits and vegetabl es,
for a total of 6,422 firms. It is possible that 1 percent of, or 64
firms in the industry will want to use an alternate termand it is
possi ble that 5 percent of, or 321 firms in the industry will want to
use an alternate term The average of this range is 193 firns.

Table 5 of this docunment presents cost estinmtes of the annua
reporting burden for additional product notifications or petitions
after the initial conpliance period due to, for exanple, new firns
entering into the industry. It is assuned that one petition to use an
alternate termother than " pasteurized'' will be submitted per year
The tine estimates for both tables 4 and 5 are taken from section IV of
this docunent. We estinmate that the annual notifications would be about
10 percent of the initial number, that is, 10 percent of 193 (the
estimate in table 4), or 19 firns.

Table 4.--Estinmate of Total Cost of Subm

21 CFR Section No. of Respondents To
179.26(c)(2) (i) 1
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179.26(c)(2)(ii) 193
Tot al

Tabl e 5.--Esti mated Annual Cost of Submt

21 CFR Section No. of Respondents To
179.26(c)(2) (i) 1
179.26(c)(2) (ii) 19
Tot al

If irradiation causes no material change in the food, irradiation
| abel ing woul d be renpved under this option. Renoving irradiation
| abel ing could cause increases in search costs for consuners who desire
to avoid purchasing irradiated goods and nust find alternative sources
to maintain know edge of producers that irradiate their products.

Sonme producers may alter their products' labels to use a term other
than irradiated (e.g. " “pasteurized '). However, it is uncertain how
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many producers would use alternate terns. Again, the use of alternative
| abel s woul d generate potential costs because some consunmers may W sh
to avoid irradiated products. As nentioned before, research indicates
many consumers regard substitute terns for irradiation to be nisleading

(Refs. 2 and 5). These individuals would have to increase their search
efforts in order to continue to be infornmed about approved alternate
terns to irradiation. W request conment on the potential for this
proposed rule if finalized to increase search costs, particularly for
consunmers and retailers who desire non-irradi ated foods.

Benefits: This proposed rul e generates benefits because it could
al | ow consumers to make nore informed deci sions about the food they
purchase. If the addition of a statenent of purpose causes people to
buy rel abeled irradi ated products that they may have previously avoided
and if these products have, for exanple, |onger shelf life or |ower
risk of illness, then consunmers will benefit. If, as a result of this
proposed rul e, consuners |look nore favorably on irradi ated foods, the
supply of such foods may increase. If retailers are nore willing to
carry relabeled irradi ated products, then consunmers benefit fromthe
added opportunity to buy these products.

As nentioned in the costs section of this option, if irradiation
causes no material change, it is possible that some products would no
| onger have to bear the irradiation | abel statenent or the radura | ogo,
but it is uncertain how many products would fall into this category.
For producers who voluntarily choose the no-label option, private
benefits exceed private costs, since they no longer are required to
continue with the existing labeling. That is, a firmwould choose the
no-| abel option if it believes doing so will increase profits.
Reiterating the idea that the supply of irradiated food may increase as
aresult of this rule, it is possible that sone nanufacturers not
currently using irradiation as a safety tool (because of the current
| abeling requirement) may opt to start using irradiation in order to
enhance the safety of their products, if there is no nmaterial change in
the product. Again, firnms will only start using irradiation if they
bel i eve doing so will increase profits. As already pointed out,
however, there are potential search costs for some custoners.

This analysis also applies to those firnms who choose alternate
ternms for irradiation. Private benefits will exceed private costs for
firms that voluntarily choose alternate terns for irradiation, because
they will no longer be required to continue using existing |abeling.
These firms will only choose alternate ternms to irradiation if they
believe doing so will increase profits. Again, this use of alternate
terns can result in the previously nentioned increase in search costs
for consuners who desire to avoid irradi ated goods.

If the renmpval of explicit |anguage indicating that a food has been
i rradi ated causes people to buy irradi ated products that they
previously avoided, and if these products have | ower prices or higher
quality, then some consumers will benefit fromthe renoval of
information. Also, if retailers are nore willing to carry unl abel ed
irradi ated products at |ower prices, then all consunmers benefit from
the lower prices. But it is uncertain that unlabeled irradiated
products will be offered for |ower prices than products that are not
i rradi ated, because the irradiation process itself is not costless. If
irradiation increases product quality but also increases the cost of
production, then prices of irradi ated products could be higher than the
same non-irradiated products, with or w thout I|abels.

