0 Council for Responslole \iunmon

1300 19th Street, N'W. Sux:e 310
Washington, D.C 20036-1609

{202) 872-1488
Telefax (202) 872-95%4

November 21, 1995

TO: Elisa Bernstein, FDA
FROM: Annette Dickinson

SUBJECT: Dlscussmn Draft of GMP’s

Attached please find several copies of the Discussion Draft of the GMP’s we
would like to present to FDA officials at our meeting scheduled for
November 30 at 2:00 p.m. at 200 C Street, S'W. Per your 1nstruct10ns I am
also sending 6 or 8 copies to Fred Shank’s office.

The package includes a table of contents, a statement of purpose, dnd a two-
column text. The first column is our proposed GMP, and the second column
provides side-by-side comparison with the existing food GMP. Thus, it is
clea,r where we are fully incorporating the food GMP and where we are
1ncorporat1ng additional requirements which our members consider essent1alw
to the manufacture of safe and properly labeled dietary supplements

-
Thlé discussion draft is bemc submitted on behalf of the Councﬂ for
Reégfonmble Nutrition. the Nonprescription Drug Manufacturers Association,
the National Nutritional Foods Association, the American Herbal Products
Aséomatlon and the Utah Natural Products Alliance.

L
Ou: Jntent is to further evaluate the document follomno our discussion

'meetmg, make any further amendments we believe may be’ warranted and
ther submit it to the agency formally as a Citizen Petition.

Ap Association of the Nutntional Supplements, Ingredients. and other Nutnhional Products industry
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GMP’S FOR DIETARY SUPPLEMENTS:

STATEMENT OF PURPOSE

This document describes Good Manufacturing Practices to b,ye followed
in the manufacturing and control operations for dietary supplements and
dietary ingredients. The objective of these Good Manufacturing Practices is
to assure that consxﬁners are provided with safe dietary suppleme@t products V
which are not adulterated or misbranded, which have the identity and
provide the quantity of dietary ingredients declared in labeling, and which
meet the quality specifications that the sgpplemént is represented t:0 meet.

The Food, Drug and Cosmetic Act defines dietary suppléments in
Section 201(ff). Dietary supplements include a broad spectrum pf product
forms and a broad spectrum of dietary ingredients. Dietary ingred;ients may
include vitamins: minerals; herbs or other botanicals; amino acids; other
dietary substances used to supplement the diet: and concentrates,
metabolites, constituents, extracts, or combinations of these. Pro,g:i,ug;tw forms
include tablets, capsules, softgels, gelcaps, liquids, and otlger forms
including--under some conditions--conventional food forms. These Goao’d‘
Manufacturing Practices are intended to encompass all of these types of

products. In some cases, judgment may be required in determining the



applicability of a specific provision to a particular product or class of
products.

Dietary supplements in the /physiical form of conventionallfood shall
comply with these ‘Good Manufacturing Practices and with applicable food
GMP’s. For example, if they are thermally processed low-acid products
packaged in hermetically sealed containers, they shall also comply with the

applicable GMP’s covering that product category.

These Good: Manufacturing ijac‘tilces‘ _are modeled aé\ﬂ:ie’r" ,c:oovd‘l
manufacturing practices for foods. Provisions have been adorptedj, modified,
or expanded as appropriate, considering the specia}} req/uiremfents‘applicable
to the manufacture of dietary supplements and dietary ingredienté. There is
no desire or intent to 1impose on Aietary supplements the type of
documentation and validation currently required in the manufacture of
pharmaceutical products, where it Would be in_appropriate Or unnecessary to
ensure safe and unadulterated products.l Dietary supplements are classified

as foods, and the Good Manufacturing Practices applicable to them are

similar to those generally applicable to other foods.
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PROPOSED SUPPLEMENT GMP

FOOD GMP

Definitions

The definitions and interpretations of terms in section 201 of
the Federal Food. Drug, and Cosmetic Act {the act) are
apphicable to such terms when used in this part. The following
definitions_shall also apply:

e G s

§110.3 Definitions

The definitions and interpretations of terms in section 201
of the Federal Food, Drug, and Cosmetic Act (the act) are
applicable to such terms when used in this part. The
foilowmg deﬁmtxons shall also apply

e e dawmer s e

(a) Acid foods or ac:d:f ed foods means foods that have an
equshbnum pH of 4, 6 or below.

T PR

(a) "Adequate" means that which is needed to accomphsh the
intended purpose in keeping with good pubhc health practice.

(b) Adequale means that whlch 1s needed to accomphsh
the intended purpese in keeping with good pubuc health
practice.

B N

(b) "Batch or Lot’ means a specxﬁc quant:ty of a ﬂmshed
product or other matenal that is intended to have uniform
character and quality, within soecxﬁed llmxts and 'is produced
accerding to a single manufacturing order during the same
cycie of manufacture.

SRS e -
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( ) Batter means a semtﬂuxd substance usually composed
of flour and other ingredients, into whsch principal
compenents of food are dipped or wnth which they are
coated. or which may be used directly to form bakery foods.

i ook gt e 3D ]

{c) "Blanching' means a prepackagmg heat treatment of a
dietary product for a sufficient time and at a sufficient B
temperature to partiaily or compietely inactivate the naturafly =’
occumng enzymes and to effect other physical or bio-

chemical changes in the product

Ty g oo

(d) B!ancmng, except for tree nuts and peanuts means a
prepackaging heat treatment of foodstuffs for a“sufﬁc:xent
time and at a sufficient temperature to pamaﬂy or completety
inactivate the nawrally occurmnng enzymes and to effect other
physical or bio-chemical changes in the food.

(d) "Composition” means, as appropnate

(1) the idenuty of a dietary ingredient or dietary
supplement. and

(2) the concentration of 'a dietary ingredient (e.g., weight or
other unit of use/weight or volume), or the potency or activity
of one or meore dietary ingredients. as indicated by
appropnate procedures.

1.

{(e) Cntical control point means a point in a food process
where there s a high probabiiity that improper control may
cause. allow, or contnbute to a haZard or to filth in the final
food or decomposmon of the final food

(e) "Dietary ingredient” means an mgredxent mtended for use
or used in a gietary supplement that is:

(1) a vitamin

(2) a mineral.

(3) an nerb or cther botanical.

(4) an amino acud,

(5) a dretary substance for use by man to supplement the
diet by increasing the total dietary intake. or

{8) a concentrate, metabolite, constituent, extract. or
combination of any of the foregoing ingredients.

wdw "

Novemper 15, 1985
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(f) "Dietary product' means either a dietary mgredient or
dietary supplement as defined n thispat.

