
Public Health Service 

Food and Drug Administration 
College Park, MD 20740. 

Sin Hang Lee, MD 
Fleminger, Inc. 
160 Hawley Lane, Suite 205 
Trumbull, CT 06611 

RE: Qualified Health Claim Petition: Green Tea and Reduced Risk of Cancer (Docket 
No. 2004Q-0083) 

Dear Dr. Lee: 

Thank you for your letters dated July 1, July 5, and July 6,2005, in reference to the June 30, 
2005, letter from the Food and Drug Administration (FDA or the agency) regarding your health 
claim petition dated January 17,2004, as supplemented by your letter dated May 21,2004. 

While your recent letters do’not meet the requirements for a health claim petition pursuant to 2 1 
C.F.R. 10 1.70 and do not state that you are requesting reconsideration under 2 1 C.F.R. 10.33, we 
believe that you appear to be seeking reconsideration. 

We ask that :you please review the requirements of 21 C.F.R. 10.33 (copy enclosed). If you 
would like the agency to reconsider its June 30,2005, determination concerning your health 
claim petition, please submit a request for reconsideration in accordance with 2 1 C.F.R. 10.33. 

Please note that if you wish to rely on information or views not previously included in the record 
of your Jarmary 17,2004, petition (as supplemented by your-letter dated May 2 1,2004), you 
would need to submit a new petition, rather than seeking only reconsideration (see 21 C.F.R. 
10.33(e)). 

Finally, with respect to the request in your July 1,2005, letter -that the agency notify you within 
ten days, please note that there is no statutory or regulatory requirement that the agency respond 
to a request for reconsideration within ten days. If you submit a request for reconsideration in 
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accordance with 21 C.F.R. 10.33, once a decision on that request has been made, we will 
communicate the decision to you promptly in writing. Ifyou subfiit a new petition under 21 
C.F.R. 10 1.70 (copy enclosed) time periods specified in that regulation for agency action on such 
petitions would apply. 

, 

Barbara 0, Schneeman, Ph.D. 
Director 
OfTice of Nutritional Products, Labeling, 

and Dietary Supplements 
Center for Food Safety 
and Applied Nutrition 

Enclosures: 
1) 21 C.F.R. 10.33 
2) 21 C.F.R. 101.70 
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Q10.33 21 CfR Ch, I (4-l-05 Edition) 

01) In reviewing a petition the Com- 
missioner may use the following proce- 
dures: 

(I) Conferences, meetings, cliscus- 
sir&s, and correspondence under $10.65 

(2) A hearing under parts 12, 13, 14, 15, 
or 16. 

(3) A FEDERAL REcxSTER nOtiGe re- 
questing information and views. 

(4) A proposal to issue, amend, or re- 
voke a regulation, in aocordance with 
310.40 or oi2.20, 

(5) Any other specific public. proce- 
dure established in this chapter ,a&l ex- 
pressly applicable to the matter. 

(i) The record of the ‘administrative 
prbceeding con&&s of the following: 

(1) The netition. including alfinfor- 
metion on which it relies, filed by the 
Division ofDockets Management. 

(2) All comments received on the pe- 
tition, including all information sub- 
mitted as a part of the comments. 

(3) If the petition resulted “in a pro- 
posal to issue, amend, or revoke & regu- 
lation, all of the documents specified 
in 5 10.40(g). 

(4) The record, consisting of any 
transcripts, minutes of meetings, re- 
ports, FEDERAL RETESTER notices, and 
other documents resulting from the op- 
tional procedures Speoified in para- 
graph (h) of this section, ,except ,a tran- 
script of a closed portion of a public ad- 
visory committee meeting, 

(5) The Commissioner’s decision on 
the-petition, including all information 
identified or filed by the Comm&slon%r 
with th8 Division tif DbcketS Manage- 
ment as part of the record supporting 
the decision, 

(6) All documents filed with the Divi- 
sion of Dockets W.nagement under 
5 10.65(h). 

(7) If a netition for reconsideration or 
for! & stay of action is filed under para- 
graph (j) of this section, the adminis- 
trative record specified in $10.33(k) ar 
5 10.35(h). 

