
OEPARTME~OF _I aTHANDHUMANSERVICES i- Public Health Service , . 

Food and Drug Administration 
College Park, MD 20740 

Diane B. McCall 
Hyman, Phelps & McNamara, PC, 
700 Thirteenth Street, N. W. 
Suite 1200 
Washington, D.C. 200055929 

Dear Ms. McCall: 

This is in response to your letter to the Food and Drug Administration (FDA) dated March 252005, 
requesting written confirmation of our March 7,2005 telephone conversation regarding the labeling of the 
color fixatives, ferrous lactate and ferrous gluconate on black olive products. Upon receipt of this letter, 
you have agreed to withdraw Citizen Petition 96P-0230 on behalf of Purac America Inc. 

On June 25,1996, you submitted a citizen petition on behalf of Purac America Inc. to amend 
Title 21 of the Code of Federal Regulation (CFRJ 101.4(b), to grant an exception for the label declaration 
of ingredients for black olives that allows the use of language indicating that one of the color furatives, 
ferrous lactate or ferrous gluconate may not be present in the olives. As you may know, FDA regulations 
in 21 CFR 10 1.4( a)( 1) provide that ingredients required to be declared on the label or labeling of a food 
shall be listed by common or usual name in descending order of predominance by weight. Further, the 
regulation also provides for the use of “and/or” labeling in the ingredient declaration for certain types of 
ingredients, but not for color fixatives. Purac America Inc. requested that FDA authorize a similar 
exemption for the color fixatives ferrous lactate and ferrous gluconate for further flexibility in the 
manufacturing of black olives. 

As we discussed on March 7,2005, the color furatives, fmous lactate and ferrous gluconate may be 
identified simply as “color added” (or by an equally informative term that makes clear that a color additive 
has been used in the food) in the ingredient de&ration for black olive products as provided in 21 CFR 
101,22(k)(2). The term “color added” will allow olive processors to use either ferrous lactate or ferrous 
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gluconate without changing the ingredient declaration on the label or in the labeling for their black olive 
products. 

Should you have additional questions, please do not hesitate to contact me. 

Sincerely yours, 

Loretta A, Carey 
Consumer Safety Officer 
Food Labeling 

and Standards Staff 
Office ofXrtritiona1 Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 
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March 25,2005 

Ms. Loretta Carey 
Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
Offlice of Nutritional Products, Labeling and Dietary Supplements, HFS-820 
5 100 Paint Branch Parkway 
College Park, Maryland 20740 

Re: Citizen Petition 96P-0230 

Dear Ms. Carey: 

Based on your comments during our March ‘I,2005 telephone conversation, we 
understand that the color fixatives ferrous lactate and ferrous gluconate may be identified 
simply as “color added” in the ingredient declaration for black olive products as provided in 
21 C.F.R. 6 101.22(k)(2). We understqmd firrther that use ofthe term “color added” will 
allow olive processors to use either ferrous lactate or ferrous gluGonate without changing 
the ingredient statement on the label or in the labeling for their black olive products. 

In view of the foregoing, we are prepared, on behalf of Purac America Inc., to 
withdraw Citizen Petition 96P-O-230 upon receipt of written confirmation porn your office 
of the above-described permissible ingredient designation for color fixatives in-black olive 
products. 
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Please contact me as soon as possible if you have any fbrther questions regarding the 
petition. 

Sincerely, 

Ld %m 
Diane B. M&o11 

DBMklh 
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JON A. GIL&ERT. Jt?. 
F GAIL tlORMFf. June 25, 1996 

Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
Room 1-23 
12420 Parklawn Drive 
Rockville, MD 20657 

The undersigned, on behalf of Purac America Inc., submits 
this petition pursuant to 21 C.F.R. S§ 10.30 ,and 10.40, to 
request the Commissioner of Food and Drugs to amend the 
requirements for designation of ingredients for foods, 
specifically 21 C.F.R. 5 101.4(b), to grant an exception for the 
label declaration of ingredients for black olives that allows the 
use of language indicating that one of the color fixatives 
ferrous lactate and ferrous gfuconate may not be present in the 
olives. 

