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Thereafter, before the accumulation of 16,000 
flight cycles on any affected NLG main fitting 
having a part number as identified in 
paragraph 1.A, tables 1., 2., and 3. of BAE 
Systems (Operations) Limited Inspection 
Service Bulletin ISB.32–186, dated April 12, 
2012, replace each affected nose landing gear 
(NLG) main fitting, in accordance with the 
Accomplishment Instructions of that BAE 
Systems (Operations) Limited Inspection 
Service Bulletin ISB.32–186, dated April 12, 
2012. 

(1) For NLG main fittings that have 
accumulated 29,000 flight cycles or more 
since first installation on an airplane: Within 
12 months after the effective date of this AD. 

(2) For NLG main fittings that have 20,000 
flight cycles or more but less than 29,000 
flight cycles since first installation on an 
airplane: Within 24 months after the effective 
date of this AD. 

(3) For NLG main fittings that have 16,000 
flight cycles or more but less than 20,000 
flight cycles since first installation on an 
airplane: Within 36 months after the effective 
date of this AD. 

(4) For NLG main fittings that have 
accumulated less than 16,000 flight cycles 
since first installation on an airplane: Before 
accumulating 16,000 flight cycles since first 
installation on an airplane or within 36 
months after the effective date of this AD, 
whichever occurs later. 

(h) Parts Installation Limitation 

As of the effective date of this AD, no 
person may install an NLG main fitting 
having a part number identified in paragraph 
1.A., Tables 1., 2., and 3., of BAE Systems 
(Operations) Limited Inspection Service 
Bulletin ISB.32–186, dated April 12, 2012, 
unless that fitting is in compliance with the 
requirements of this AD. 

(i) Other FAA AD Provisions 

The following provisions also apply to this 
AD: 

(1) Alternative Methods of Compliance 
(AMOCs): The Manager, International 
Branch, ANM–116, Transport Airplane 
Directorate, FAA, has the authority to 
approve AMOCs for this AD, if requested 
using the procedures found in 14 CFR 39.19. 
In accordance with 14 CFR 39.19, send your 
request to your principal inspector or local 
Flight Standards District Office, as 
appropriate. If sending information directly 
to the International Branch, send it to ATTN: 
Todd Thompson, Aerospace Engineer, 
International Branch, ANM–116, Transport 
Airplane Directorate, FAA, 1601 Lind 
Avenue SW., Renton, WA 98057–3356; 
telephone 425–227–1175; fax 425–227–1149. 
Information may be emailed to: 9-ANM-116- 
AMOC-REQUESTS@faa.gov. Before using 
any approved AMOC, notify your appropriate 
principal inspector, or lacking a principal 
inspector, the manager of the local flight 
standards district office/certificate holding 
district office. The AMOC approval letter 
must specifically reference this AD. 

(2) Contacting the Manufacturer: For any 
requirement in this AD to obtain corrective 
actions from a manufacturer, the action must 
be accomplished using a method approved 
by the Manager, International Branch, ANM– 

116, Transport Airplane Directorate, FAA; or 
the European Aviation Safety Agency 
(EASA); or BAE Systems (Operations) 
Limited’s EASA Design Organization 
Approval (DOA). If approved by the DOA, 
the approval must include the DOA- 
authorized signature. 

(j) Related Information 
(1) Refer to Mandatory Continuing 

Airworthiness Information (MCAI) European 
Aviation Safety Agency (EASA) 
Airworthiness Directive 2012–0191R1, dated 
November 6, 2012, for related information. 
This MCAI may be found in the AD docket 
on the Internet at http://www.regulations.gov 
by searching for and locating Docket No. 
FAA–2015–4212. 

(2) For service information identified in 
this AD, contact BAE Systems (Operations) 
Limited, Customer Information Department, 
Prestwick International Airport, Ayrshire, 
KA9 2RW, Scotland, United Kingdom; 
telephone +44 1292 675207; fax +44 1292 
675704; email RApublications@
baesystems.com; Internet http://
www.baesystems.com/Businesses/
RegionalAircraft/index.htm. You may view 
this service information at the FAA, 
Transport Airplane Directorate, 1601 Lind 
Avenue SW., Renton, WA. For information 
on the availability of this material at the 
FAA, call 425–227–1221. 

Issued in Renton, Washington, on October 
30, 2015. 
Michael Kaszycki, 
Acting Manager, Transport Airplane 
Directorate, Aircraft Certification Service. 
[FR Doc. 2015–28561 Filed 11–10–15; 8:45 am] 
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Comments 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notification of request for 
comments. 