(g) "Dietary supplement' means dietary supplement as
defined in secuon 201 (ff) of the act.

S e s

. (f) Food means food as defined in section 201(f) of the act
and includes raw matenals and ingredients.

(g) Food-contact surfaces are those surfaces that contact
human food and those surfaces from which drainage onto
the food or onto surfaces that contact the food ordinarily
occurs during the nommal course of operations. "Focd-
contact surfaces” includes utensils and food-contact surfacas
of equipment. ‘

{h) "In-process matenal* means any matenal fabricated.
compounded, blended, ground, extracted, sifted, stenlized,
denved by chemucal reaction or processed in any other way
that is proauced for, and used in, the preparation of a dietary
product.

{ “Lot‘L means “"batch” as defined in this part.

(h) Lot means the food proauced during a period of time
indicated by a specific ccde.

() "Lot number’ means any distinctive combination of letters,
numbers, or symbols, or any combination of them from which
the complete history of the manufacture, processing, packing,
holding, and distribution of a batch or lof of a finished dietary
ingredient, dietary supplement or other matenai can be
determined.

(k) "Manufacture” or "manufactunng’ inciudes all operations
associated with the production of dietary products, including
packaging and labeling operations, testing, and quality control
of a dietary ingredient or dietary supplement.

(1) "Microorganisms" means yeasts. molds, bactena, and
viruses and includes. but is not limited to. species having
puplic heaith significance. The term "undesirable
microorganisms” includes those microorganisms that are of

public heaith significance, that subject a dletary product to ’A

decomposition. that indicate that a diétary ingredient or
dietary supplement is contaminated with filth, or that
otherwise may cause a dietary product to be adulterated
within the meaning of the act. Occasionally in these
reguiations. the adjective "microbial” is used instead of an
adjectival phrase containing the word microorganism.

(i) Microorganisms means yeasts, molds, bacteria, and
viruses and includes, but is not limited to, species having
pubiic heailth significance. The tetm "undesirable
microorganisms” includes those microorganisms that are of
public heaith significance, that subject food to
decomposition. that indicate that food is contaminated with
filth, or that ctherwise may cause food to be aduiterated
within the meaning of the act. Occasionally in these
regulations, FDA used the agjective "microbial” instead of
using an adjectival phrase ccntaining the word
microorganism.

{m) "Pest" refers to any objectionable ammals or insects
including, but not limited to, bird, rodents, flies, and larvae.

(j) Pest refers to any objectionable animals or insects
inctuding, but not limited to. bird, rodents, flies, and larvae.

{n) "Plant’ means the building or ‘acnhty or parts thereof, used
for or in connection with the manufactunng, packagmg
labeling, or holding of a dietary product.

(k) Plant means the building or facility or parts thereof,
used for or in connection with the 'manufacturing, packaging,
labeling, or holding of human food.

(0) "Quality control operation” means ‘a planned and
systematic procedure for taking all actions necessary to
prevent a dietary product from being adulterated within the
meaning of the act.

(1) Quaiity control operation means a planned and
systematic procedure for taking all actions necessary to
prevent food from being adulterated within the meaning of
the act.

November 15, 1985
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FOOD GMP

(p) "Quality control unt* means any person or organizational
element designated by the firn to be responsible for the
duties relating to quality contro! operations.

(q) "Raw matenal’ means any ingredient intended for use in

the manufacture of a dietary ingredient or dietary supplement,

including those that may not appear in such finished product.

(r) “Representative sample" means a sampie that consists of
a number of units that are drawn based on rational criteria.
such as random sampling, and is intended to assure that the
sample accurately portrays the material being’ sampied

(s) "Rework” means clean, unadulterated material that has
been removed from processing for reasons other than
insanitary conditions or that has been successfuily

reconditioned by reprocessing and that is suitable for use in_

the manufacture of a dietary product.

(m) Reworkx means clean, unadulterated food that has been
removed from processing for reasons other than insanitary
conditions or that has been successfully reconditioned by
reprocessing and that 1s suitabie for use as food.

{n) Safe-mossture level is a level of moisture low enough to
prevent the growth of undesirable microcrganisms in the
finished product under the intended conditions of
manufacturing, storage, and distribution. The maximum safe
motsture level for a food is based on rts water activity (a.).
An a_ will be considered safe for foed if adequate data are
available that demonstrate that the food at or below the
given a, will not support growth of undes:raole
microorganisms.

(t) "Sanitize® means to adequately treat equipment,
containers or utensiis by a process that i1s effective in

destroying vegetative cells of mlcroorgamsms of public ‘heaith

significance, and in substantiaily reducing numbers of other
undestrable microorganisms, but without adversely affecting
the product or its safety for the consumer. ‘

IR

(0) Sanitize means to adeguately treat food-contact
surfaces by a process that is effective in destroying
vegetative cells of microorganisms of public health
significance, and in substantially reducmg numbers of other
undesirable microorganisms, but without adversely affecting
the product or its safety for the consumer

(u) "Shalfl* is used to state mandatory requirements.”

(p) Shall is used to state mandatorv requ:rements

(v) "Should" is used to state recommended or aqvisory
procedures or identify recommenaed equipment.

B weo s fa g

(q) Shouid 1s used to state recommended or advxsory
procedures or identify recommended equipment.

(w) "Water activity (a}" is a measure of the free maoisture in
a dietary ingredient or dietary supplement and is the quotient
of the water vapor pressure of the substance divided by the

(ry Water act/vrty (3 is a measure of the free moxsture ina
food and 1s the guotient of the water vapor pressure of the
substance divided by the vapor pressure of pure water at the
same temperature.

vapor pressure of pure water at the same temperature.

November 15, 1995
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Personnel

The plant management shall take all reasonable measures
and precautions to assure the following:

(a) Disease controf. Any person who, by medical
examination of supervisory observation, is shown to have, or
appears to have. an ilness, open lesion, including boils,
sores. or Infected wounds, or any other abnormal source of
microbial contamination by which there is a reasonable
possibllity of an m-process or finished dietary product
becoming adulterated. or processing equipment, utensils or
packaging matenals becoming contaminated, shall be
excluded from any operations which may be expected to

result in such adulteration or contamination until the condition

Oa arimh
Fersonn ]cl al |dl| UC " |3u UULW lU T U)JU( 1 sucn

health conaitions to their supervisors.