(j) The administrative ~record speci- 
fied in paragraph (i) of this section is 
the exciusive &cord for the Commis- 
sioner’s decision. The record of t;hs ad- 
ministrative uroceedmg closes on the 
date of the -~ommissioner’s decision 
unless some other .date is specified. 
Thereafter any interested pexson may 
submit a petition for reconsideration 
under $10.33 or a petition for stay of ac- 

tion under $10.35. A persom who wishes 
to rely upon inform&ion or views not 
included in the administratiive record 
shall submit them to the Cammissioner 
with a new petition to modify the deci- 
sion in accordance with this sqtion. 

(k) This section does not apply to the 
referral of a matter to a United States 
attorney .for the ‘inStiation of court en- 
forcement action and related cor- 
respondence, or to requ%%ts, sugges- 
tions, and recommendations made in- 
formally in routine correspondenae re- 
ceived ‘by FDA. Routine correspond- 
ence does not constitute a petition 
within the meaning of this, Section un- 
less it purports to meet the require- 
ments of this section. Action on rou- 
tine correspondence does not con- 
stitute final administrative action suh- 
ject to fudicial review under $10.45. 

(1) The Division of Dockets Manage- 
ment will maintain a chronological list 
of each petition filed uqler this section 
and $10.85, but not of petitions sub- 
mitted elseWere in the agency under 
0 10.25(~>(3~, showing: 

(1) The docket number: 
(2) The da&8 the’petition was filed by 

the Division of Doclkets Management; 
(3) The name of the petitioner; 
(4) The subject matter involved; and 
(5) The disposition of the tietition. 

[44 FB 22323, Apf. 13, 1979, a% rUnended at 46 
FR 8455, J&n. 27, 1981; 50 ~6656. Apr. 26, 1985; 
54 FR 9034, Mar. 3, lQf$$ 5’7 FR X7980, Apr. 28, 
1992, 59 3% 14264, Mar. 28, 199% 62 FR 40692, 
July 29.1997; 66 FR 646’7, Jan. 22,26+X; 66 FR 
12846, Mar. 1,20011 

5 10.33 AdmhMrative reconsideration 
of action. 

(a) The Commissioner may at any 
time reconsider a matter, on the Com- 
missioner’s own initiative or on the pe- 
tition of an interested person. 

(b) An interested person may request 
reconsideration of part or all of a deci- 
sion of that Commissioner on a petition 
submitted under 310.25. I&&h request 
for reconsideration must be submitted 
in accordance with $f0.20 and in the 
following form no lat%r than 30 days 
after the’date of the decision involved. 
The C&nmis%iuner may, for good cause, 
permit a petition to be fil8d after 30 
days. In the case of a dscision pub- 
lished in the FEDERAL REoISTER, the 
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day of publication is the day of deci- 
sion. 
(Date) - 

Division of Dockets Management, Food 
and Drug Administration, Dspartmsnt of 
Health and Human Servioes, 1111. lG%?, 5630 
Fishers Lane, rm. fO61, Rockvllle, MD Z&352. 

PEETION FO& RECON~I~E~RATION 
[Docket No.] 

The undersigned submits Ws petition for 
reconsideration of the de&ion of the Com- 
missioner of Food and Drugs In Docket No. 

A. De&ion involved 
(A concise statement of the decision of the 

Commissioner which the petitioner wishes to 
have reconsidered.) 

B. Actton requested 
(The decision whioh the petitioner requests 

the Commissioner to make upon recongnk- 
ation of the-matter.) 

c. statement Of gromds 
(A full statement, in a well-organieed for- 

mat, of the factual and legal grounds upon 
which the petftianer relies. The grounds 
must demonstrate that relevant information 
and views contained in the administrative 
record were not previously or not adequately 
considered by the Commlssfoner. 

(No new information or views may be in- 
cluded in a petition for reconsideration.) 
C3ignature) 
(Name of petitioner9 
(Mailing address) - 
(Telephone number) 

(c) A petition for reconsideration re- 
lating to a petition submitted under 
&10.35(aX2) is subject to the reauire- 
merits of elO.30 Cc$ and (d), except‘ that 
it is filed in the same docket file as the 
petition to which it relates. 

(d) The Commissioner shall promptly 
review a petition for recousideration. 
The Commission8r may grant the peti- 
tion when the Commissioner deter- 
mines it is in the &bQc interest arid in 
the interest of justice. The Commis- 
sioner shall grant. a petition for r&on- 
sideration in any proceeding if ‘the 
Commissioner determines aR of the fol- 
lowing apply: 

(1) The petition demonstrates that 
relevant information or views eon- 
tained in the administrative record 
were not previously or not adequately 
considered. 