SUMMARY: The Food and Drug 
Administration (FDA or we) is 
announcing the establishment of a 
docket to receive information and 
comments on the use of the term 
‘‘natural’’ in the labeling of human food 
products, including foods that are 
genetically engineered or contain 
ingredients produced through the use of 
genetic engineering. We are taking this 
action in part because we received three 
citizen petitions asking that we define 

the term ‘‘natural’’ for use in food 
labeling and one citizen petition asking 
that we prohibit the term ‘‘natural’’ on 
food labels. We also note that some 
Federal courts, as a result of litigation 
between private parties, have requested 
administrative determinations from 
FDA regarding whether food products 
containing ingredients produced using 
genetic engineering or foods containing 
high fructose corn syrup may be labeled 
as ‘‘natural.’’ We are working with the 
United States Department of Agriculture 
(USDA) Agricultural Marketing Service 
and Food Safety and Inspection Service 
to also examine the use of the term 
‘‘natural’’ in meat, poultry, and egg 
products, and are considering areas for 
coordination between FDA and USDA. 
We invite public comment on the term 
‘‘natural’’ in the context of food labeling 
and on specific questions contained in 
this document. 
DATES: Comments must be received on 
or before February 10, 2016. 
ADDRESSES: You may submit comments 
as follows: 

Electronic Submissions 

Submit electronic comments in the 
following way: 

• Federal eRulemaking Portal: http:// 
www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to http://
www.regulations.gov will be posted to 
the docket unchanged. Because your 
comment will be made public, you are 
solely responsible for ensuring that your 
comment does not include any 
confidential information that you or a 
third party may not wish to be posted, 
such as medical information, your or 
anyone else’s Social Security number, or 
confidential business information, such 
as a manufacturing process. Please note 
that if you include your name, contact 
information, or other information that 
identifies you in the body of your 
comments, that information will be 
posted on http://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be made available to the 
public, submit the comment as a 
written/paper submission and in the 
manner detailed (see ‘‘Written/Paper 
Submissions’’ and ‘‘Instructions’’). 

Written/Paper Submissions 

Submit written/paper submissions as 
follows: 

• Mail/Hand delivery/Courier (for 
written/paper submissions): Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 
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• For written/paper comments 
submitted to the Division of Dockets 
Management, FDA will post your 
comment, as well as any attachments, 
except for information submitted, 
marked and identified, as confidential, 
if submitted as detailed in 
‘‘Instructions.’’ 

Instructions: All submissions received 
must include Docket No. FDA–2014–N– 
1207 for ‘‘Use of the Term ‘‘Natural’’ in 
the Labeling of Human Food Products; 
Request for Information and 
Comments.’’ Received comments will be 
placed in the docket and, except for 
those submitted as ‘‘Confidential 
Submissions,’’ publicly viewable at 
http://www.regulations.gov or at the 
Division of Dockets Management 
between 9 a.m. and 4 p.m., Monday 
through Friday. 

• Confidential SubmissionsÐTo 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
http://www.regulations.gov. Submit 
both copies to the Division of Dockets 
Management. If you do not wish your 
name and contact information to be 
made publicly available, you can 
provide this information on the cover 
sheet and not in the body of your 
comments and you must identify this 
information as ‘‘confidential.’’ Any 
information marked as ‘‘confidential’’ 
will not be disclosed except in 
accordance with 21 CFR 10.20 and other 
applicable disclosure law. For more 
information about FDA’s posting of 
comments to public dockets, see 80 FR 
56469, September 18, 2015, or access 
the information at: http://www.fda.gov/ 
regulatoryinformation/dockets/
default.htm. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to http://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Division of Dockets 
Management, 5630 Fishers Lane, Rm. 
1061, Rockville, MD 20852. 

FOR FURTHER INFORMATION CONTACT: 
Loretta Carey, Center for Food Safety 
and Applied Nutrition (HFS–820), Food 
and Drug Administration, 5100 Paint 
Branch Pkwy., College Park, MD 20740, 
240–402–2371. 