10 A rre ad o
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110.10 Personnel

The plant management shall take ail reasonable measures
and precautions to ensure the following:

(a) Disease control. Any person who, by medical
examination or supervisory cbservation, is shown to have, or
appears to have. an iliness, open lesion, including boils,
sores, or infected wounds. or any other abnormal source of
microbial contamination by which there is a reasonable
possibility of food, food-contact surfaces, or food-packaging
matenals becoming contamnated, shall be excluded from
any operations which may be expected to result in such
contamination until the conditicn is corrected. Personne!
shall be instructed to report such heaith conditions to their

sunarisnrs
SUPCIVISUIS.

{b) Cleaniiness. All persons working in direct contact with
raw matenals. in-process or finished dietary products,
processing equipment. utensis or packaging matenals shall
conform-to hygienic practices while on duty to the extent
necessary to protect agamnst adulteration or contamination of
such materials. The methods for mamntaining cleanliness
inciude, but are not limited to:

¢

{b) Cleaniiness. All persons working in direct contact with
food, food-contact surfaces. and food-packaging matenais
shall conform to hygienic practices while on duty to the
extent necessary to protect against contamination of food.
The methods for maintaining cleanliness inciude, but are not
limited to:

(1) Weanng outer garments suitable to the operation in a
manner that protects agamst the adulteration of in-process or
finished dietary products, or contamination of processing
equipment. utensils or packaging matenais.

(1) Weanng outer garments suitable to the operation in a
manner that protects against the contamination of food, food-
contact. surfaces or food-packaging matenais.

(2) Maintaining adequate personal cleanliness.

i

(2) Mamtammg adequate personal cleanhness

(3) Washing hands thoroughly (and sanitizing If necessary
to protect against contamination with undesirable
microorganisms) in an adequate hand-washing facility before

starung work. after each absence from the work station, and

at any other time when the hands may have become soiled
or contaminated.

(3) Wasnmg hands thoroughly (and sanmzmg |f necessary
to protect against contamination with undesirable
microorganisms) n an adequate hand-wasnmg racmty before
starting work, after each absence from the work station. and
at any other time when the hands may have become soiled
or contaminated.

(4) Removing all unsecured jewelry and other objects that
might fall into raw matenals. in-process or finished dietary
product. equipment, or containers, and removirig hand
jewelry that cannot be adequately sanitized during penods 1n
which in-process or finished product 1s manipulated by hand.
If such hand jewelry cannct be removed, it may be covered
by matenal which can be maintained 1n an intact. clean, and
sanitary conartion and which effectxvely protects agamst the
adulterauon of dietary products or contamination of
processing equipment, utensiis or packagmg materials.

(4) Removing all unsecured jewelry and other objects that
might fall into food. equipment. or containers, and removing
hang jewelry that cannot be adequately samitized during
penods in which food is manipulated by hand. If such hand

jewelry cannot be removed, It may be covered by materia

which can be mamtained in an intact. clean, and sanitary
condition and which effectively protects against the
contamination by these objects of the food, food-contact
surfaces. or food-packaging matenals.

(5) Maintaining gloves. if they are used in 1n- process or
finisned product handling, in an intact. clean, and sanitary
condiion. The gloves should be of a matenal that adequately
protects the oroduct from ccntammatnon

1 P -

(5) Maintaining gloves. If they are used in food handling, in
an intact. clean. and samitary condition. The gloves should
be of an impermeable matenal.

(6) Weanng, wnere appropnate in an effectlve manner
hair nets. caps. beara covers, or other effective hair
restraints.

B

(6) Weanng, where appropnate in an erfectxve manner
hair nets, headbands, caps, beard covers, or other effective
hair restraints.

Novemper 15, 19895
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{7) Stonng clothing or other personal belongings in areas
other than where in-process or finished product is exposed or
where processing equipment or utensils are washed.

(7) Stonng clothing or other personal beiongings in areas
other than where food is exposed or where equipment or
utensils are washed.

(8) Confining the fcllowing to areas other than where in-
process or finished product may be stored or exposed. or
where processing equipment or utensils are washed: eating
food. chewing gum, drinking beverages, of using tobacco.

(8) Confining the foilowing to areas other than where food
may be exposed or where equipment or utensils are
washed: eating food. chewing gum, drinking beverages, or
using tobacco.

(8) Taking any other necessary precautions to protect
against adulteration of raw matenials, in-process or finished
product. or contamination of processing equipment, utensis
or packaging matenals with micro-grganisms or foreign
substances including, but not limited to. perspiration, harr.
cosmetcs. tobacco. chemicals, and medicines applied to the
skin.

(8) Taking any other necessary precautions to protect
against contarmination of food, food-contact, surfaces, or
food-packaging matenals with micro-organisms or foreign
substances including, but not limited to, perspiration, hair,
cosmetics, tobacco, chemicals, and medicines applied to the
skin.

{(c) Education and tramming. Each person engaged in the
manufacture of a dietary product should have the proper
educaton. training, and expenence (or any combination
thereot needed to perform the assigned functions. Training
should be in the particutar operation(s) that the empioyee
performs as they reiate to the employee’s functions.
Appropnate documentation of training shall be retained by the
manufacturer,

(c) Education and tramning. Personnel responsible for
identifying sanitation failures or food contamination shouid
have a background of education or experience, or a
compinaton thereof, to provide z level of competency
necessary for production of clean and safe food. Food
handlers and supervisors should receive appropriate training
in proper food handling techmques and food-protection
pnnciples and should be informed of the danger of poor
personal hygiene and insanitary practices.

d) Supervision. Responsibility for assuring comptiance by all
personne! with all requirements of this part shall be clearly
assigned to gualified personnel with proper education.
training and expenence (or any combination thereof).

(d) Supervision. Responsibility for assuring compliance by
all personnel with all requirements of this part shall be clean
assigned to competént supervisory personnel.

Exclusions

The following operations are not subject to this part:
Establishments engaged soiely in the harvesting, storage, or
distnbution of one or more “raw agncuitural commodities.” as
definea in section 201(r) of the act. which are ordinanly
cleanea. prepared. treated. or otherwise processed before
being marketed to the consuming public. ’

§110.19 Exclusions

(a) The following operations are not subject to this part:
Establishments engaged solely in the harvesting, storage, or
distnbution of one or more "raw agricuftural commodities.” as
defined in section 201(r) of the act. which are ordinariiy
cleaned. prepared. treated. or otherwise processed tefore
being marketed to the consuming public.

(b) FDA, however wiil issue special regulations if it is

Plant and Grounds

(a) Grounds The grounds about a dietary product
manurfacturing plant under the control of the operator shall be
kept in a conation that will protect against the adulteration of
dietary products. The methods for adequate maintenance of
grounas nclude. but are not limited to:

necessary to cover these excluded operations.

Subpart B-Buildings and Facilitles
§110.20 Plant and grounds.

