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March 3, 2006 , 3 L - Lakeland

Dockets Management Branch

United States Food and Drug Admmlstratlon
Department of Health and Human Servxces
Room 1061 ~

5630 Fishers Lane

Rockville, MD 20852

Re: Petition for Review of Codex Standard for Honey Under 2] CFR 130. 6 by
Petitioners American Beekeepzng Fi ederazzon etal

Dear Sir or Madam:

Please find enclosed for ﬁhng an ongmal plus three cop1es of the above styled Petition to
FDA. ; ;

We would appreciate stamped receipt of‘ this submission and enclese an addmonal copy
of the petltlon with a self addressed stamped envelope for thls purpose

If you have any questions or we need to: do anythmg addltlonal to secure the ﬁhng, please

inform us at the address. 1ndlcated on the face of the Petition and this letterhead or by
calling us at (863) 680-9908. Thank you for your asswtance

Sincerely,

Cuillin.

Kristen C. Gunter
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Andrew C. von Eschenbach, M.D, |

Commissioner of Food and Drugs  ; R L
: ~ Docket No.

For Review of Codex Ahmentarlus : ' i

Standard for Honey, Pursuant to 21 CFR 130. 6

 Submitted by thé e

Amen&an l@&keepmg F ederatlon, Ine. .
American Honey Producers Association Inc.
Natmnal Honey Packers and Dealers Assocxatlon .
~ Sioux Honey Association 5y
Westem States Honey Packers and Dealers Assocxatmn

‘March 3,2006

,,KrlstenC Gunter Esquire
- Macfarlane Ferguso [cMullen
1501 S. Florida Ave.

Lakeland, FL 33803
Tel. (863) 680—9998:; e
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Counsel for Petmoners : i
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Dockets Management Branch , T
United States Food and Drug Adxmmfstmtmn \
Department of Health and Human Semces
Room 1061 |

5630 Fishers Lane

Rockville, MD 20852

L Introduction s

The U.S Food and Drug Admlmstra:tmn (“FDA”) and other *'fmterests partic:lpate in the
development of mtemauonal standaxds by the Codex Allmentan ' nission, an international
orgamzatlon formed in 1962 to faﬂﬂ;tate world trade. 1In 2001, , th vised Codex Standard for
Honey was adopted by the 24™ Session of the Codex Alimentarius Commission. The United
States participated fully in the proceedmgs While honey is produced in the U.S., traded
internationally and consumed both asapa kaged food and as a food mgredxent there currently is
no standard of identity for honey in U S.law.

Petitioners are trade associations (a descnptxon of each assocmtxon pentmner is attached as
Exhibit “A”) whose members are engaged in the businesses of production, importing, exporting,
packaging and marketing of honey to both consumers as finished product and to manufacturers,
who use honey as an ingredient in other foods. Petitioners seek a .;S; standard for honey based
upon the 2001 Revised Codex Standard for Honey and mvoke.gﬂig iew procedure set forth in
21 CFR 130.6. With the adoption: of such requested standard, Petiti 1ers expect that consumers
and industry alike will accrue the presumed benefits of the in onal standard, and hopefully,
the identity and traditional | composmon of honey wﬂi be presarv&d ina market of many new
liquid sweeteners.

Although FDA has much expenence in promulgatmg standards of 1dentny, there is less
specific experience and guidance in promuigatmg Codex standards into U.S. law. Petitioners are
mindful of the process outlined in 21 CFR 130.5 for adoption of standards of identity and the
possible applicability of FDA’s pmpgsed endments to 21 CFR 130.5 to the separate 21 CFR \
130.6 process for review of Codex Standv_ _;ﬁs; A dlscussmn of these i lssues is covered below in
Part IV of this petition. ' '

Finally, by way of mtroductmn a descnptlon of how honey is produced and a bnef
description of the U.S. honey mdustxy is attached as Exhiblt “B” L :

IL Action Requested SETA R
This petltwn requests action by the Comm:ssmner pursuant te 21 CFR 130 6 to adopt ceﬁam
provisions of the Codex Standard for Honey (CODEX STAN 12-1981, Rev.2 (2001), pursuant to
401 of the Federal Food Drug and C@smetlc Act. A copy of the Codex Standard for Honey with
requested deviations is attached hereto as Exhibit “C.” Petmﬁners request the Comm1ssmner to
publish this Petition in the Federai Reglster asa proposal :

HI.  Reasons for Deviations v
Petitioners request certain devaatmns frmn the Codex Standard for Honey Refemng to Exhzbzt '
C, the reasons for the devxanons requestad are as follows: , -