SUPPLEMENTARY INFORMATION: 

I. Background 

A. What has been FDA's position 
regarding the use of the term ``natural?'' 

Under section 403(a)(1) of the Federal 
Food, Drug, and Cosmetic Act (the 
FD&C Act) (21 U.S.C. 343(a)(1)), a food 
shall be deemed to be misbranded if its 
labeling is false or misleading in any 
particular. Section 201(f) of the FD&C 
Act (21 U.S.C. 321(f)) defines the term 
‘‘food’’ to mean articles used for food or 
drink for man or other animals, chewing 
gum, and articles used for components 
of any such article. Subject to certain 
exceptions, dietary supplements are 
generally considered to be foods under 
the FD&C Act (21 U.S.C. 321(ff)). 
Section 201(n) of the FD&C Act (21 
U.S.C. 321(n)) provides that labeling is 
misleading if, among other things, it 
fails to reveal facts that are material in 
light of representations made or 
suggested in the labeling, or material 
with respect to consequences that may 
result from the use of the food to which 
the labeling relates under the conditions 
of use prescribed in the labeling, or 
under such conditions of use as are 
customary or usual. Section 201(m) of 
the FD&C Act defines ‘‘labeling’’ as all 
labels and other written, printed, or 
graphic matter upon any article or any 
of its containers or wrappers or 
accompanying such article. 

We have a longstanding policy for the 
use of the term ‘‘natural’’ on the labels 
of human food. We previously 
considered establishing a definition for 
the term ‘‘natural’’ when used in food 
labeling. In the preamble of a proposed 
rule we published in the Federal 
Register (56 FR 60421, November 27, 
1991), we stated that the word ‘‘natural’’ 
is often used to convey that a food is 
composed only of substances that are 
not manmade and is, therefore, 
somehow more wholesome. We also 
said that we have not attempted to 
restrict use of the term ‘‘natural’’ except 
for added color, synthetic substances, 
and flavors under § 101.22 (21 CFR 
101.22) (56 FR 60421 at 60466). Further, 
we said that we have considered 
‘‘natural’’ to mean that nothing artificial 
or synthetic (including colors regardless 
of source) is included in, or has been 
added to, the product that would not 
normally be expected to be there (56 FR 
60421 at 60466). 

We also noted that the term ‘‘natural’’ 
is used on a variety of products to mean 
a variety of things. Because of its 
widespread use, and the evidence that 
consumers regard many uses of this 
term as non-informative, we said, back 
in 1991, that we were considering 
establishing a definition for this term 
(56 FR 60421 at 60466). We said that we 
believed that defining the term 
‘‘natural’’ could remove some ambiguity 
surrounding use of the term that results 
in misleading claims (56 FR 60421 at 
60466). 

We invited comments on several 
questions, including whether we should 
establish a meaningful definition for 
‘‘natural’’ so that this term would have 
a common consumer understanding, 
and whether it should prohibit 
‘‘natural’’ claims entirely on the grounds 
that they are false or misleading (56 FR 
60421 at 60467). In the preamble to the 
subsequent final rule, we noted that we 
had received many comments on the 
subject, but that ‘‘[n]one of the 
comments provided FDA with a specific 
direction to follow for developing a 
definition regarding the use of the term 
‘natural.’ ’’ (58 FR 2302 at 2407, January 
6, 1993). We stated that at that time we 
would not be engaging in rulemaking to 
define ‘‘natural,’’ but that we would 
maintain our policy not to restrict the 
use of the term ‘‘natural’’ except for 
added color, synthetic substances, and 
flavors. We further stated that we would 
maintain our policy to interpret the term 
‘‘natural’’ as meaning that ‘‘nothing 
artificial or synthetic (including all 
color additives regardless of source) has 
been included in, or has been added to, 
a food that would not normally be 
expected to be in the food’’ (58 FR 2302 
at 2407). 

When we established our policy 
concerning the use of the term 
‘‘natural,’’ as described previously in 
this document, it was not intended to 
address food production methods, such 
as the use of genetic engineering or 
other forms of genetic modification, the 
use of pesticides, or the use of specific 
animal husbandry practices, nor did it 
explicitly address food processing or 
manufacturing methods, such as 
thermal technologies, pasteurization, or 
irradiation. Furthermore, we did not 
consider whether the term ‘‘natural’’ 
should describe any nutritional or other 
health benefit. 