The petitioner requests that FDA amend section 101.4(b) of 
its food labeling regulations to add the 

(-) Iron salts that act as color 
olives (ferrous lactate and ferrous 

96?‘-- AC!%’ 

PallowiMJ subparagraph: 

fixatives in black 
gluconate) may be 

cm 
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declared in the ingredient statement, in order o f 
predominance apprapri-+- uLe for the total o f ail iron  
salts in the food, by stating the specific common or 
usual name of each individual iron salt ;in  descending 
order o f predominance in parentheses following the 
collective name "color fixatives." 3 f the manufacturer 
is unable to adhere to a  constant pattern o f iron salts 
as color fixatives, the listing of the individual iron 
salts need not be in descending order 0% predominance. 
Iron salts used as color fixatives and not present in 
the product may be listed if they are sometimes used in 
the product. Such ingredients shall be identified by 
words indicating that they may not be present, such as 
"or" , "and/or@, "contains one or more 05. the 
following: M . 

1 . whle W a tutorv and Reev Pr,w 

The Federal Food, Drug, and Cosmetic 'Act (FRC Act) requires 
that the label o f a  food that is fabricated Erom two or more 
ingredients bear "the common or usual name of each such 
ingredient." 21 U.S.C. 8  343(i) (2). However, it also provides 
that to the extent that compliance with  this requirement "is 
impracticable, or results j_n deception or unfair competition, 
exemptions shall be established by regulations promulgated" by 
FDA. 

Agency regulations provide that "ingredients required to be 
declared on the label or labeling of a  food . . . shall be listed 
by common or usual name in descending order of predominance by 
weight . ..." 2 ,l C .F.R. §  10X:.4(a) (3.1. Based on the statutory 
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authority cited above, the regul.ations also currently provide 
certain exemptions from this requirement to list each ingredient 
by common or usual. name. These exemptions are found in section 
101.4(b), which currently allows *and/or" labeling for certain 
types of ingredients. 

"And/or" labeling enables a manufacturer to list together in 
the ingredient list all the ingredients of a particular type that 
it sometimes uses to make the product, without having to specify. 
the ingredients thatare actually present in the product. To 
make clear that not all of the ingredients identified are 
actually present, the entry in the ingredient List must include 
the terms "or," "and/or," or "contains one ormore of the 
following." FDA regulations currently authorize the use of 
"and/or" labeling for fats and oils (when they are not a 
predominant ingredient), leavening agents, $east nutrients, dough 
conditioners, and firming agents. 21 C.E.R. SE 101.4(b) (141, 
(16)-(19). 

Petitioner requests that FDA authorize a similar exemption 
for the color fixatives used in black olives, ferrous lactate and 
ferrous gluconate. 

Ferrous gluconate and ferrous lactate are iron salts that 
are used as color fixatives for ol.ives~ripened by lye treatment 
and oxidation, i., black olives. Ferrous glucon$&e is the iron 
salt predominantly used by olive processors in the'united States. 
Ferrous lactate is currently used by many olive manufacturers in 
Spain, the world's leading producer of olives, and in Portugal, 
Italy, and other olive-producing countries. Ferrous gluconate is 
currently "listed" as a color additive~and is exempt from 
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certification when "used in amounts consistent with good 
manufacturing practice for the coloring of ripe olives.le 
21 C.F.R. B 73.I.60(c). Ferrous lactate is the subject of a 
pending petition ‘(No. 3G0396) to affirm  its GRAS (generally 
recognized as safe) status as a color fixative in black olives." 
This GRAS affirmation petition was filed by the petitioner 
herein. 

O live processors in the U.S. welcome the flexlibility of 
using either ferrous laotate or ferrous gluconate as color 
fixatives in black olives because they can substitute another 
iron salt when one is in short supply and can take advantage of 
price fluctuations and'use the most economical iron salt at the 
time of packing. However, they have ezqressed concerns about the 
need to ma intain two separate label stocks - labels listing 
ferrous gluconate as the color fixative and labels listing 
ferrous lactate as the color fixative. "And/or" ingredient 
labeling would enable processors to uee either ferrous salt, 
without having to change their labels each time they use a 
different ferrous salt. 

‘And/or" labeling would~also benefit private Xabel 
purchasers who may need to buy processed olives from more than 
one processor due to fluctuations in olive crop yields. These 
private labelers could purchase black olives from any processor 

a/ When FDA, on its own initiative and shortly after the Color 
Additives Amendments were enacted, listed ferrous gluconate 
as a color additive, the'agency assumed that ferrous 
gluconate was used to impart color to the oliaes. However, 
as data submitted with petition 360396 show, both ferrous 
gluconate and ferrous lactate are used to w the black 
color that results from-the Tye treatment and oxidation. 
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without having to maintain separate stocks of labels 'in order to 
match the particular salt in use by the selling processor. In 
addition, if a processor's olive supplier cannot meet the 

processor's demand, the processor could buy proce&sed olives from 
another processor, and use its own existing labels regardless of 
the iron salt used by the selling processor. 