(a) Grounds. The grounds about a food plant under the
control of the operator shall be kept in a condition that wiil
protect against the contamination of food. The methods for
adequate mamntenance of grounds include, but are not
limited to:

(1) Propeny storing equipment. removing litter ana waste,
and cuing weeds or grass within the immediate vicinity of
the ptant buildings or structures that may constitute an
attractant. breeding place. or harborage for pests.

(1) Properly stonng equipment, removing litter and waste,
and cuting weeds or grass within the immediate viciity of
the plant buildings or structures that may constitute an

November 15, 1985

attractant. breeding place. or harborage for pests.
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(2) Maintaining roads, yards, and parkmg lots so that they
do not constitute a source of adulteration in areas where
proauct is exposed.

(2) Maintaining roads, yards, and parking lots so that they
do not constitute a source of contamination in areas where
food 1s exposed.

(3) Adequately draining areas that may contnbute to
product adulteration by seepage, foot bome filth, or provndmg
a breeding place for pests. )

(3) Adequately draining areas that may contribute
contamination to food by seepage, foot-bormne filth, or
providing a breeding place for pests.

(4) Operating systems for waste treatment and disposal in
an ageguate manner so that they do not constitute a source
of aduiteration in areds ‘where product is exposed.

If the plant grounds are bordered by grounds not under the
operators control and not maintained in the manner
descnbed in paragraph (a)(1) through (3) of this section, care.
shall be exercised in the plant by inspection, extermination, or
other means to exclude pests. dirt, and filth that may be a ~
source of product ‘adulteration.

(4) Operating systems for waste treatment and disposal in
an adequate manner so that they' do not constitute a source
of contamination in areas where food is exposed.

If the plant grounds are bordered by grounds not under the
operator's control and not maintained in the manner
described in paragraph (a)(1) through (3) of this section, care
shall be exercised in the plant by inspection, extermination,
or other means 1o exclude pests, dirt, and filth that may be a
source of food contamination.

(b} Plant construction and design. Plant buildings and
structures shall be suitable in size, construction, and design
to facilitate maintenance; cleaning ana sanitary operations for
dietary product manufactunng purposes and to prevent )
mixups between different raw materiais and products. The
plant and faciiities shall:

(b) Plant construction and design.

Plant buildings and structures shall be suitable in size,
construction, and design to facilitate maintenance and
sanitary operations for food-manufacturing purposes. The
piant and facilities shall:

(1) Prowvide sufficient space for such placement of
equipment and sterage of materials as 1s necessary for the
prevention of mixups, maintenance of sanitary operations and
the production of safe dietary products.

(1) Provide sufficient space for such placement of
equipment and storage of materials as is necessary for the
maintenance of sanitary operations and the preduction of
safe food.

(2) Permut the taking of proper precautions to reduce the
potenual for mixups or adulteration of in-process or finished
dietary product, or contamination of procassing equipment,
utensils or packaging matenals with microorganisms,
chemicals, filth, or other extranecus material. The potential
for mixups and product adulteration may be reduced by
adeguate proauct safety controls and operating practices or
effective design, including the separation of opérations in
which contamination s likely to occur. by one or more of the
following means: location, time. partition. air flow, enciosed
systems, or other effective means.

(2) Permit the taking of proper precautions to reduce the
potential for contamination of food, food-contact surfaces, or
food-packaging materiais with microorganisms, chemicals,
filth, or other extraneous matenal.

(2)...The potential for contamination may be reduced by
adequate food safety controls and operating practices or
effective design. inciuding the separation of operations in
which contamination s likely to occur, by one or more of the
following means: locauon, time, partition. air flow, enclosed
systems. or other effective means.

{3) Permut the taking of proper precauticns to protect
dietary ingredients or dietary supplements in outdoor bulk
fermentation vessels by any effective means. including:

1) Using protective covenngs.

() Controlling areas over and around the vessels to
eliminate harporages for pests.

fu) Checking cn a reqular basis for pests and pest
infestation.

fivi Skimming the fermentation vessels. as necessary

(3) Permit the taking of proper precautions to protect food
in outdoor bulk fermentation vessels by any effective means,
inctuding:

(i) Using protective covenngs.

(iiy Controlling areas over and around the vessels {o
elimmate harborages for pests.

(iify Checking on a reguiar basis for pests and pest
infestation.

(iv) Skimming the fermentation vesseils. as necessary.

November 15, 1985
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{4) Be constructed in such a manner that ﬂoors walls, and

ceillings may be adequately cleaned and kept clean and kept

in good repair: that drip or condensate from fixtures, ducts
and pipes does not adulterate raw matenais. in-process or
finished dietary products. or contaminate product containers,
utensis or packaging matenals; and that aisles or working
spaces are provided between equipment and walls and are
adequately unobstructed and of adequate width to permit
employees to perform their duties and to protect dgainst
aduiterating in-process or finished product, or contaminating
processing equipment with clothing or personai contact

(4) Be constructed in such a manner that floors, walls, and
ceilings may be adequately cleaned and kept clean and kept
in good repair: that drip or condensate from fixtures, ducts
and pipes does not centaminate foed, food-contact surfaces.,
or food-packaging matenals; and that aisles or working
spaces are provided between equipment and walls and are
adequately unobstructed and of adequate width to permit
empioyees to perform their duties and to protect against
contaminating food or food-contact surfaces with clothing or
persenal contact.

(5) Provide adequate lighting in hand-washing areas.
dressing and locker rooms, and totiet rooms and in all areas
where product is examined, processed, or stared and where
equipment or utensis are cleaned; and provide safety-type
light buibs. fixtures, sky-lights, or other giass suspended over
exposed product in any step of prepa}'ation or otherwise
protect against product adulteration in case of glass
breakage.

(5) Provide adequate lighting in hand-washing areas,
dressing and locker rooms, and toilet rooms and in all areas
where food is examined, processed, or stored and where
equipment or utensils are cleaned; and provide safety-type
light bulbs. fixtures, sky-lights, or other glass suspended over
exposed food in any step of preparation or otherwise protect
against focd contamination in case of giass breakage.

(8) Provide adequate ventilation or controf equipment to
maintain adequate control over microorganisms. dust,
humiaity, and temperature, when appropnate. for the
manufacture of dietary products; to mimmize odors and
vapors (including steam and noxious fumes) in areas where
they may adulterate dietary products; and locate and cperate
fans and other arr-blowing equtpment In a manner that
minimizes the potential for adulterating raw matenals, in-
process or finished dietary products, or contaminating
processing equipment, utensils or packagmg matena|s

(6) Provide adeguate ventilation or control equipment to
minimize odors and vapors (including steam and noxious
fumes) in areas where they may contaminate food; and
locate and operate fans and other air-blowing equipment in a
manner that mmimizes the potential for contaminating food,
food-packaging materials, and food-contact surfaces.