B. What recent events prompted FDA to 
request comment? 

In a citizen petition (now filed under 
docket number FDA–2014–P–0312) 
dated March 14, 2014, the Grocery 
Manufacturers Association (GMA) 
requests that we ‘‘issue a regulation 
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1 Consumer Reports National Research Center 
Survey Research Report re Citizen Petition from 
Consumers Union, FDA–2014–P–1650–0002. 
According to Consumers Union, the survey was a 
nationally representative phone survey of over 1000 
adult U.S. residents. 

authorizing statements such as ‘natural’ 
on foods that are or contain foods 
derived from biotechnology’’ (see 
Citizen Petition from the Grocery 
Manufacturers Association to the Food 
and Drug Administration (‘‘Petition’’) at 
page 1). Specifically, GMA requests that 
we issue a regulation ‘‘that it is neither 
false nor misleading to label a food as 
‘natural’ or similar terms solely because 
the food is or contains a food derived 
from biotechnology’’ (Petition at page 3). 
GMA requests that FDA issue a 
regulation establishing that the term(s) 
‘‘natural,’’ ‘‘all natural,’’ ‘‘100% 
natural,’’ ‘‘from nature,’’ ‘‘naturally 
grown,’’ or ‘‘naturally sourced’’ may 
accompany the common or usual name 
of a food, or the name of a standardized 
food, or appear elsewhere on the label 
or in labeling of such foods, and that 
such a food shall not be deemed to be 
misbranded solely because the food 
contains a food derived from 
biotechnology (Petition at page 3). 

Alternatively, GMA requests that we 
amend § 101.4 (Food; designation of 
ingredients.) by adding a new paragraph 
stating that: A food bearing a claim that 
its ingredient or ingredients are 
‘‘natural,’’ ‘‘all natural,’’ ‘‘100% 
natural,’’ ‘‘from nature,’’ ‘‘naturally 
grown,’’ or ‘‘naturally sourced’’ shall not 
be deemed misbranded solely because 
the ingredient or ingredients are derived 
from biotechnology (Petition at page 3, 
footnote 2). The GMA citizen petition 
also describes, in the petitioner’s view, 
the legal and factual basis for a 
regulation and why rulemaking is in the 
public interest (see Petition at pages 5 
through 15). 

The GMA citizen petition follows 
earlier communications to FDA 
regarding the use of the term ‘‘natural’’ 
on the labels of food containing 
ingredients produced using genetic 
engineering. For example, three Federal 
district courts referred to us, for an 
administrative determination under 21 
CFR 10.25(c), the question of whether 
food products containing ingredients 
produced using bioengineering may be 
labeled as ‘‘Natural,’’ ‘‘All Natural,’’ 
and/or ‘‘100% Natural.’’ See Letter from 
Leslie Kux, Assistant Commissioner for 
Policy, to the Honorable Yvonne 
Gonzales Rogers, U.S. District Court, 
Northern District of California, the 
Honorable Jeffrey S. White, U.S. District 
Court, Northern District of California, 
and the Honorable Kevin McNulty, U.S. 
District Court, District of New Jersey 
(January 6, 2014) (‘‘Courts Letter’’); see 
also Letter from Karin F. R. Moore, Vice 
President and General Counsel, Grocery 
Manufacturers Association, to Elizabeth 
H. Dickinson, Esq., Chief Counsel, FDA 
(December 5, 2013) (mentioning the 

district courts’ referrals to FDA and 
stating that FDA has authority to issue 
a regulation authorizing foods 
containing ingredients derived from 
biotechnology to be labeled ‘‘natural’’). 
Although we declined to make a 
determination for the courts regarding 
whether and under what circumstances 
food products containing ingredients 
produced using genetic engineering may 
or may not be labeled ‘‘natural,’’ we 
informed the courts that, if we were 
inclined to revoke, amend, or revise our 
policy regarding use of the term 
‘‘natural,’’ we would likely engage in a 
public process and work with other 
Federal entities, such as the U.S. 
Department of Agriculture (USDA) (see 
Courts Letter at page 2). We issued a 
similar response to a Federal district 
court, in 2010, when it asked whether 
high fructose corn syrup qualified as a 
‘‘natural’’ ingredient. See Letter from 
Michael M. Landa, Acting Director, 
Center for Food Safety and Applied 
Nutrition, to the Honorable Jerome B. 
Simandle, U.S. District Court Judge, 
District of New Jersey (September 16, 
2010). 