I 10.33 

(2) The petitioner’s position is not 
frivOlous and is being; pursued in good 
faith. 

(3) The petitioner has ,demonstrated 
SOUII~ public policy grounds supporting 
reconslderatlon. 

(4) Reconsideration ia not outweighed 
by public health or other public inter- 
W&3, 

fe) A petitfon fur reconsideration 
may not be base8 01% information and 
views not contained in the adqlinistra- 
We record on which% the deqfsion was 
made. An inter’ested person who wishes 
to rely on informatiOn or views ‘hot in- 
cluded in the adinfnfst%tive record 
shall submit them v&h a new petition 
to modify the decision under ~filO,25(a). 

(0 The .deoWan on R petition for re- 
consideration is to be in writing and 
plaoed on public display as ‘part of the 
dOCk8t file an the matter in the office 
Of the D!+?ision of Doukets Manage- 
ment A determination to grant recon- 
sideration v&l be published fn the FED- 
ERAL REC?~STRR :if the Comrmssloner’s 
original decision wae so published. Any 
other determinat;ion to grant or deny 
reconsideration maY, a&o be published 
in the FEDEF& REG~WZFZ. 

($9 The Commissioner may consider a 
petition for reconsideration only before 
the petitioner brings legal action in 
the courts to seview the action, exoept 
that a petition may also be considered 
if the Commissioner ‘has denied a .peti- 
tion for stay of action and the peti- 
tioner has petitioned for judicial re- 
view of the Cammissfoner’s actlon and 
requested thsreview$ng coat to-grant 
a Stay pending consideration af review. 
A petition for reconsideration sub- 
mitted later than 30 days after the date 
of the decision involved will be denied 
as untimely unless the Commissioner 
permits thepetition to be filed after 30 
days. A petition for racronstderation 
will b8 considered as submitted on the 
day it is received .bg the Division of 
Dockets Management. 

(h) Th8 ~ommissionex may initiate 
the r8consideratSon of all or part of a 
matter at any tims after it has been 
decided or action has been taken. If re- 
view of the matter is pending in the 
oourts, the Commissioner may request 
that the court refer the matter back to 
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stay may be request& fax a specific 
time period or ‘for an indsfialtta time 
period. A request far stay must be sub- 
mitted In accordance with g 1020 and in 
the follawing form’ no Ititer than 30 
days after the d&e df the decision in- 
volved. The GommSsaionex may, for 
good cdse, permit a petition to be 
filed after 30 days. In the c&se of a deci- 
sion published in t&e E%DEBAL REG- 
ISl%R, the day of .publication Is the 
date of decision. 
(Date) -_ --- 

Division of Wkets hbanasement, Food 
and Drug Admfni8tration, Depatiment of 
Health and Human Services, 5680 Fishers 
L&e, rm, lW, Rockv~~le, MD X&52. 

%XRTXON FOR STAY OF AcTlon 
The undersfgned submfts this petition re- 

QueStfUg that the COmmiaGiOner of FQO~ aad 
Drugs stay the effective date of Che foliowing 
matter. 

A. Decision involved 
(The sp+cUic admfaistrative action being 

taken by the Commissioner for whbh a stay 
is requested, inclucling the docket number or 
other citation to tha act&m Lnvolved. f 

3. Action requested 
(The length of time fer which the stay is 

reaueated, which m+y be for a sneaffic or fn- 
definite time pmiod.) 

C. Statemnt of grounds 
(A full statement, in a well-orgatietrd for- 

mat, of the factual a.nd legal grow& upon 
which the petitioner reel& for\the stay.) 

the agency or hold its review in abey- 
ance pending administrative &onsidr 
eration. The adminWrative record of 
the proceeding is to include all addi- 
tional documents relating: to eucb re- 
consideration. 

(i) After determining to reconsider a 
matter, the Commissioner shall review 
and rule on the merits of the matter 
under B 10,30(e). The Commissioner may 
reaffirm, modify; or overrule the prior 
decision, in whole or in part, and may 
grant such other relief or take such 
other action as is warranted. 

(j) The Commissioner’s reconsider- 
ation of a matter, relat;lng to a peWion 
submitted under §10.25(a)(2~ is subject 
to B 10.30 (f> through (h), (j), and (k). 