(7) Provide, where necessary, adequate screening or other
protection against pests.

(7) Provide, where necessary, adequate screenmg or other
protectxon agamst pests

Novemper 15, 1985
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Sanitation of Buildings and Facilities

(a) General mamtenance. Buildings, fixtures, and other
physical faciities of the plant shall be maintained in a sanitary
conagition and shall be kept in repair sufficient to prevent raw
matenais. in-process or finished dietary products from

FOOD GMP

§110.35 Sanitary operations.

(a) General mamntenance. Buildings, fixtures, and other
physical facilities of the plant shall be maintained in a
sanrtary condition and shall be kept in repair sufficient to
prevent food from becoming adulterated within the meaning
of the act....

becorming aaulterated within the meaning of the act.

{by Cleaning and samitizing matenals. '

(1) Cleaning compounds and sanitizing agents used in
cleanming and sanitizing procedures shall be free from .
undesirable mlcroorganasms and shall be safe and adequate
under the conditions of use. Compliance with this '
requirement may be venfied by any effective means including
purchase of these substances under a supplier's guarantee
or cerification, or examination of these substances for,
contamination. Only the following toxic materials may be
used or stored 1n a plant where product s processed or
exposeq:

{i)-Those required to maintain ctean and saniary
conditions:

(iiy Those necessary for use in laboratory testing
procedures;

(i) Those necessary for plant and equipment
maintenance and operation; and

{(iv) Those necessary for use in the piant's operations.

(b) Substances used in cleaning and sanitizing; storage of
toxic matenals.

(1) Cleaning compounds and sanitizing agents used in
cleaning and sanitizing procedures shall be free from

~ H i H H ' sy
undesirable microorganisms and shall be safe and adequa

under the conditions of use. Compliance with this
requirement may be verified by any effective means
including purchase of these substances under a supplier's
guarantee or certification, or exarnpination of these
substances for contamination. Only the following toxic
matenals may be used cr stored in a plant where foed is
processed or exposed: '

=t =)
QAL

(i) Those required to maintain clean and sanitary
conditions;

(i) Those necessary for use in laboratory testing
procedures;

(iii) Those necessary for plant and equipment maintenance
and cperation: and \

(iv) Those necessary for use in the p!ant ] operatxons

(2) Toxic cleaning compounds, sanitizing agents, and
pesticide chemicals shali be identified. used, held. and stored
in a manner that protects against aduiterauon of raw
materiais. in-process or finished product. or contamination of
processing equipment or packaging matenals. All retevant
reguiations promulgated by other Federal. State, and local
government agencies for the application, use or holding of
these products should be followed., Rocdenticides,
insecucides. and fungicides shouid be registered and used in
accordance with the Federal Insecticide. Fungicide, and
Rodenticide Act.

(2) Toxic cleaming compounds sanmzmg agents and
pesticide chemicals shail be identified, held, and stored in a
manner that protects against contamination of food, food-
contact surfaces, or food-packagmng matenals. All relevant
reguiations promulgated by other Federal. State, and locat
government agencies for the application. use or helding of
these products should be followed.

(c) Pest control. No pests shall be allowed in any area of a

dietary product manufactunng piant. Effective measures shall
be taken to exciude pests from the processing areas and to
protect against the aaulteration of product on the premises dy
pests. The use of insecticides or rodenticides 1S permitted
only under precauuons and restrnctions that will protect
against the aauiteration of raw matenais. in-process of
finished progquct. or contarmnation of processing equipment,
utensiis or packaging materais.

(c) Pest control. No pests shall be allowed in any area of a
food plant. Guard or guide dogs may be allowed in some
areas of a plant if the presence of the dogs is unlikely to
result in contamination of food, food-contact surfaces, or
food-packaging matenals. Effectwe measures shall be taker
to exciude pests from the processing areas and to protect
against the contamination of food on the premises by pests.
The use of insecticides or rodentlcxdes 1s permitted only
under precauttons and restrictions thaaqt w;ll\ protect against
the contamination of focd. food-contact surfaces, and food-
packaging matenais.

Novembper 15. 19956
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§110.37 Samtary facilities and controls.

Each piant shall be equipped with adequate sanitary
facilities and accommedations including, but not limited to:

(d) Water supply. Potable water at a suitable temperature,
and under pressure as needed, shail be provided in all areas
where required for the processing of dietary products. for the
cleaning of processing equipment. utensils, and packaging
matenais. or for employee sanitary faciities. Any water that
contacts in-process or finished dietary products. utensils or
processing equipment shall meet the standards prescnbed in
the Envircnmental Protection Agency's anary Dnnkmg
Water Reguiations (40 CFR Part 141).

{a) Water supply. The water supply shall be sufficient for
the operations intended and shail be derived from an
adequate source. Any water that contacts food or food-
contact surfaces shall be safe and of adequate sanitary
quality. Runming water at a suitable temperature, and under
pressure as needed, shall be provided in all areas where
required for the processing of food, for the cleanmg of
equipment, utensis, and food- packagmg materials, or for
employee sanitary facilities.

(e) Plumoing. Plumbing shall be of adequate size and
design ana adequately installed and maintained to‘:

(b) Plumbing. Plumbing shall bé 6f adequate size and
design and adequately installed and marntained to:

(1) Carry sufficient quantities of water to required locations
throughout the plant.

(1) Carry sufficient quantities of water to required locations
throughout the plant.

{(2) Procery convey sewage and liquid qisposable waste
from the ciant.

(2) Propeny convey sewage and liquid disposable waste
from the piant.

{3) Avoia consututing a source of adulteration to product.
or contamination of water supplies, processing equipment. or
utensis or creating an unsanitary condition.

{3) Avoid constituting a source of contamination to food,
water supplies. equipment, or utensils or creating an
unsamtary condmon

(4) Prowvide adequate floor drainage or other appropnate
means of water removai In all areas where floors are subject
to flooding-type cleaning or where ndrmal operations release
or discharge water or other liquid waste on the floor..

(4) Provxde adequate ﬂoor dramage in all areas where
floors are subject to flooding-type cleaning or where normal
operations release or discharge water or other liquid waste
on the floor..

{5) Provide that there is not backflow from, or cross-
connection between. piping systems that discharge waste
water or sewage and piping systems that carry water used for
the manufacture of dietary products.