C. Summary of Options
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Tabl e 5A of this docunent summarizes the costs and benefits of each
option analyzed. Costs are given based on the assunption that 1 percent
of firms irradiate and rel abel (at the medium cost level) using a 2-
year conpliance period if the option requires rel abeling and a 3-year
conpliance period if relabeling is permtted voluntarily. For Option 5,
it also assunes that 1 percent of firnms prepare a notification to use
the term “pasteurized'' in the first year and 1 firmpetitions to use
another alternative termin the first year. The range of costs
represents our uncertainty about the need for changes to the principa
di spl ay panel or the information panel and the nunber of pounds of
fresh fruits and vegetabl es that can be stickered per hour. For Option
5, the quantified costs are likely to be Iess than |isted because some
firmse would be able to renove the irradiation |abeling when it results
in no material change when it is |least costly for themto do so and
will not need to submt notifications or petitions.

[[ Page 16302]]

Tabl e 5A.--Sumary of Costs and Benefits of Options

Quantified Costs Unquantified Costs
Option 1 (baseline) 0 0 0

Option 2 0 G eatest increase in Most
search costs fle
she

Option 3 $341, 000 - $681, 000 0 Most
con

Option 4 $133, 000 - $252, 000 I ncreased search costs Add
Option 5 (the proposed Less than $2, 785, 400 - Lowest non-zero increase Add
rul e) $3, 125, 400 in search costs con
add

We request comments on the estimates for these options and
specifically on the follow ng three issues:

1. The number of firms or products that would be affected by a new
irradiation rule.

2. The nunber of firns that would begin irradiating products as a
result of the various options described here.

3. Whether some industry sectors should be given nmore tine to
conply than others to reduce the econom c inpact on them

D. Small Entity Analysis

FDA has exani ned the economic inplications of this proposed rule as
required by the Regulatory Flexibility Act (5 U S.C. 601-612). If a
rule has a significant econom c inpact on a substantial nunmber of snal
entities, the Regulatory Flexibility Act requires agencies to analyze
regul atory options that would | essen the econonmic effect of the rule on
small entities. It is not known how many small firns currently
irradiate food or will want to irradiate food. If small firns are using
this technol ogy, this proposed rule may have a significant economnic
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i mpact on a substantial nunber of small entities. The agency requests
conments on how this proposed rule will inpact small firms.

Under contract, Eastern Research G oup devel oped a nodel franmework
for estimating regulatory inpacts on small businesses. The nodel is
designed to accommpdate a variety of potential regulatory activities,
rangi ng from Hazard Analysis Critical Control Point (HACCP) to product
| abel i ng.

Usi ng the 2002 Economi ¢ Census and ot her data, the nodel estinates
the cash flows of representative establishnents of varying class sizes
of food manufacturers. Based on post-regul ation cash flow and
di stribution of incone for each nodel facility, the nodel generates the
percentage of facilities in each nodel class that are vulnerable to
cl osure. The nodel allows the agency to (1) Predict the probability and
frequency of small business failure as a result of FDA regul ati ons and
(2) estimate the effects of various fornms of regulatory relief on the
survival of small businesses on a per-establishnment basis.

Cost estimates produced by the FDA Labeling Cost Mddel were used to
hel p generate estinates of the average rel abeling cost for firnms in two
of the four food categories exam ned here: spices/seasonings and dried
veget abl es. The middl e estinmated costs in each food category were
divided by the estimted affected stockkeeping units (SKUs) in each
food category to arrive at average cost per SKU Affected SKUs per
category are then divided by total nunber of firms in each category to
arrive at average nunber of affected SKUs per firm The nunber of firnms
in each food category conmes fromthe Ready-to-Eat Food Manufacturing
I ndustry category in FDA's Smal | Business |npact Mdel (Ref. 9). W use
these estimates to cal culate cost per firmusing the follow ng fornula:

Cost/Firm= (Average SKUs per firm x (Average M ddl e Rel abeling
Cost / SKU)

This formula allows us to estinmate the approxi mate average
rel abeling costs for firms in each food category. Keep in mnd these
are nmerely estimates and cost structures are treated identically across
firms. That is, we assume that costs for small firnms are simlar to
costs for large firms. The average rel abeling costs for conpliance
peri ods of 12, 24, and 36 nonths were then entered into the Smal
Busi ness | npact Mddel to estinmate the nunber of firnms at risk for
negative cash flow, assuming all firns in each category nust rel abel
The results of these estimates are presented in tables 6 and 6A of this
docunent. The table is divided into two sections, one for estimates if
the information panel is affected and another for the principal display
panel .