On October 3, 2014, we received a 
citizen petition from Consumers Union 
(see FDA–2014–P–1650) requesting that 
we prohibit use of the term ‘‘natural’’ on 
food labels altogether. The Consumers 
Union citizen petition asserts that there 
is a ‘‘drastic’’ difference between FDA’s 
current policy for use of the term 
‘‘natural’’ and ‘‘what people think the 
‘natural’ label should mean’’ (Citizen 
Petition from the Consumers Union to 
FDA (‘‘Petition’’) at page 1). More 
specifically, Consumers Union requests 
that FDA issue the following 
interpretive rule prohibiting use of the 
term ‘‘natural’’ in food labeling: ‘‘The 
term `natural,' or any derivation of the 
term, such as `naturally grown,' 
`naturally sourced' or `from nature,' is 
vague and misleading and should not be 
used’’ [emphasis in the original] (see 
Petition at page 3). 

The Consumers Union citizen petition 
relies on Consumer Reports National 
Research Center survey data to support 
its position that consumers are misled 
by the term ‘‘natural.’’ 1 According to 
the petition, the survey suggests that 
nearly two-thirds of U.S. consumers are 
currently misled by use of the term 
‘‘natural’’ on certain food labels and 
nearly 90 percent expect it to ‘‘mean 
much more than it does’’ (see Petition 
at page 2 and pages 4 through 9). For 

example, according to the petition, 
‘‘Sixty-six percent of consumers think 
‘natural’ processed food products mean 
no toxic pesticides were used, 66% 
think no artificial ingredients or colors 
were used, 65% think no chemicals 
were used during processing and 64% 
think no GMOs were used’’ (see Petition 
at page 2). Also, according to the 
petition, when consumers were asked 
what they thought the term natural 
should mean, ‘‘87% believe no artificial 
materials or chemicals should be used 
during processing, 86% believe no 
artificial ingredients or colors should be 
used, 86% believe no toxic pesticides 
should be used, and 85% believe no 
GMOs should be used’’ (see Petition at 
page 2). 

Consumers Union asserts that it has 
observed a push from industry to allow 
the use of the term ‘‘natural’’ on food 
labels that do not represent what their 
survey indicates consumers believe the 
term natural should mean (see Petition 
at page 3). Consumers Union further 
states that ‘‘consumers demand far more 
from the ‘natural’ label, in line with 
what they expect from the ‘organic’ 
label’’ such that the term ‘‘natural’’ in 
food labeling ‘‘should be banned 
altogether’’ (see Petition at page 3). 

We also have received two other 
citizen petitions concerning the use of 
the term ‘‘natural’’ on food labels. One 
citizen petition, from the Sara Lee Corp. 
(see FDA–2007–P–0007), asks that we 
work with USDA’s Food Safety 
Inspection Service (FSIS) to devise and 
adopt a unified policy, as a statement of 
policy, governing use of the term 
‘‘natural’’ such that use of the term 
‘‘natural’’ may be used to describe a 
food or food ingredient that does not 
contain any artificial flavor or flavoring, 
coloring ingredient (regardless of 
source), or any artificial or synthetic 
ingredient that is included within or not 
normally expected in the product (see 
Petition at page 2). Further, the Sara Lee 
Corp. asserts that the degree of 
processing necessary to produce the 
food or food ingredient should be 
considered in determining consumer 
expectation. 

Another citizen petition, submitted by 
The Sugar Association (see FDA–2006– 
P–0206), asks that we engage in 
rulemaking to define the term ‘‘natural’’ 
with respect to food and beverages. The 
citizen petition asks for consistency 
across Federal Agencies with respect to 
such definition and requests that we 
define the term ‘‘natural’’ based on 
FSIS’s definition in its Food Standards 
and Labeling Policy Book for ‘‘natural’’ 
claims for meat products and poultry 
products (see Petition at page 1). 
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The definition of ‘‘natural claims’’ in 
the FSIS’s Food Standards and Labeling 
Policy Book, in relevant part, states that 
the term ‘‘natural’’ may be used on 
labeling for meat products and poultry 
products if the applicant for such 
labeling demonstrates that: (1) The 
product does not contain any artificial 
flavor or flavoring, coloring ingredient, 
chemical preservative (as defined in 
§ 101.22), or any other artificial or 
synthetic ingredient and (2) the product 
and its ingredients are not more than 
minimally processed. The FSIS Food 
Standards and Labeling Policy Book 
further explains that minimal 
processing may include traditional 
processes used to make food edible or 
to preserve it or to make it safe for 
human consumption, e.g., smoking, 
roasting, freezing, drying, and 
fermenting or physical processes which 
do not fundamentally alter the raw 
product and/or which only separate a 
whole, intact food into component 
parts, e.g., grinding meat, separating 
eggs into albumen and yolk, and 
pressing fruits to produce juices. The 
FSIS Food Standards and Labeling 
Policy Book also states that relatively 
severe processes, such as solvent 
extraction, acid hydrolysis, and 
chemical bleaching, would be 
considered more than minimal 
processing, so the use of a natural flavor 
or flavoring in compliance with § 101.22 
that has undergone more than minimal 
processing would place a product in 
which it is used outside the scope of the 
FSIS guidelines. However, the FSIS 
Food Standards and Labeling Policy 
Book states that the presence of an 
ingredient that has been more than 
minimally processed would not 
necessarily preclude the product from 
being promoted as natural, and that 
exceptions may be granted on a case-by- 
case basis if it can be demonstrated that 
the use of such an ingredient would not 
significantly change the character of the 
product to the point that it could no 
longer be considered a natural product. 
In such cases, the natural claim is to be 
qualified to clearly and conspicuously 
identify the ingredient, e.g., ‘‘all natural 
or all natural ingredients except 
dextrose, modified food starch, etc.’’ 