(5) Provide that there 1s not backflow from, or cross-
connection between, piping systems that discharge waste
water or sewage and piping systems that camry water for
food or food manufactunng.

() Sewage disposal. Sewage aisposal shall be made mto
an agequate sewerage system or disposed of throuch other
adequate means.

(c) Sewage disposal. Sewage disposal éhaii be made into
an adeguate sewerage system of disposea of through other
adequate means.

(g) Toilet facilities. Each plant shall prowdg its emplqyegs
with acequate, readily accessible toiet faciities. Compliance

(d) Toilet faciities. Each plant Xshall provide its employees
with adequate, readily accessible toiet facilities. Compliance
with this requirement may be accomphshed by:

with this requirement may be accomplished by:

(1) Maintaining the faciities in a sanitary condition.

(1) Maintaining the facilities in a sanitary condmon

(2) Keeping the facilities in gooa repair at all times.

(2) Keeptng the facilities in gooq repair at all times.

{3} Proviaing self-closing doors

(3) Provxdmg self-closing doors.

(4) Proviaing doors that do not open into areas where
dietary procuct 1s exposeda to arrnorne centamination. except
where alternate means have been taken 1o protect against
such contamination {such as double coors or pasitive air-flow
systems)

{(4) Providing deors that do not open into areas where food
1s exposed to airbome contaminanon. except where alternate
means have been taken to protect against such
contamination (such as double doors or positive air-flow

November 15, 1985
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(h) Hand-washing facilities. Hand-washing facilities shall be
adequate and convenient and be fumnished with running
water at a suitable temperature. Compliance with this
requirement may pe accomplished by providing:

(e) Hand-washing faciities. Hand-washing facilities shail
be adequate and convenient and be fumished with running
water at a suitable temperature. Compliance with this
requirement may be accomplished by providing:

{1) Hand-washing and, where appropnate, hand-sanitizing
facilities at each location in the plant where good sanitary
practices require employees to wash and/or sanitize their
hanas.

(1) Hand-washing and, where appropriate, hand-sanitizing
faciities at each location in the plant where good sanitary
practices require empioyees to wash and/or sanitize their
hands.

(2) Effective hand-cleaning and sanitizing preparations.

(2) Effective hand-cleaning and sanitizing preparations.

(3) Air dners, sanitary towel service or suttable drying
devices.

(3) Sanitary towel service or suitable drying devices.

{4) Devices or fixtures, such as water control valves, so
designed and constructed tc protect dagainst recontamnation
of clean. sanitized hands.

(4) Devices or fixtures, such as water controt vaives, so
designed and constructed to protect against recontamination
of clean, santtized hands.

(5) Readily understandable signs directing employees
handling unprotected product. packaging matenals. utensiis
or processing equipment to wash and. where appropnate,
saniuze their hands before they start work. after each
absence from post of duty, and when their hands may have
become soiled or contaminated. These signs may be posted
in the processing rcom(s) and in all other areas where
employees may handle such products matenals, utensils or
equipment.

(5) Readily understandable signs directing employees
hanaling unprotected food. unprotected food-packaging
matenals. food-contact surfaces to wash and, where
appropnate. sanitize their hands before they start work, after
each absence from post of duty, and when their hands may
have become solled or contaminated. These signs may be
posted in the processing room(s) and in all other areas
where employees may handle such food, materials, or
surfaces.

(6) Refuse receptacles that are constructed and
maintained in a manner that protects against adulteration of
dietary products.

(6) Refuse receptacles that are constructed and maintained
in a manner that protects against contamination of foed.

(i) Rubbish disposal. Rubbish shall be so conveyed,
stored. and disposed of as to minimize the development of
odor. minimize the potential for the waste becoming an
attractant and harborage or breeding place for pests. and ‘
protect against adulteration of raw matenals. in-process or
fimshed dietary products. or contamination of utensils.
processing equipment, water supplies. and ground surfaces

(f) Rubbish and offal disposal. Rubbish and any offal shali
be so conveyed, stored, and disposed of as to minimize the
development of odor, minimize the potential for the waste
becoming an attractant and harborage or breeding place for
pests, and protect against contamination of food, food-
contact surfaces. water supplies, and ground surfaces.

() Supervision. Overall sanitation of the plant shall be under
the supervision of one or more individuals qualified by
education. expenence and training (or any combination
thereof) assigned responstbility for assunng that samitation
procedures are accomplhished. ‘

T T - FYRN K

§110.80 Processes and controls.

...Overall sanitation of the plant shall be under the
supervision of one or more competent individuals assigned

November 15, 1995

responsibility for this function...
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Equipment and Utensiis
(a) Design and censtruction
{1) All plant equipment and utensis shall be so designed

ana of such matenal and workmansnip as to be adequately
cleanable. and shall be propedy maintained.

Subpart C—~Equipment
§110.40 Equipment and utensils.
(a) All plant equipment ana utenstis shall be so desngned

and of such matenal and workmansmp as to be adequately
cleanable. and shall be properly maintained.

{2) The gesign, construction and use of equipment and
utensils snall preclude the adulteration of raw materials,
packaging matenals. in-process matenals or finished product
with lubncants, fuel. metat fragments. contaminated water, or
any other contaminants.

The design, construction, and use of equipment and
utensils shall preclude the adulteration of food with
lubricants, fuel, metai fragments, contaminated water, or any
other contaminants.

(3) All equipment should be so mnstalled ang maintained as
to facilitate the cleaning of the equipment and of ail adjacent
spaces. Processing equipment and utensils shall be
cofrosion-resistant when in contact with raw matenals. n-
process or finished dietary product. They snail be made of
nontoxic matenals ana designed to withstand the
environment of their intended use and the acticn of dietary
products, and. if appiicable, cieanmg compounds ana
sanitizing agents. Processing equipment and utensils shall
be maintained to protect dietary products from being
aduiterated by any source.

All equipment should be so installed and maintained as to
facilitate the cleaning of the equipment and of all adjacent
spaces. Food-contact surfaces shall be corrosion-resistant
when in contact with food. They shail be made of nontoxic
materials and designed to withstand the environment of thesr
intenaed use and the acton of food. and, if applicable,
cleaning comopounds and sanitizing agents. Food-contact
surfaces shall be maintained to protect food from being
contaminated by any source, Inctuding uniawful indirect food
adattives.

(4) Seams on utensils and processing equipment shall be
smoothly bonded or maintained so as to mmnimize
accumulation of product, dirt, and crganic matter and thus
minimize the opportunuty for growth of microorganisms.