1. USITC Publication 3369 November 2000



1. Scope.

Delete the Voluntary Annex tq the Standard because 1t IS for commermal use oniy and not for
apphcanon by Govennnents R ‘ SR

Delete from the scope: the pmposed separate standard ar Twufor honey for mdustnai -
-uses since this standard has not been completed and this n can be consobdated into

the single standa.rd for heney The neeé for reference to tw sqaarate pa:rts will thus no longer
' benecessa:ry o FataRs :

3. Essenttal Composxtnon and Quahty Factors

Sectmn 3 4 Moisture Content 5 I S e '

Delete subsections (a) and;(b) rcplace the ﬂsectmn thh rev;sed text that provxdes that no

honey should have a moisture conte g 23% (or less than 7 7% dissolved soluble_,

solids.) This moisture level is consxstent with current U.S. honey and commermal practices

and will preserve the integrity, quality and value that U.S. consumers expect in honey.

U.S.D.A. Grade standards for extracted honey currenﬂyo provide stricter moisture content
‘ requlrements for grades of honey ‘than the maximum rmc s en pmpos'ed'hercin; 3

4. Contammants, 4.1 Heavy Metals and 4.2 Resxdues of i’es jci d’;Vetermary Drugs' i

Delete Scctmn 4.0. Contammams and Maxxmum leve fo heavy metais and pestlctde B
 residues should be governed byU S iaw : - e

S. Hyglene ‘ v
‘Delete Secuon 5. Hyglene reqmrements should be governed by U S la:w

6. Labeling and 6.2 Labelmg of Non-»retad Co!xtalners :

6. Delete reference to Codex General Standard for Lab ing oy "“Packaged Foods The
U.S. labeling laws apphcable to ; g :

apply rather than the Codex Gene

6.1.1. Standards of :dentlty are referersced throughaut FD
standard of identity can trlgger apphcatmn of laws
standardized foods. Petitioners: request a review of U8, Ia
which otherwise apply to foods prescribed under a standa
130, labeling, adulteration, mlsbrand g etc. ), ‘would also o the Honey Codex
regulation if adopted into law. For example, Petitioners desire that foods which do not
‘conform to the Honey Codex Standard :(by virtue of added ingredients or modtﬂcatwns) be
required to be distinguished fi ‘Ho’? ey’ through non-misleading common or usual name
~ labeling, as would be the cas d with a standard of identity. If FDA determines that -
any laws wouid not apply to the requestedi Honey standard smlply because of the posmble'

'wasc rtém whether the Iaws :
 identity, (e.g. 21 CFR Part




desxgnauon of the standard as '5“deevx standard” xather thanasa standard of 1dent1ty, we
suggest that the i issue. be addr ssed»m %he text of the standard See example of language in
brackets ; : SR , ALY

6.1. 11(c) provides that honey “styie” may be demgmtad" ceording ts the method of removal
of the comb. Accordmg to the Codex honey standar aragraph 6.1.11(c), honey
-containing one or more. pieces of comb. may be. des:gnate d a ut co b in honey or “chunk

~ honey.” In the United States, the designation for such hone t '

with comb.” Petitioners seek FDA clarif cation that the
" remain lawful if the Codex text is adogated, or in the ; ,
demgnatmn “honey with comb” tc) the lxst of allowed style esigns

Delete 6.1.12. As ﬁitratmn wﬂ:h some oanccmltant removal of en : ;he commerc;al norm

for honey manufactured in the U S such honey should not bereqmred to be speclﬁcally :

designated as “ﬁltered i Vb I : |
7. Methods of Samphng and A _”j f\,ysm

Delete entire Section 7. 0 The U S govarnment and reguiatory authontxes should enforce the
standard usmg any methuds deemed adwsable and Iawful el

ANNEX

prescribing approx1mately thi
~ These proposed amcndments may t
standards under 21 CFR 1306, however they me‘
promulgatmg commodlty standards the Cadex Ahmen

thxs Petmon When
§si ;apphes many of the
 published May 20, 2005.
'should be zpso facto'

Codex pmcess For thxs reason we wﬂi not go mto separate

thirteen separate general pnnmples Ve ,
compliance with each of FDA’s th ) proposed s ‘wﬁl be provxded by‘ '
‘supplement if FDA feels this mfonnauon is requlred or advxsable In lieu of such a lengthy
discussion, a few key pomts relatxve to two of the proposed general prmmples are as follows




The first, and presumably the most 1mportant proposed general pnncmle for agency
‘consideration in the adoption of a food standard is consideration of whether the requested
standard promotes honesty and fa Jdeahn,g in the mterest of consumers