The FSIS Food Standards and 
Labeling Policy Book also states that all 
products claiming to be natural or a 
natural food should be accompanied by 
a brief statement that explains what is 
meant by the term natural, i.e., that the 
product is a natural food because it 
contains no artificial ingredients and is 
only minimally processed. The 
statement is to appear directly beneath 
or beside all natural claims or, if 

elsewhere on the principal display 
panel, an asterisk should be used to tie 
the explanation to the claim. 

Moreover, the FSIS Food Standards 
and Labeling Policy Book specifies that 
FSIS’s decision to approve or deny use 
of a natural claim may be affected by the 
specific context in which the claim is 
made. The FSIS Food Standards and 
Labeling Policy Book contains an 
example showing that claims indicating 
that a product is natural food, e.g., 
‘‘Natural chili’’ or ‘‘chili—a natural 
product’’ would be unacceptable for a 
product containing beet powder, which 
artificially colors the finished product, 
but states that a claim such as ‘‘all 
natural ingredients’’ might be an 
acceptable claim for such a product (see 
Food Standards and Labeling Policy 
Book, FSIS, at 116, August 2005). 

Both the Sara Lee Corp. and The 
Sugar Association citizen petitions also 
state that defining or establishing a 
policy on ‘‘natural’’ would provide 
consistency for consumers and food 
manufacturers. 

II. Request for Comments and 
Information 

We invite interested persons to 
comment on the use of the term 
‘‘natural’’ in the labeling of human food 
products, including when, if ever, the 
use of the term is false or misleading 
(FDA–2014–N–1207). We are 
particularly interested in responses to 
the following questions: 

• Should we define, through 
rulemaking, the term ‘‘natural?’’ Why or 
why not? 

• Should we prohibit the term 
‘‘natural’’ in food labeling? Why or why 
not? 

• If we define the term ‘‘natural,’’ 
what types of food should be allowed to 
bear the term ‘‘natural?’’ 

• Should only raw agricultural 
commodities be able to bear the term? 
Why or why not? Section 201(r) of the 
FD&C Act defines the term ‘‘raw 
agricultural commodity’’ as ‘‘any food in 
its raw or natural state, including all 
fruits that are washed, colored, or 
otherwise treated in their unpeeled 
natural form prior to marketing.’’ 

• Should only single ingredient 
foods, e.g., bottled water or bagged 
spinach, be able to bear the term? Why 
or why not? 

• If multi-ingredient foods should be 
able to bear the term, what type(s) of 
ingredients would disqualify the food 
from bearing the term? Please explain 
why such disqualification would be 
warranted. 

• We are interested in any data or 
other information to suggest that 
consumers associate, confuse, or 

compare the term ‘‘natural’’ with 
‘‘organic’’ (the USDA Agricultural 
Marketing Service administers the 
National Organic Program, which 
enforces laws and regulations regarding 
certified organic foods). We are 
interested in data and other information 
about consumers’ understanding of 
foods labeled ‘‘natural’’ versus 
‘‘organic.’’ Is the term ‘‘natural’’ on food 
labels perceived by consumers the same 
way as ‘‘organic?’’ Or is ‘‘natural’’ 
perceived by consumers to be ‘‘better’’ 
(or not as good as) ‘‘organic?’’ Please 
provide consumer research or other 
evidence to support your comment. 