Because the iron salts used as color fixatives j,n black 
olives are present in the olives in insignificant amounts, the 
exact identity of the iron salt used is not a material fact for 
the consumer. There are no special dietary, health or religious 
reasons for requiring that the exact iron+alt be identified on 
the label of black olives. 

An olive processor may flind it necessary to use either 
ferrous gluconate or ferrous lactate, depending upon the current 
market supply and price of each' agent. Ferrous gluconate is 
derived from gluconic acid. 'Z'he price of gluconic acid is 
influenced by the price of potato starch, which is the feed stock 
for the fermentation of gluconic acid. In addition, the worl.d~s 
largest producers of gluconie acid/ferrous gluconate have their 
manufacturing sites in Euro&~. Most of the olive processors in 
California use ferrous"glucanate made in Germany. The price of 
ferrous gluconate is thus affected by the exchange rate of the 
U.S. dollar versus the European currencies- 

Ferrous lactate is derived from lactic acid. The price of 
lactic acid is influenced by the price of beet &d cane sugar, as 
sugar is the main feed stock for lactic acid fermentation. The 
largest producer of lactic acid, and the only producer of ferrous 
lactate, is the petitioner herein, which manufactures both lactic 
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acid and ferrous lactate in Europe. Thus, the price of ferrous 
lactate is also affected by the exchange rate of the U.S. dollar 
versus the European currencies. 

and 
per 

For the past five years, the price of both ferrous gluconate 
ferrous lactate has fluctuated between $2 .psr pound and $4 
pound. 

If FDA grants this.petition, olive processors will be able 
to make purchases that take advantage of the price fluctuations 
of the color fixatives and use the most economical iron salt at 
the time of packing. That is, processors will have the 
flexibility to respond to fluctuations in price and availability 
and to respond to marketplace factors without having to change 
food labels. . These lower production costs could help to reduce 
the price that consumers pay for the p.zocessed black olives. 

In addition, depending on the crop yields of a processor's 
particular olive. supplier(s), the olive processor who uses 
ferrous gluconate may need to buy processed olives from other 
processors who use ferrous lactate (and vice versa) dn order to 
meet the demands or needs of customers. Exhibits A and B 
illustrate the fluctuations in olive crop yields and prices of 
olives from 1983 to 1995. ‘And/or" ingredient labeling would 
allow these processors to use existing stock labe&s for the 
olives processed by others and avoid maintaining multiple .stocks 
of labels. Again, this would help to reduce production costs and 
could lead to lower prices for the consumer. 

!&OOQ 

Due also to fluctuations in crop yields, private label 
purchasers often need to buy processed olives from more than one 
processor, i.e., processors that use ferrous gluconate and 
processors that use ferrous lactate. The private labeler, whose 
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labels are often made up many months in advance of the packing 
season, has no way to control or predetermine the ferrous salt 
that will be the most ecanomical or most available,at the time of 
packing. If FDA authorizes #tkse use of ‘and/or" ingredient 
labeling for the color fixatives used in black olives, the 
private labelers will have the flexibility to purchase processed 
black olives from different processors without having to maintain 
separate stocks of labels and change their labels each time they 
need to use a different processor in order to match the 
particular salt in use by the processor. 

The ferrous salts used as calor f-ixatives in black olives 
are present in the olives in very small quantities. In the case 
of ferrous lactate, the typical concentration of iron remaining 
in the treated olives is lo-40 ppm. In addition, the consumer is 
not purchasing the iron salts;, the consumer is purchasing black 
olives. Therefore, the exact identity of the iron salt used in 
the olives Is not a material, fact for the consumer. 

C. There are No Special Dietary, Health, or Religious 

There are no special dietary, health, or religious reasons 
for requiring that the exact iron salt be identified. Consumers 
who wish to avoid specific iron salts for any reason will 
continue to have e?ough label information to avoid them if they 
so choose by not salecting black olive products. 
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An environmental impact statement is not required for this 
petition, pursuant to the categorical exclusion in 21 C.F.R. 
§ 25.24(a) (ii). 