(k) The record of the administrative 
proceeding consists of the follow&g: 

(1) The record of the orfgmal petition 
specified in 5 10.30(i). 

(2) The petition for reconsideration, 
including all information on which it 
relies, filed by the Division of Dockets 
Management. 

(3) All comments received on the pe- 
tition, including all information sub- 
mitted as a part of the comments. 

(4) The Commissioner’s decision on 
the petition under uaragranh ffl of this 
section, including all infor&ation iden- 
tified or filed by the Commissioner 
with the Division of Dockets Manage- 
ment as part of the reoord supporting 
the decision. 

(5) Any FEDERAL RECXISTER notices or 
other documents resulting from the pe- 
tition. 

(61 All documents filed with the Divi- 
sion of Dockets Management under 
110.65(h). 

(7) If the Commissioner reconsiders 
the matter, the admirnstrative record 
relating to reconsideration specified in 
5 1030(i). 
I44 FR ZZ323, Apr. 13, 1979, as amended at.46 
BR 8455, Jan. 27, 198%; 59 FB 14364, Mar. 26, 
1994; 66 FR 6467, Jan. 22. 2001: 66 FR 1-2848, 
Mar. 1, %I011 
$10.35 Administrative stay of action. 

(a) The Commissioner may at any 
time stay or extend the effective date 
of an action pending or following a de- 
cision on any matter. 

(b) An interested person may request 
the Commissioner to stay the effective 
date of any administrative action. A 

(Wgnature~ 
<Name ol petit5oBer) 
(Mailing address) 
(Telephone number) _ - 

(c) A petition for stay ofacltion relat- 
ing to a netitiw snbmitted under 
~10.25(a)(2)~ is subject to the require- 
ments of 130.30 (c) and (d), exoeut that 
it will be-filed in the s~rmo do&e% file 
as the petition to which it relates. 

(cl) Neither the filing of a petltlon for 
a stay of action nor a&ion taken by an 
interested person in accordance with 
any other administrative procedure in 
this part or m  any other section of this 
chapter, e.g., the filing of a &t&en pe- 
tition under $10.30 or a petjtion for re- 
oonsideration under ) 20.33 or a .request 
for an advisory opinion under ~1035, 
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tioner permission to use the proposed 
brand name ‘if such use fs not mis- 
Ieading, with any conditions or limita- 
tions on snob use specified; or 

(ii) Deny the p&X&n, fn which case 
the letter shall state the reasons there- 
for. Failure of the aetltion to fulla ad- 
dress the requirements ‘of this section 
shall be grounds for denial of the peti- 
tion. Shonld FDA not notify the p&J- 
tioner of his decision on the. net&ion 
within 100 days, the petition shall be 
considered to be granted. 

(5) As soon as practicable folollowing 
the granting of a ppet;iS;fon. the Dammis- 
sionsr of Fvod and Drugs will publish a 
notice fn the FRRRRAL REGWPER in- 
formIng the public of such fact, 

statement should provide examples of the . types of foods on whichthe brand name will 
appear. It shall also inolude’data showing 
that the actual lev#l of the nutrient m  the 
food aualifies the food to bear the cor- 
respondfng term defined by regulation. 
Assay methods used to determine the leveLof 
a nutrient should meet the requirements 
stated under petition format ftem C innara- 
graph (k)(l) of this section, 

B. A detailed explanation, supported by 
any necessary data, of why rise of the pro- 
posed brand name Is requested. This i&em 
shall also state what nutrMonal benefkt to 
the public will derive from use of the brand 
name as proposed. If the-branded produ~& Is 
intended for a speciNc group withm the, pop- 
ulation, the analysts should specifically ad- 
dress nutritfonal needs of such group and 
should include scientific data sufficient for 
such purpose. 

C. The petitioner is resuired to submit ei- 
ther a claim for categorloal exclusion under 
$25.30 or 825.32 of this chapter or an &v&on+ 
mental, assessment under ~26.46 of thisohap- 
ter. 

Yours very truly, 
P0titionQx 
BY 
(2) Within 15 days of receipt of the pe- 

tition the petitioxier will be notified by 
fetter of the date on which the petitiorr 
was received. Such notice will inform 
the petitioner: 

(i> That the petition is undergoing 
agency review (in which case a docket 
number will be assigned to the peti- 
tion); or 

(ii) That the petition is incomplete, 
e.g., it lacks any of the data required 
by this part, it presents such data in a 
manner that is not readily understood, 
or it has not been submitted in quadru- 
plicate, in which case the petition w.ill 
be denied, and the petitioner till be 
notified as to what respect the petition 
is incomplete. 