A consumer study ‘conducted in 2005 for the Nauonal*H oney
‘consumers are very confused about what “honey” means
Forty-two percent of those interviewed believed that pure ho
" those interviewed believed “honey” contains added syrup. Wi
and “honey pretenders being mtroduced into the mar
meaning of the term “honey” is hkely to contmue to e} de
statement “honey is timely and sorely needed. The
“hone for the tradxtmnal food and oleariy eﬁcom'age

'Board suggests that U S ‘
of the food’s composmon
contains additives and 17% of
f blended sweeteners
understanding of the
dification of the identity
serve the food name of
promote the consumpnon
ﬁs obvxous role in the

» beheve that a composmonal standard ﬁfor hohey w1ﬂ serve as a tool te help combat the economlc
adulteration of honey. b : S

According to a study of ~the impacts*of ecoﬁomieadoltereﬁon” JFZ.U' : k,:;;!honey mdustxy, it was

high value product hke honey, absent a demand shxﬁ m the
an increase in sup, ?Iy due to adulterahon would result in do
producer revenue.’ Petitioners believe that to the extent that a
~ enforcement and - industry complzance reduoed €Conomic A
consumers and producers : -

raﬁoﬁ will beneﬁt both '

Also, the proposed standard is expectqed to:'promete honesty and faxr dealmg thhm the food trade
in general, where pure honey is used gredient in other foods. A consumer study: shows
that consumers wﬂl pay more for foods-.; a”e:’thh real honey- and hlghly va}ue honey asan
mgredxent in foods.* : MR : g :

standard should take into
s requested Codex Honey
odex language, which,
ygiene eontammants and;

Inregard to a second proposed general pnnctpie the proposed 00
‘account any other of FDA’s relevant regulations. Please nott
standard takes into account FDA’s other regulatlons b striki
otherwise might contrayene FDA’s regulahons regardmg Jabel

analytical methods and suggests apphcatwn of u.s. law

2 Topline Results, Honey Label Cenﬁxsmn Smdy November L, 2005 Nataona! Honey Board

3 Falrchlld Gary F., John P. N:chols and Orak Joumal of Food D:smbwwn Research Val 34 (2 2003),
38-45" Observauons on Economic Adultera:tion [ gh Value Food Products: the Honey Case ;
A Honey Value Added Study for Nat;onai Heney Board March 2004; Jeﬁ‘rey B.Gross
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V.  Statement of Meetmgs w:th Ot‘her Interest Groups

“ ;cmps have conducted the
ssed or the petition itself
iere the honey industry

adopt the Revised Codex

In formulating this petltlon the ]’entmners and other
following meetings, where the need for this actlon Nas € i
discussed. These meetings do not include the num rous me
participated in the extensive underlyung Cﬂdex Ahmentanus
Honey Standard AETU

e Honey Indusu'y Roundta:ble December 2-3 2694 San Antomo TX Sponsored
by the National Honey Board . -
o The American Honey Pmducers Assocxatmn, ‘Inc Ammal Meetmg, January 8,
- 2005, San Antonio, T’X ‘
» The National Heney Packers & Dealers Assacxanen Annual Meetmg January 6,
2005; Executive Committee eeting September 27,2005 \
* American Beekeeping Fede ration, Inc. at Board of Dxrectors meetmgs held June
6, 2004; July 22, 2004 d&anuary 13,2005
Sioux Honey Association: meeting. held Jan 1ar ; 19, 20@61 ;ﬁf Ry :
Western States. Haney Packers and Dealers Assaciatmn meetmg held January 5
2006 f : , : ,

VI : Certiﬁcation'

ndersigned, this Petition
it includes information

The undersxgned cemfy th  to the best k:nowledge and be‘
mcluded all information and views on which the petiti
: -e‘petztxoner unfa» orabletothe petmon s

DW& Preszdent

American Beekeeping Federatloix i e 'Na onal Honey Packgfrs & Dealers Assn

16481 CR319 g ~ 125E Laurel St.
Navasota, TX 77868 - . Colton,CA 92324 :
Ph. 936-825 7312 N " Ph. 909-825~1?22 )

‘Bob Coyle Pr‘éxdent S T o Stev
Western States Honey Packers & Dealers ASSIL} . Ameri
9017 NE 16th St. Ny
Bellevue, WA 98004
Ph. 425—453—5230 f

Dav1d Aﬂlbone Preszdent/C’E() S R
Sioux Honey Assocxatlon ERt e

- P.O. Box 388

Sioux City, IA 51102
Ph. 712-258-0638
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