Table 6.--Estinates of Firms Affected By the Irrad

Compliance ---------------------------
Food Category Peri od
Affected Firms At - Ri sk
Spi ces/ Seasoni ngs 12 nont hs 139
24 nont hs 139
36 nont hs 139
Dri ed Vegetabl es 12 nont hs 23
24 nont hs 23
36 nont hs 23

\1\ Note: An "“at-risk'' firmis one that could potentially suffer fromnegative c
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Tabl e 6A. --Estimates of Firnms Affected By the Irradiati

Conpliance ---------------------------
Food Category Peri od
Affected Firms At - Ri sk
Spi ces/ Seasoni ngs 12 nont hs 139
24 nont hs 139
36 nont hs 139
Dri ed Vegetabl es 12 nont hs 23
24 nont hs 23
36 nont hs 23

\1\ Note: An " “at-risk'' firmis one that could potentially suffer fromnegative c

The nunbers of at-risk firnms in the table are estimtes generated
by the nodel. These estimates are not based on specific data about the
nunber of small firms affected, because there are no data avail abl e;
however, they illustrate the idea that small firns, especially firns
with fewer than 20 enpl oyees, could potentially be adversely affected
by this proposed rule. For exanple, in the dried vegetable category,
for a conpliance period of 12 nonths, if as the nodel estimates, 23
firmse woul d be affected, approximately 8 of these firns (or around 35
percent) would be at risk for negative cash flow as a result of this
rul e. However, for firms with |l ess than 20 enpl oyees, the nunmber of at
risk firms decreases as the length of the conpliance period increases.
As illustrated in tables 1 and 2, when conpliance periods increase,
costs decrease because firns can coordi nate new changes in food | abels
wi th al ready-schedul ed changes in | abels. By contrast, the nodel
generates no at-risk firnms anong firns with 500+ enpl oyees, regardless
of the conpliance period. This result is inportant because the industry
is characterized by a large nunber of snmall entities. The npst
effective regulatory relief for small firnms woul d be extended
conpl i ance periods. As shown in tables 6 and 6A, as the conpliance
period increases from12 to 36 nmonths, the nunber of small firnms at-
risk virtually di sappears.

Firns produci ng shell eggs are not included in the Ready-to- Eat
Application of the Small Busi ness |npact Mddel because eggs are not
consi dered ready to eat. Therefore, it is not possible to estimate the
nunber of at-risk firms. Nonetheless, small firns produci ng shell eggs
nmust still be addressed in this analysis. According to the 2002 Census
of Manufacturers (Ref. 6), there are 311 conpani es that process poultry
and shell eggs. O this nunber, about 25 percent, or 79 firnms have 20
enpl oyees or less. Again, it is not known how rmany processors irradiate
or will want to irradiate as a result of this rule. Therefore, we wll
assune this rule could affect 1 percent, or approximately 1 firm

Firms processing fresh fruits and vegetables are also not included
in the Small Business |npact Mddel. Again, it is not possible to
estimate the nunber of at-risk firns. According to the 2002 Census of
Manuf acturers, there are 5,836 firns that process fresh fruit and
veget abl es. Because firmsize for firnms that process fresh fruits and
veget ables is not yet available for the 2002 Census of Mnufacturers,
we use data fromthe 1997 Census of Manufacturers that 93 percent of

http://www.foodsaf ety.gov/~Ird/fr070404.html 8/22/2008



Federal Register - 72 FR 16291 April 4, 2007: Irradiation in the Production, Processing... Page 25 of 31

these firms are single unit firms. Therefore, we estimate that there
are 5,427 single unit firns that process fresh fruit and vegetables. As
with the other food categories, it is not known how many of these firmns
irradiate or will want to irradiate as a result of this rule.