(b) Seams on focd-contact surfaces shall be smoothly
bonded or maintained so as to minimize accumuiation of
food particies, dirt, and organic matter and thus minimize the
opportunity for growth of microorganisms.

(5) Equipment that 1s in the manufactunng or product
handling area and that does not come into contact with a
dietary product shall be so constructed that it can be kept in a
clean ccndition.

(c) Equipment that 1s in the manufactunng or food-handling
area and that does not come into contact with food shall be
so constructed that it can be kept In a clean condition.

{6) Holding, conveying, and manufacturing systems.
including gravimetnc. pneumatic, closed. and automated
systems. shail be of a design and canstructicn that enables
them to be maintained 1n an appropriate clean condition.

(d) Hoiding, conveying, and manufactunng systems,
including gravimetnc. pneumatic, closed, and automated
systems, shall be of a design and construction that enables

(7) Each freezer and coid storage compartment used to
store and hold a aietary product capable of supporting growth
of microorganisms shall be fitted with an indicating
thermometer, temperature-measurnng device, or temperature-
recording device =0 installed as to show the temperature
accurately within the compartment. and should be fitted with
an autcmatic control for regulating temperature or with an
automatic alarm system to indicate a significant temperature
change in a manual operation.

them to be maintained n an appropnate sanitary condition.

(e) Each freezer and cold storage companment used to
store and hold food capable of supporting growth of
microorganisms shall be fitted with an indicating
thermometer, temperature-measunng device, or temperature
recording device so installed as to show the temperature
accurately within the compartment, and should be fitted with
an automatc ‘control for regulating temperature or with an
automatic alarm system to indicate a significant temperature
change in a manual operation.

(8) Instruments and controls used N the manufacture,
processing, packing or holding dietary products. inciuding
instruments and controls used for measuring, reguiating, or
recoraing temperatures, pH. acidity, water activity, or other
conditicns that controt or prevent the growth of undesirable
microcrganisms in such products shail be accurate and
adequately mamntained, and adeguate in number for their
designated uses.

(fy Instruments and controls usea for measunng,
requiating, or recording temperatures, pH. acidity, water
activity, or other conditions that control or prevent the growtt
of undesirable microorganisms n food shall be accurate and
adequately maimntained. and adequate n number for their
designated uses.

Novemper 15, 1995
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(9) Compressed air or other gases mechanicaily
introduced into a dietary product or used to clean equipment
or utensils shall be treated in such a way that dietary
ingredients or dietary supplements are not adulterated.

(g) Compressed air or other gases mechanically introduced
into food or used to clean food-contact surfaces or
equipment shall be treated in such a way that food is not
contaminated with unlawful indirect food additives.

(b) Sanitauon of equipment and utensis.

(1) Cleaning and sanitizing of utensiis and equipment shail
be conducted \n a manner that protecté against adulteration
of raw matenals. in-process or finished dietary product.
processing equipment, utensils or packaging matenais.

§110.35 Sanitary operations.
(a) General maimntenance.

...Cleaning and sanitizing of utensils and equipment shall be
conducted 'n a manner that protects against contamination

(2) All utensiis and processing eguipment shall be cleaned
as frequently as necessary to protect against product
adulteration.

of focd. food-contact surfaces. or food-packaging materiais....

(d) Sanitation of food-contact surfaces. All food-contact
surfaces. including utensils and fdod-contact surfaces of
equipment, shall be cleaned as frequently as necessary to
protect against contamination of foed.

(3) Utensils and processing equipment used for
manufacturing or holding of dry dietary producfs ‘shall be in a
dry. sanitary conaition at the time of use. When the surfaces
are wet-cleaned. they shall, when necessary, be sanitized
ana thorougnly dned before subsequent use.

- (1) Food-contact surfaces used for manufacturing or
holding low-maorsture food shall be in a dry, sanitary condition
at the ume of use. When the surfaces are wet-cleaned, they
shall. when necessary, be samtlzed and thoroughiy dried
before subsequent use.

{(4) in wet processing, when cleaning is necessary to
protect against the intreduction of microorganisms into a
dietary product, all utensiis and processing equipment shall
be cleaned and sanitized as appropnate before use and after
any nterruption dunng which the utensis or processing
equipment may have become contaminated. Where
equipment and utensiis are used in a continuous production
operation or in back-to-back operations invoiving different
batches of the same products, the utensils and product-
contact surfaces of the equipment shall be cleaned and
sanitized as appropnate.

- (2) In wet processing, when cleaning is necessary to
protect against the introduction of microorganisms into food.
all food-contact surfaces shall be cleaned and sanitized
hefore use and after any interruption during which the food-
contact surfaces may have become contaminated. Where
equipment and utensils are used in a continuous production
operation the utensiis and focd-contact surfaces of the
equipment shall be cleaned and sanitized as necessary.

{5) Non-proauct-contact surfaces of equipment should be
cleaned as frequently as necessary tc protect against proguct
adulteration ‘

{3} Non-food-contact surfaces ¢of equipment used in the
operaton of food plants should be cleaned as frequently as
necessary to protect against contamination of food.

(6) Singte-service aruicles (such as utensils intended for
one-ime use. paper cups, and paper towels) should be
storea in approprate containers and shail be handled,
dispensed. used, and disposed of in a manner that protects
against aculteration of dietary products, and contamination of
utensis and processing equipment.

(4) Single-service articles (such as utensils intended for
one-time use, paper cups, and paper towels) should be
stored in appropriate containers and shall be handled,
dispensed. used. and disposed of in @ manner that protects
against contamination of food or food-contact surfaces.

(7) Saninzing agents shall be adequate ana safe under
conaitions of use. Any facility, procedure, or machine s
acceptaple for cleaning and sanitizing equipment and utensis
if 1t 1s established that the facility, procedure, or machine will
routinety renger equipment and utensis clean ana provide
adequate cleaning and samtizing treatment.

(5) Samizing agents shall be acequate and safe under
conditions of use. Any facility, procedure, or machine is
acceptable for cleaning and sanitizing equipment and
utensils if it is established that the facility, procedure, or
machine will routinely render equipment and utensils clean
and provide adequate cieamng and sanltnzmg treatment

(8) Cleaned and sanitized portable eguipment with
proguci-contact surfaces and utensis shculd be stored in &
locaticn ana manner that protects product-contact surfaces
from contaminauon.

(e) Storage ana hand/mg of cleaned porfable eqUIpment
and utensiis. Cleaned and santized portable equipment with
food-contact surfaces and utensils should be stored in a
location and manner that protects food-contact surfaces from
contamination.