(3) FDA will publish a notice of the 
petition in the FEDERAL REGISTER an- 
nouncing its availabilits to the nublic 
and seeking comment 5% the petition. 
The petition shall be available to the 
public to the extent provided under 
paragraph (g) of this se&ion. The no- 
&e shall allow 30 days for comments. 

(4) Within 100 days of the date of re- 
ceipt of the petition that is accepted 
for review (Le., that has not been found 
to be incom~plete and subsequently re- 
turned to the petitioner), FDA will: 

(i) Notify the petitioner by letter of 
the agency’s decision to gxant the peti- 

I86 FR 2413, Jan. 6, X9& 68 FR GP343, Apr. 2, 
1893, as amended 
62 FR 46398, July 

&t’sSJW 44083, Aug. 18, 1993; 
29, MC.63 8% 26718, May 14, 

1998; 63 FR 4692% July 2% 1996; 6%’ BR 9666, 
Mar. 4,2992; 69 FR si4ei, N&r* 80, ZOOQ’] 

9 101.70 Fwitions for heatwh clraiqs. 
(a) Any interacted person may peti- 

tion the Food and Drug Adminletration 
(FDA) to issue a regulatlcm regardihg a 
health olalm. An orig$nal and on8 copy 
of the petitipir shall he submitted, or 

-the petitioner may submit an .origlnal 
and a computer. ieadable disk con- 
taining the petition. Contents of the 
disk should be in a stand&rd.format, 
such as ASCX format. i(Petitioners in- 
terested in submftting a disk should 
contact the Gent& for Food Safety and 
Applied Nutrition for details.) If any 
part of th9 materjal submitted is in a 
foreign language, it shall be accom- 
panied bye an ?ccurai& and complete 
English translation. The petition shall 
state the petitioner’s post office ad- 
dress to which .any corresnondenee re- 
quired by section 403 of -the Federal 
Food, Drug, and Gosmetic Act may be 
sent. 

(b) Pertinent information may be in- 
corporated in, and will- be-considered as 
part of, a petition on the basis of spe- 
cific reference to such ilrformation sub- 
omitted to &nd retained in the files of 
FDA. Such information may include 
any findings, along ‘with the basis of 
the findings, of an o&&de panel wfth 
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expertise in the subject area, Any ref- 
erence to published information shall 
be accompanied by reprints, or easily 
readable copies of such information. 

Cosmetic Act w&h respect to istatement of 
the substencz aad its h&M& ciaimP. 

AttaohedWrete, and cbnstitutilrg a part of 
t&is petition, are the following: 

(c) If nonclinical laboratory studies 
are Included in a petition, the peMt;ion 
shall include, with respect to eachzon- 
dlinical study contained in tire pet& 
tion, either a statement that the study 
has been conducted in oompliance with 
the good laboratory practice regula- 
tions as set forth in part 58 of this 
chapter, or, if any such study was not 
conducted in compliance with such reg- 
ulations, a brief statement of the rea- 
son for the noncompliance, 

(d) If clinical or other human inves- 
tigations are included in a petition, the 
petition shall include a statemsnW,hat 
they were either ,condncted in oompli- 
anoe with the requirements for institu- 
tional review set forth. in part 56 ,of this 
chapter, or were not subject to suoh re- 
quirements in acbordance with $56.104 
or $56.105, and a statement that they 
were conducted in compliance with the 
requirements for informed consent set 
forth in part 50 of this chapter. 

(e) All data and information in a 
health claim petition are available for 
public disclosure after the notice of fil- 
ing of petition is issued to the peti- 
tioner, except that clinical mves%iga- 
tion reports, adverse reaction reports, 
product experienqe reports, consumer 
complaints, and other similar data and 
information shall only be available 
after deletion of: 

(1) Names, and any information that 
would identify the person using the 
product. 

(2) Names and any information that 
would identify any third party involved 
with the report, such as a physician or 
hospital or other fnstitution. 