Information concerning eionr3mic impact is not required 
unless explicitly requested by the Commissioner. 21 C.F.R. 
§ 10.30(b). 

The undersigned certifies., that, to .the best knowledge and 
belief of the undersigned, this petition includes all information 
and views on which the petition relies, and that the petitioner 
is not aware of information that is unfavorable to the petition. 

Respe&fully submitted, 

HYMA.N, PHELPS & McNAMARA, p..Ce 
Counsel for Purac America Inc. 
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Butler, Jennie C 
-..---I...--* ----vY,c-,,,. -.--‘” _,--.I.-I-I---..I.---,i~.I.- -,.. -*,* .--- “,I--“(*_-_~l_-,(j___“_( ,--.. 
From: Szybist, Lynn 
Sent; Wednesday, May 25,2X% 2:11 PM 
To: Butler, Jennie C 
Subject: RE: Purac America, Inc. Petitian-96P-0230 

My ,fax number is 301-436-2636. Please send me the acknowledgement letter and interim response, too, 
Thanks, 
Lynn 

-----Original Message---- 
From: Butler, Jennie C 
Sent: Wednesday, May 25, ZOOS 2:09 PM 
To: Szybist, Lynn 
Subject: RE: Purac America, Inc. Petition,HP-0230 

Hi Lynn: 

This docket is not electronic. Please give me your fax number and I’ll have it faxed to yau. Do you need 
the acknowledgement lelter and interim response? 

Jennie 
---Original Message---- 
From: Szybist, Lynn 
Sent: Wednesday, May 25,2005 1~33 AM 
To: Butler, Jennie C 
Cc: Szybist, Lynn 
Subject: FW: Purac America, Inc. Petition-96P-02% 

Hi Jennie, 

Would you be able to send me a copy of this petition or lot me have access to it electronicaity? 
Thank you, 
Lynn 

301-436-1432 

----Original Message----- 
From: Carey, Loretta A 
Sent: Tuesday, May 24,200s 8338 AM 
To: Szybist, Lynn 
Subject: Purac America, Inc. Petition 

Hi Lynn. 

I could not Sing my copy of the petition but the petition number is 96P-0230. Dockets will send you 
a copy if you ask them. Hope you had a QOOd time away. Thanks. 
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Washington. 8 

Admintiration 
C 20204 

Ms. Samia N. Rodriguez 
Hyman, Phelps, & McNamara, P.C. 
Counsel for Purac America Incorporated 
700 Thirteenth Street, N.W. 
Washington, D.C. 20005 

Re: Docket No. 96P-023O/CPl 

Dear Ms. Rodriguez: 

This refers to your cit&zen petition, dated June 25, 1996, and filed July 2, 1996, 
requesting that the Food tid Drug Administration amend 22 -CPR 101,4(b), to grant 
an exception for the label declaration of ingredients for black clives that alkws the 
use of language indicating that one of the color fmtiyes; ferrous lactate or ferrous 
gluconate, may not be present in the olives. 

In accordance with 21 CFR 10.30(e)(2), this letter is to advise you that we have not 
been abIe to reach a de&&on on your~petition within the first 180 days of its receipt 
because of other Agency priorities and the limited availabihty .of rmurces. 

Sincerely yours, 

F. Edward Sca&ugh, Ph.D. 
Director 
O ffice of Food Labeling 
Center for Food Safety 

and Applied Nut&ion 



l%od and Drug Adminisrration 
Rockvitie MD 20857 

JULY 2, .1996 

. 

Samia N. Rodriquez 
Hyman, Phelps & McNamara, P-C. 
Counsel for Purac Ameria Inc. 
700 Thirteenth Street, N .W, 
Washington, D-C. 20005 

Dear Sir: 

Your petition submitted on behalf of Purad America~JCnc., 
requesting The Food and Drug. Administration to amend t>he. 
requirements for designation of ingredients for foods, 
specifically 21 C-F-R. -101,4(b), to grant an except&on for the 
label declaration of ingredients for black olives :&hat allows the 
use of language indicating that one of the color fixatives 
ferrous lactate and ferrous gluconate may not be present in the 
olives. 

It was assigned docket numbs-r 96P-023O/CP 1 and it was-filed on 
7/02/96. Please refer to this docket number in future 
correspondence on this subject with the Agency. 

Please Note that the acceptance af the petition for filing is a 
procedural matter in that it in no way reflect an agency decision 
on the substantive merits of the petition. 

ement Branch 