• If we were to revise our policy 
regarding the use of the term ‘‘natural’’ 
or engage in rulemaking to establish a 
regulatory definition for ‘‘natural,’’ 
should certain production practices 
used in agriculture, for example, genetic 
engineering, mutagenesis, hybridization, 
the use of pesticides, or animal 
husbandry practices, be a factor in 
defining ‘‘natural?’’ Why or why not? 

• We are interested in any data or 
other information to suggest that 
consumers associate, confuse, or 
compare the term ‘‘natural’’ with 
‘‘healthy.’’ We have a regulation that 
defines the term ‘‘healthy’’ when used 
as an implied nutrient content claim 
with specific conditions related to the 
food’s nutrient profile that must be met 
in order to use the term on the label or 
in labeling of a food (see § 101.65(d)). 
We are interested in data and other 
information about consumers’ 
understanding of foods labeled 
‘‘natural’’ versus ‘‘healthy.’’ Is the term 
‘‘natural’’ on food labels perceived by 
consumers the same way as ‘‘healthy?’’ 
Or is ‘‘natural’’ perceived by consumers 
to be ‘‘better’’ (or not as good as) 
‘‘healthy?’’ Do consumers view 
‘‘natural’’ and ‘‘healthy’’ as synonymous 
terms? Please provide consumer 
research or other evidence to support 
your comment. 

• Should manufacturing processes be 
considered in determining when a food 
can bear the term ‘‘natural?’’ For 
example, should food manufacturing 
processes, such as drying, salting, 
marinating, curing, freezing, canning, 
fermenting, pasteurizing, irradiating, or 
hydrolysis, be a factor in defining 
‘‘natural?’’ 

• Should the term ‘‘natural’’ only 
apply to ‘‘unprocessed’’ foods? If so, 
how should ‘‘unprocessed’’ and 
‘‘processed’’ be defined for purposes of 
bearing the claim? If the term natural 
should include some processing 
methods, what should those methods 
be? In making determinations related to 
processing, should one look at the 
process to make a single ingredient of a 
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food, or does one evaluate the process 
done to the formulated finished food 
product (or both)? 

• The current policy regarding use of 
the term ‘‘natural’’ hinges in part on the 
presence or absence of synthetic 
ingredients. For example, under the 
current policy synthetic forms of 
Vitamin D would not be used in a food 
claiming to be ‘‘natural,’’ whereas 
naturally sourced Vitamin D (e.g., from 
salmon or egg yolks) could be. Should 
the manner in which an ingredient is 
produced or sourced affect whether a 
food containing that ingredient may be 
labeled as ‘‘natural?’’ Please explain 
your reasoning. 

• What can be done to ensure that 
consumers have a consistent and 
accurate understanding of the term 
‘‘natural’’ in food labeling to ensure that 
it is not misleading? 

• What are the public health benefits, 
if any, of defining the term ‘‘natural’’ in 
food labeling? Please provide 
supporting data and other information 
to support your comment. 

• Should ‘‘natural’’ have some 
nutritional benefit associated with it? If 
so, what should be the benefit? What 
nutrients should be considered? What 
data are available to support the 
association between ‘‘natural’’ and a 
given nutritional benefit, and/or 
between ‘‘natural’’ and certain 
nutrients? 

• How might we determine whether 
foods labeled ‘‘natural’’ comply with 
any criteria for bearing the claim? 

Dated: November 6, 2015. 
Leslie Kux, 
Associate Commissioner for Policy. 
[FR Doc. 2015–28779 Filed 11–10–15; 8:45 am] 

BILLING CODE 4164–01–P 

DEPARTMENT OF VETERANS 
AFFAIRS 

38 CFR Part 17 

RIN 2900–AP06 

Ensuring a Safe Environment for 
Community Residential Care Residents 

AGENCY: Department of Veterans Affairs. 
ACTION: Proposed rule. 

SUMMARY: This document proposes to 
amend the Department of Veterans 
Affairs (VA) regulations governing the 
approval of a community residential 
care facility (CRC). We would prohibit 
a CRC from employing an individual 
who has been convicted in a court of 
law of certain listed crimes against a 
person or property, or has had a finding 
entered into an applicable state registry 