(f) Petitions for a hea&h’olaim shall 
include the following data and be sub- 
mitted in the following form: 

A. Preliminary regufrements. A complete 
sxp1anation of how the ‘substsnce conforms 
to the raqu&eiwmta of ~.$rrt.l4(b) (21. CFR 
l?lLl%b)~. FOr PetftioaS Wher8 the subject 
substanoe fs a food ~edi4nt or a oompo- 
nent of a food .fngredfent, the petitloner 
should compite B con’@Pf&tmslw Hitat of the 
6peoifl0 bgx&WnCa taat’v?ill be ad,cled to the 
food to supply She suhtsnce in the food 
bearing the h&&h Claim. For aaoh such in- 
gredient Usted, the pet&foner shoukl state 
how the ingredient con~pWas wftlz. the re- 
auirements of ~~~1.~4(b~3~(~~), e.g., that its 
~60 is generally reoogn&txi &8 safe (GRAS), 
listed as a .food adWive, Ox authorized by 8. 
prior sanotioh issued by the sgency, and 
what the basis is foi the a&U55 clakm, the 
food additive status, Or @XtOP &notfoned sta- 
tus. 

B. Summ;ru?g of Wi~ntifsc data. The sum- 
mary of scientific d&t% provides t&e basis 
upon which authotizing a health olajm can 
be justified as pro@ifng the health benefft. 
The summary must e&ablisb t&G, based on 
the totality of publicly available scientific 
evidence finoludi~ evidende front weli-de- 
signed studies conducted in a’manner which 
is Consistent wfth generauy reoogniaed fi0b 
entiflc procedures asrd, princfplesY; there is 
significant scienttfic qgreeixxmt am&g ex- 
perts qutiified ‘by scientific t%&iiap- and ex- 
perfence to’ewluate suoh claims, that the 
claim ia supported by such evidence. 

The summsry shall state what public 
health benefit will derive fram use of tbe 
claim as p&posed. If *he of@m is intended 
for a specific group within the ptrpuiation, 
the summary shall epeeiffc~lly ad,drees nu- 
tritional needs of such group and shall in- 
elude ecfentifio astS ~ho%ving how the claim 
is likely to as&t inmeet$ng such needs. 

(Date)_ 
Name of petitioner 
Post office address 
Subject of the petition 
Food and Drug Administration, 
OPlloe of Nutritional Products, Labeling and 
Dietary Supplements (HFS-BOO), 
!iloO Paint 3ranc.h PkiRy., 
0ollege Park, MD 30’740, 

The summrtry Shall conoentrate on the 
findings of appropriate r4vlsw art&,lss, Na- 
tional fnstitut% Of Xedth o$uWMnsus ‘devel- 
opment conferences, and other appropriate 
waouroe m&terfals. ISSUES adhreseod in the 
summary shall include answers to $nch ques- 
tions as: 

1. Is there an optimum level of the por- 
W&&r substance to be oonsumed beyond 
whfch no benefit wouldbe expected? 

2. I6 their0 any level at Which an adverse ef- 
fect from the substanoe’or from foods oon- 
taming the substance ocours for any seg- 
ment of the populstfon? 

The undersigned, submits 
this petition pursuant to seotloQ 403(r)(4) or 
4i031r)GffD) of the Federal Food, Drug, and 

3, Are tb$s oertrifn poptiatiorrs that; must 
receive speoiti consider*tfon? 

4. What other nutrltismsl or health. factors 
010th positive e.nd neg&ve) we Important to 
consider when consumfng the substanoe? 

In addition, the summ&y’Of SCionWic data 
shall include a detailed analysis of the po- 
tential effect of’ the use of the proposed 
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claim on food consumption, Bpecifically any 
ohmwe due to sigiiiflcant a+n%ions in eat- 
ing habits and oorrespohding changes in nu- 
trient intake resulting Crem Bush okta~gss in 
food COnStWIptiOn. The Iatter item shall epe- 
oiCioal1~ address the eCCect on the intake of 
nutrients that have beneficial and negative 
consequences in the total diet, 

If the claim is intended for a significant 
subpopulation wltliln tile general US. popu- 
lation, the analysis shall speciCioal1y address 
the dietary practices of suoh group, and shall 
include data sufficient to demonstrate that 
the dietary analysis is representative of such 
group(e.g.,-adolesoents or the elderly): 

If appropriate, the petition shall’ explain 
the prevalence of the disease or health-re- 
lated condition in the U.S. population and 
the relevance of the claim in the context of 
the total dafly diet. 

Also, the summary shall demonstrate that 
the substance that. is the subject of the pro- 
posed claim conforms to the definition OC the 
term “substance” in !&?1,14(a)(2). 