Therefore, we will assume this rule could affect 1 percent, or
approximately 54 firns. The agency requests coments on the nunber of
smal | shell egg producers and fresh fruit and vegetabl e producers that
could be affected by this rule.

The effects on small busi nesses depend al so on whet her the |abeling
change is required or voluntary. |If, for exanple, the |abeling change
isto allowan alternate term or to renove the current |abel, the
smal I business would do so only if it did not inmpose a burden. For
requi red | abeling changes, however, the |abeling costs could indeed put
additional firnms at risk of going out of business. The length of the
conpliance period for |abeling requirenents is the nost inportant
vari abl e affecting the burden. The other inportant factor is how much
of the | abel needs redesigning. If the | abeling change is simlar to a
change in the information panel, and if small businesses are given at
| east 36 months to comply, fewwll be at risk

The agency requests conments on the likely effect on small firns as
aresult of this proposed rule, and on the effects of I[onger conpliance
peri ods for these firns.

E. Unfunded Mandat es Reform Act of 1995

Section 202(a) of the Unfunded Mandates Reform Act of 1995 (Public
Law 104-4) requires that agencies prepare a witten statement, which
i ncl udes an assessnent of anticipated costs and benefits, before
proposing "~“any rule that includes any Federal nmandate that may result
in the expenditure by State, local, and tribal governments, in the
aggregate, or by the private sector, of $100, 000,000 or nore (adjusted
annually for inflation) in any one year.'' The current threshold after
adjustnment for inflation is $122 mllion, using the nmobst current (2005)
Implicit Price Deflator for the Gross Donestic Product. FDA does not
expect this proposed rule to result in any 1l-year expenditure that
woul d nmeet or exceed this anount.

I V. Paperwork Reduction Act of 1995

This proposed rule contains information collection provisions that
are subject to review by OVMB under the Paperwork Reduction Act of 1995
(the PRA) (44 U. S.C. 3501-3520). A description of these provisions is
given below with an estimate of the reporting burden. Included in the
estimate is the time for review ng instructions, searching existing
data sources, gathering and naintaining the infornmati on and data needed
and conpl eting and revi ewi ng each collection of information

Title: Notice Concerning the Subm ssion of Information to Use an
Alternative to ~“Irradiation'

Description: In this proposed rule, FDA is proposing to require the
subnmi ssion to the agency of data and information regarding the use of
alternate ternms to the word "“irradiated'' in foods that have been
treated by irradiation using radioactive isotope,
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el ectronic beam or x-ray. FDA is proposing that an alternate term may
be used in lieu of ““irradiated'' if its use is approved in response to
a petition that has been subnmitted to FDA. If the desired alternate
termis "~ pasteurized,'' a notification nust be sent to the Secretary
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(FDA) that includes effectiveness data to show that the process or
treatnment neets the requirements of section 403(h)(3) of the act.
Description of Respondents: Manufacturers that irradiate food and
desire to use an alternate termto "““irradiation.'
FDA estimates the burden of this collection of information as
fol | ows:

Table 7.--Estinmated One-Tine F

No. of Fre
21 CFR Section Respondent s F

\1\There are no capital costs or operating and nai ntenance costs associated with t

Tabl e 8.--Estimated Annual Re
No. of Fre
21 CFR Section Respondent s R

\1\There are no capital costs or operating and nai ntenance costs associated with t

Tables 7 and 8 of this docunent describe the reporting burden as a
result of the provisions set forth in this proposed rule. Table 7 shows
the estimted one time reporting burden after the regulation initially
goes into effect. Table 8 shows the estimated annual reporting burden
per haps due to firns entering into the industry and/or currently
existing firms deciding to irradiate at a |later date. The agency does
not know how many firnms will submit a notification or a petition to the
agency to use an alternate to the term  “irradiation.'' It is also not
known how nmany firns currently irradiate food they manufacture,
al though it is known that the anpbunt of food irradiated each year is
very small and there is only one facility that can irradiate food.
However, it is assuned that nost firms wishing to use an alternate term
wi Il choose to use "“pasteurized' ' and submt a notification to FDA
along with effectiveness data. It is also assuned that one firm per
year will submit a petition to use an alternate term other than
" pasteurized'' as shown in the row corresponding to proposed Sec.
179.26(c)(2)(i) in table 7. Proposed Sec. 179.26(c)(2)(ii) addresses
notifications. The number of firns is based on the 2002 Census of
Manufacturers (Refs. 6, 7, and 8). According to the Census of
Manuf acturers, there are 275 conpani es that manufacture spices and
extracts, 311 conpanies that process poultry and shell eggs (the Census
of Manufacturers groups poultry and shell egg processing together), and
5,836 firns that process fresh fruits and vegetables, for a total of
6,422 firnms. Table 7 shows the nunber of respondents presented as an