or with the applicable licensing 
authority concerning abuse, neglect, 
mistreatment of individuals or 
misappropriation of property. VA also 
proposes to require CRCs to develop and 
implement written policies and 
procedures that prohibit mistreatment, 
neglect, and abuse of residents and 
misappropriation of resident property. 
The proposed rule would also require 
CRCs to report and investigate any 
allegations of abuse or mistreatment. In 
addition, the proposed rule would 
require the CRC to screen and monitor 
individuals who are not CRC residents, 
but have direct access to a veteran living 
in a CRC. The revisions would improve 
the safety and help prevent the neglect 
or abuse of veteran residents in CRCs. In 
addition, we propose to amend the rule 
regarding the maximum number of beds 
allowed in a resident’s bedroom. 
DATES: Comment Date: Comments must 
be received by VA on or before January 
11, 2016. 
ADDRESSES: Written comments may be 
submitted through www.regulations.gov; 
by mail or hand-delivery to the Director, 
Regulation Policy and Management 
(02REG), Department of Veterans 
Affairs, 810 Vermont Ave. NW., Room 
1068, Washington, DC 20420; or by fax 
to (202) 273–9026. Comments should 
indicate that they are submitted in 
response to ‘‘RIN 2900–AP06—Ensuring 
a Safe Environment for Community 
Residential Care Residents.’’ Copies of 
comments received will be available for 
public inspection in the Office of 
Regulation Policy and Management, 
Room 1068, between the hours of 8:00 
a.m. and 4:30 p.m., Monday through 
Friday (except holidays). Please call 
(202) 461–4902 for an appointment. 
(This is not a toll-free number.) In 
addition, during the comment period, 
comments may be viewed online 
through the Federal Docket Management 
System (FDMS) at http://
www.regulations.gov. 
FOR FURTHER INFORMATION CONTACT: Dr. 
Richard Allman, Chief Consultant, 
Geriatrics and Extended Care Services 
(10P4G), Veterans Health 
Administration, Department of Veterans 
Affairs, 810 Vermont Ave. NW., 
Washington, DC 20420, (202) 461–6750. 
(This is not a toll-free number.) 
SUPPLEMENTARY INFORMATION: VA is 
authorized under 38 U.S.C. 1730 to 
assist veterans by referring them for 
placement, and aiding veterans in 
obtaining placement, in CRCs. A CRC is 
a form of enriched housing that 
provides health care supervision to 
eligible veterans not in need of hospital 
or nursing home care, but who, because 
of medical, psychiatric and/or 

psychosocial limitations as determined 
through a statement of needed care, are 
not able to live independently and have 
no suitable family or significant others 
to provide the needed supervision and 
supportive care. Examples of CRC’s 
enriched housing may include, but are 
not limited to: Medical Foster Homes, 
Assisted Living Homes, Group Living 
Homes, Family Care Homes, and 
psychiatric CRC Homes. CRC care 
consists of room, board, assistance with 
activities of daily living (ADL), and 
supervision as required on an 
individual basis. The size of a CRC can 
vary from one bed to several hundred. 
VA maintains a list of approved CRCs. 
The cost of community residential care 
is financed by the veteran’s own 
resources. A veteran may elect to reside 
in any CRC he or she wants; however, 
VA will only recommend CRCs that 
apply for approval and meet VA’s 
standards. Once approved, the CRC is 
placed on VA’s referral list and VA 
refers veterans for whom CRC care is an 
option to the VA-approved CRCs when 
those veterans are determining where 
they would like to live. VA may provide 
care to a veteran at the CRC when it is 
medically appropriate to provide such 
home-based care. The provision of such 
home-based care is not contingent upon 
VA approval of a CRC; a veteran’s right 
to such care exists independent of the 
veteran’s residence in a CRC. Employees 
of the CRC are not VA employees, and 
no employment relationship exists 
between employees of the CRC and VA. 

To become approved, a CRC must 
meet the specified criteria in 38 CFR 
17.63, which sets forth standards 
relating to the physical integrity of the 
facility, the health care provided at the 
CRC, the standard of living therein, 
costs charged directly to veteran 
residents of the CRC, and other criteria 
for approval. 

VA has authority under 38 U.S.C. 
1730(b)(2) to establish criteria for 
approval of a CRC that will ensure the 
health, safety and welfare of veterans 
residing in that facility. Current 
§ 17.63(j) requires CRCs to maintain 
sufficient, qualified staff on duty who 
are available to care for residents and 
ensure the health and safety of each 
resident. The CRC provider and staff 
must have adequate education, training, 
or experience to maintain the facility. 
However, VA believes that other issues 
are also important in determining 
whether a veteran residing in a CRC is 
receiving an appropriate standard of 
care. A veteran residing in a CRC is 
unable to live independently and has no 
suitable family or significant others to 
provide the needed supervision and 
supportive care, and the CRC serves as 
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