C. Analytical data that show the amount 
of the substance that is present in represent= 
ative Couds that would be candid&es LO bear 
the claim should be obtained from represent- 
ative samples using methods Crom‘the Assod 
ciatioa of Official Analytmal @.temists 
(AOAO), where available. If no AOAC method 
is available, tbe p&itloner aball submit the 
assay method usedand data establishing the 
validity of the method for assaying the sub- 
stance in food. The validation data should 
include a statistical analysis of the enalyt- 
iod and product variability. 

(d The data specified undes the sev- 
era1 lettc&-i hqadhgs should be sub- 
mitted on separate pages or sets of 
pages. suitably ld%ntjfied. If BU@ data 
have already been aubmitted with an 
earlier application from .the .pstitioner 
or any other final p&&ion, .the present 
petition may ixicorpo~ate it by specific 
reference to the eadier p&lMon. 

(h) Ths$etit&n shall~include a stat;e- 
ment signed ,by the persbn raspormible 
for the petitiop thslt, Co tha West of his/ 
her knowledg%, -it is a s’epr%s%ntative 
and balanced submk&on that includes 
unfavorable infurmation as wall as fa- 
vorable inform& on, ~ known to him/her 
to be pertinent to the evalu&op of the 
proposed health claim. 

0) The’petitkm shall be signed by the 
petitioner or by ~hisiher attorney or 
agent, or (if a oorporation) by an au- 
thorized ofCici&. 

D. Model health claim. One or more model 
health claims that represent label stat+ 
merits that inay be used on & food label or in 
labeling for a food to cberacterise the rela- 
tionship between the substance in B food to 
a disease or health-related condition .@hat is 
justified by the summary of scientific data 
provided in section C of the petition.. The 
model health claim shall include: 

1. A brief capsulfsed statement of the rel- 
evant conclusions of the summary, and 

2. A statement of how ‘this substance~helps 
the consumer to attain a total dietary pat- 
tern or goal associated with ‘the health ben- 
efit that is provided. 

W  Asency action on the petition. (1) 
Within 15 dcqgs of receipt of the peti- 
tion, the petitioner Will be notified by 
letter of the dafe bn which the petition 
was rece$ved. Such not&% w$-Il inform 
the petitioner that the petition is un- 
dergoing agency review and. that the 
petitioner titil subs%Quent~y be notified 
of the agency’s decision to ftie for com- 
prebensivs review ax deny the p%titton. 

E. The petition shall include the ColIcwing 
attachments: 

1. Copies of any computer literature 
searches done by the petitioner (e.g., 
Medline). 

2. Copies of articles cited in the literature 
searches and other information as follows: 

a. All information relied upon for the sup- 
port of the health &aim, including copies of 
publications or other lnformatioa cited in re- 
view articles and used to perform meta-anal- 
yses. 
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b. All information concerning adverse oon- 
sequences to any segment of the population 
(e.g., sensitivity to ‘the substenoe). 

(2) Within 100 days of the date of re- 
ceipt of the petition, FDA will notify 
the petitioner~by letter that’ the peti- 
tion has %fth%r besn filsd for com- 
prehensive review or denied. The agen- 
cy will deny a petition without review- 
ing the infOrmatSOn~ contained in “B. 
Summary of ,Scientif@ Data” if the in- 
formation in “A. PrelSminary Reqube- 
merits’ is inadequats in eXDlaiting how 
the subsEance cOnfc@ms to the require- 
ments of §~lOLM(b). If the petition is 
denied, the notification willt state the 
reasons therefor, including $mtifioa- 
tion of ths rejectitin of any r%port from 
an authoritative soiantific body of the 
U.S. Government. If fibd, the State of 
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e. All information Pertaining to the U.S. 
population. 

‘F. The petitlo~r is required CO submit ei- 
ther a claim for: Wi&iW3al excluBion under 
$%.w Or ~~.&?.6f & iB OhEqmr Or m  WViPon- 
mental assesam%nt un$%r OS.40 of this chap- 
ter. 