http://www.foodsaf ety.gov/~Ird/fr070404.html 8/22/2008



Federal Register - 72 FR 16291 April 4, 2007: Irradiation in the Production, Processing... Page 27 of 31

average, based on percentages of total firnms that process shell eggs,
spices, and fruits and vegetables, the three categories of FDA-

regul ated foods that are currently approved for irradiation. It is
possi ble that 1 percent of, or 64 firms in the industry will want to
use an alternate termand it is possible that 5 percent of, or 321
firms in the industry will want to use an alternate term The average
of this range is 193 firnms. Subm ssion of the notification is voluntary
because the proposed rule does not require all firnms to submt

notifications, only those firnms that will be required to | abel a
product as " “irradiated' ' and desire use of an alternative to the term
“Cirradiation''. Therefore, it is assumed that there will be no annua

reporting burden for this rule for products that have already subnitted
notifications.

Based on previous estimations of preparing notifications and
preparing petitions, FDA is estimating that the tinme needed to prepare
a notification is 150 hours. The agency al ready has a process for
submitting citizen petitions, the burden of which is reported and
approved under Sec. 10.30. However, given sone of the controversy
surrounding irradiation and the use of alternative ternms to
irradi ati on, we expect nore docunentation and nore hours spent on these
petitions associated with irradiation |abeling. Therefore, the agency
is assuming submtting a petition will take a total of 190 hours. It is
estimated that 40 of these hours are specific to the citizen petition
process reported under Sec. 10.30, with an additional 150 hours
specific to the issues associated with irradiation labeling. It is this
addi ti onal burden that is reported in table 7.

The annual burden following the initial round of subnissions woul d
consi st of subm ssions for additional products, perhaps as a result of
market entry. This burden is shown in table 8. Again, we also assume
that, each year, one firmw Il petition the agency to use an alternate
termother than "~“pasteurized,'' in response to proposed Sec.
179.26(c)(2)(i). We do not know how nmany additional firns will submt
notifications in response to proposed Sec. 179.26(c)(2)(ii) each year
so table 8 assunes the nunber of additional firns will be 10 percent of
the firnms reported in table 7. W also assune that there will not be an
addi ti onal recordkeepi ng burden associated with this rule, as it is
assumed that firms already have the effectiveness data required by the
agency for inclusion in the notification.

In conpliance with the PRA (44 U. S.C. 3507(d)), the agency has
submitted the information collection provisions of this proposed rule
to OMB for review. Interested persons are requested to subnmt conments
regardi ng
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i nfornmation collection to OB (see ADDRESSES)
V. Analysis of Environnental |npact

The agency has determ ned under 21 CFR 25.30(k) that this action is
of a type that does not individually or curulatively have a significant
ef fect on the human environnent. Therefore, neither an environnent
assessnent nor an environmental inpact statement is required.
VI . Federalism

FDA has anal yzed this proposed rule in accordance with the

principles set forth in Executive O der 13132. FDA has determ ned that
the proposed rule does not contain policies that have substantia
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direct effects on the States, on the relationship between the Nationa
Government and the States, or on the distribution of power and
responsibilities anbng the various |evels of government. Accordingly,
t he agency tentatively concludes that the proposed rul e does not
contain policies that have federalisminplications as defined in the
order and, consequently, a federalismsumary inpact statenent is not
required.
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Li st of Subjects in 21 CFR Part 179

Food additives, Food | abeling, Food packagi ng, Radiation
protection, Reporting and recordkeepi ng requirenents, Signs and
symbol s.

Therefore, under the Federal Food, Drug, and Cosnetic Act and under
authority delegated to the Commi ssioner of Food and Drugs, it is
proposed that 21 CFR part 179 be anended as foll ows:

PART 179--1RRADI ATI ON | N THE PRODUCTI ON, PROCESSI NG AND HANDLI NG OF
FOOD

1. The authority citation for 21 CFR part 179 continues to read as
fol | ows:

Authority: 21 U S. C 321, 342, 343, 348, 373, 374.