Yours very truly, 
Petitioner 
BY 
Uxxdioate authority) 



the notification letter becomes the 
date of filing for the purposes of this 
regulation. If FDA does no% a& within 
such 100 days, the pstition shall be 
deemed to be denied unless an exten- 
sion is mutually agreed upon by FDA 
and the petitioner. A petitron that has 
been denied, or has been deemed to be 
denied, without fjling will‘not be made 
available to the public. A mea petition 
will be available to the eublic to $he 
extent provided under paragraph lef of 
this section. 

be within 549 days of the date of xeceipt 
of the petition 
f58 FR 2534, Jan. Et, 1999; 6s FR 17097, Apr. 1, 
199993, &8 amendad a% 59 ~??‘a +25, Jan. 4, .1994; 82 
FR 292% tiay 2% 199!R I% FR 40699, Juiy 20, 
1997; 68 FR 28719, M&Y $44, 1998; 63 FR %wza, 
July %‘,19@& 661R 56p35, Nov. 6, 'XMXJ 

(3) Within 99 days of the date af fil- 
ing, FDA will by letter of notification 
to the petitioner: 

4101.~~.k~aalth claixas: daimcs not au- 
. 

Health claims not au$horIzed for 
f00ae in Gonventional food form or for 
ahtam supl&emente of vi~emkna, mfn- 
erals, herbs, or &her similar sub- 
stanw3: 

(i) Deny the petition, or 
fal Rietary fiber and cardiovsaoular 

disease. 
(ii) Inform the petitioner. t&t ,a pro- 

posed regulation to provide for ths re- 
quested use of the health ofafm will be 
published in the FEDEFCAL R.Z~GIS?IEL Tf 
the petition is denied, the notifica$ion 
will state the reasons therefor, inc-ha- 
ing justification for the rejection of 
any report from an authoritative sCi- 
entific body of the U.S. C%overument. 
FDA will publish the proposal to 
amend the regulations to ‘proviaie for 
the requested use of the health eXaim 
in the FEIXRAL REGISTER within 90 
days of the-date of filing. The prop&al 
~111 also announce the availabilfty of 
the petition for public review. 

(b) Zinc and immune function in the 
elderly. 
[58 FR 2594, Se& 6, X393, as amended &58 FR 
2548, 2578, 2620,2689, %64,'$714, Jan. 6,1998; 58 
FR 17lOO,Apr.l, WW 59 l3TX437,Jain.4,1994; 
65 5% 58418, 0% S,ZDUB] 

(iii) If FDA does not act within 90 
days of the date of filing, the petition 
shall be deemed to be demed unless’an 
extension is mutually agreed upon by 
FDA and the petitioner. 

(4)(i) Within 270 of the date of publi- 
cation of the proposal, FDA will pub- 
lish a final rule that either author&es 
use of the health claim or explains why 
the agency has decided not to anthor- 
ise one. 

(a) Rdationshlp between cc~lcfum and 
qsteoporosfs. An. inadeqaate~ oaldum in- 
take contributes to low pee& bone 
mass and lilaa been kkntified as one of 
many risk factors in tire deveIol&nent 
of osteoporosis. peak bone “mass is the 
total quantity of bone. present at matu- 
rity, and expert% believe that it has the 
greatest bearing on whether a person 
Will be at risk of develooinrr 

(ii) For cause, FDA may extend, no 
more than twice, the period in which it 
will nublish a final rule; each such ex: 
tension will be for no ~ more than 99 
days. FDA will publish a not&s of each 
extension in the FEDE%4L ;REUISTRR; 
The document will ‘state tha basts fwr 
the extension, the length of the exten- 
sion, and the date by which the final 
rule will be published, which date shall 

osteoporosis and related bono fracture% 
later in life. Another fa&or t&at influ- 
ences total bone nkss and auscepti- 
bility to ast&O~orosSs is the rate of 
bone loss after Tjkeletal maturity. An 
adequate intake-of cal~iun? is thuught 
to exert a positive effe* during adoles- 
cence and early adti%hqod in opti- 
mizing the &mount~ of bone that is laid 
down. However,, the upper l%rnS, of j%eak 
bone mass is geaetica)$y tistermined. 
Ths mechanism through which an -ade- 
quate calcium intake and optimal peak 
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bone ma& redur?e the risk- of 
osteoporosis *is thought to be as fol- 
lows. All p+nsons .lose bone with age. 
Hence, those with higherlbone mass at 
maturity take lonaer to reach the 
critically reduced mass at wbieh bones 
can fracture easily. The rate of bone 
loss after al&eta1 maturity also influ- 
ences the amount of bone present at 
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osteoperosia. 