2. Section 179.26 is anended by revising paragraph (c)(1); by
redesi gnati ng paragraphs (c)(2) and (c)(3) as paragraphs (c)(3) and
(c)(4), respectively; by revising newy redesignated paragraph (c)(3);
and by addi ng new paragraph (c)(2) to read as foll ows:

Sec. 179.26 lonizing radiation for the treatnent of food.

* * % *x %

(c) Labeling. (1) The label and | abeling of a retail package of a
food irradiated in conformance with paragraph (b) of this section that
has, as a result of the irradiation, undergone a material change in the
characteristics of the food or in its consequences of use shall bear
the following ogo along with
[GRAPHI C] [TIFF OM TTED] TPO4APQO7. 000
the statenent "““irradiated,'' or any derivatives of the term
““irradiated'' (e.g., “irradiation,'' ““irradiate,'' " “radiation,’
etc.) or an alternate termas provided in paragraph (c)(2) of this
section, in conjunction with |anguage describing the material change in
the characteristics of the food or its use. The logo shall be placed
prom nently and conspi cuously in conjunction with the required
statenment. The radiation disclosure statenment is not required to be
nore prom nent than the declaration of ingredients required under Sec.
101.4 of this chapter. As used in this provision, the term  “radiation
di scl osure statement'' neans a witten statenment that discloses that a
food has been intentionally subjected to irradiation and identifies the
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mat eri al change in the characteristics of the food or the consequences
that may result fromits use as a result of the irradiation

(2) An alternate termnmay be used in lieu of "“irradiated,'' or any
of its derivatives, if it meets the foll owi ng provisions.

(i) Atermthat is not false or misleading in any material respect
may be used in lieu of ““irradiated,'' or any of its derivatives, if
its use is approved in response to a petition that has been submtted
to FDA using the procedures under Sec. 10.30 of this chapter for
approval of the alternate term or, if use of the term  "pasteurized'
is permissible

[[ Page 16306]]

under the requirenments in paragraph (c)(2)(ii) of this section. The
petition should include all relevant information and views on which the
petitioner relies, including any data, e.g., qualitative or
guantitative consumer research, that show consuner understandi ng of the
purpose and intent of the alternative |abeling.

(ii) The term  “pasteurized'' may be used in lieu of "“irradiated'
or any of its derivatives if the irradiation process is:

(A) Reasonably certain to achieve destruction or elinnation in the
food of the nmpbst resistant m croorgani smof public health significance
that is |likely to occur in the food;

(B) At |least as protective of the public health as a process or
treatment that is defined as pasteurization in this chapter

(O Effective for a period that is least as long as the shelf life
of the food when stored under nornmal and noderate abuse conditions; and

(D) The subject of a notification to the Secretary of Health and
Human Services (the Secretary) that includes effectiveness data
regardi ng the process or treatnment and the Secretary has not nmade a
determ nation in 120 days after the receipt of the notification that
the process or treatment involved has not been shown to neet the
requi renents provided in paragraph (c¢)(2)(ii)(A), (B), and (C of this
section.

(3) For an irradiated food not in packaged formthat has, as a
result of the irradiation, undergone a material change in its
characteristics or conditions of use, the required | ogo and the
followi ng disclosure statenents, ““irradiated,'' or any of its
derivatives, or an alternate termas provided in paragraph (c)(2) of
this section in conjunction with | anguage describing the materia
change in the characteristics of the food or conditions of use as a
result of the irradiation, shall be displayed to the purchaser with
either of the follow ng:

(i) The Il abeling of the bulk container plainly in view or

(ii) A counter sign, card, or other appropriate device bearing the
i nformati on that the product has been treated with radiation. As an
alternative, each itemof food may be individually [ abeled. In either
case, the information nust be prom nently and conspicuously displ ayed
to purchasers. The |abeling requirenent applies only to a food that has
been irradiated, not to a food that nerely contains an irradi ated
i ngredi ent but that has not itself been irradiated.

* * k% *x *

Dat ed: March 27, 2007.
Jeffrey Shuren,
Assi stant Comm ssi oner for Policy.
[FR Doc. 07-1636 Filed 4-3-07; 8:45 anj
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