November 15, 1995
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(8) Egquipment and utensns and fmshed product comamers

shall be maintained 1in an acceptable condition through
appropriate cleaning and sanitizing, as necessary. Insofar as
necessary. equipment shall be taken apar for thorcugh
cieaning. I :

e
§110 80(b) Manufactunng operatzons
(1) Equipment ‘and utensils and ‘ﬁsn,xshed food containers
shall be maintained in an acceptable condition through
appropnate cieaning and santtizing, as necessary. Insofar
as necessary, equipment shall be taken apart for thorough
cleaning....

(10) Wntten procedures shall be estabnshed and fo!lowed
for cleaming and mamntaining eguipment and utensnls used m -
the manufacture of dietary products.

(11) A wnuen record of major equipment cleaning and use

shall be maintained i individual equipment logs that show
the date, product and lot number of each batch processed.
The persons performing the cleaning shall record 1n the log
that the work was performed. Entries n the log should be in
chronological order.

D A P D S

(12) Equipment. contamners.. and utensns used to convey
hold. or store raw matenals, in-process ‘matenal. rework, or
finished procuct shall be constructed. handled. and )
maintainedg curing manufactunng or sterage In a manner that
protects against contamimation.

AN Equ:pment contamers and utensus used to convey.
ho!d or store raw materals. work- m -process, rework or food
shall be censtructed, handled. and maintained dunng
manufactunng or storage 1 a manner that protects against
contammat:on

Tormd e e
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Quality Control and Laboratory Operations

Appropriate guality control operations shall be empioyed to
assure that dietary products conform to appropriate standards
of punty. quality ana composition, and that packaging
matenals are safe and suitable for their intended purpose.

Subpart E-Production and
Process Controis A
§110.80 Processes and controis.

...Appropnate quality control opera{tions shail be employed to
ensure that food is suitable for human consumption and that
food-packaging matenals are safe and suitable...

{a@) Quaity control unit.

(1) There shall be a quality control unit that has the
responsibility and authonty to:

(1) Approve or reject all procedures. specifications,
controls. tests and examinations. or dewviations from
them. that impact the punty, quahty and composition of
a dietary ingregient or dietary supplement; and

(i) Approve ar reject all raw matenals. packaging
matena!s labeling, and finished dietary products,
incluaing products mahufacturea. processed. packed. or
held uncer contract by another company, based on
adequate determination of conformance to established
specifications; and

(iliy Assure that completed production records are
reviewed as appropnate. Quality controf shall be
responsible for evaluation of errors committed in the
manufacture of a product and shzll have the final
authority to determine f the error may be corrected in
such manner that the product can be approved for
distribution or must be destroyed. Such evaiuations
and their resolution must be documented and
maintained with and/or cross referenced in the batch
production record.

(2) Adeaquate laboratory faciities sheuid be available. as
needed. to the quality control unit.

(3) The respansibiiities and procedures applicable to the

quality contrcl unit shall be established in wniting and
followed.

(b) Laboratory records.
Laboratory records snall be maintained and shall include
complete data gerived from all specified tests.

{c) Expiration dating.

(1) Whenever a dietary ingredient or dietary suppiement
bears an expiration date. such date shall be supported by
data and raticnale tc reasonably assure that the product

meets establisned scecifications at the expiration date.

Novemper 15, 1995
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{2) Apprcpriate accelerated stabiity studies or data from
similar proauct formulations may be used for an intial
determination of shelf life. Product shelf life shail be
confirmed and may be extended on the basis of real ime
studies on product stored under labeled storage conditions.

Production and Process Controls
(@) Master production and control records.

(1) To assure unifcrmity from batch to batch. a master
production and control record shall be prepared for the
manufacture of each dietary ingredient and dietary
supplement. and shall be reviewed ana approved by the
quality controt unit.

(2) Master production and control records shall inciude. as
appropnate: ' )

() A compiete list of raw matenals used In the )
manufactura of a dietary product. designated by names
or codes sufficiently specific to indicate ‘@ny special
gquaiity characternstic(s).

(i} An accurate statement of the weight or measure of
each raw matenal used in the manufacture of a dietary
product. £ach batch shall be formuiated with the intent
to provide not less than 100 percent of each claimed
dietary ingredient.

{iii) For dietary supplements, the name and weight or
measure of each dietary ingredient per unit or portion or
per unit of weight or measure of the supptement.

{iv) A statement conceming any calculated excess of
gietary ingredient contained in a dietary supplement.

(v) A statement of the tctal weignt or measure of any
dietary suppiement unit.

{vi) A statement cof theoretical weight or measure of a
dietary ingreaient or dietary supplement expected at the
conclusion of manufacture, inciuding the maximum and
minimum percentages of theoretical yield beyond which
investigation 1s required.

{(vii) A descripticn of the product container(s), closure(s),
and other packaging matenals. including positive
idenufication of all labehing used.

{vin) Manufaciuring ana control instructions, designed to
assure that the dietary product has the punty,

composition ang gquabty it 1s reoresentgd to possess.

Novemper 15. 1995
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(b) Batch production and control records.

(1) Individuai batch production and control records shall be
prepared and followed for each batch of dietary proguct
produced and shall include complete information relating to
the progucuon and control of each batch.

FOOD GMP

{2) These records shall be an accurate reproduction of the
appropnate master production and control record and shall
include documentation that each significant step in the
manufacture. processing, packing, or holding of the batch
was accomplished. including: ’

(i) Dates:

(i) Identity of individual major equipment and lines
used:

(1) Specific identification, inciud'rrig fot number. of each
raw matenal or in-process matenal used:

(iv) Welgnt or measure of each raw matenal used in the
course of processing;

(v) Quality controf resuits;

(vi) Inspection of the packaging and labeling area;

(vil) A statement of the actual yteld at the conclusion of
manufacture and a statement of the percentage of

theoreucal yieid, as appropnate:

(viit) Label control records, including specimens. copies
or recoras of all fabels used;

(ix) Descriotion of product contamners and closures
useq:

(x) Any special notes of investigations or deviaticns
from the descnbed process.

{3) Any cewviation from written, approved specifications,
standards. test procedures or other laboratory control
mecnanisms shall be recorded and justfied.

November 15, 1895
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(c) Hanaling and storage of raw materials. 1n-process
matenals and rework.

(1) Raw matenals. in-process matenals and rework shall
be inspected and segregated or otherwise handled as
necessary to ascertain that they are clean and suitable for
processing nto dietary products and shall be stored under
conaittons that wiil protect against adulteration and minimize
deterioration

Containers of raw materiais snould be inspected on receipt to
assure that their condition has not contributed to the
aduiteration or getenoration of the contents.

Liquia or dry raw matenals and other ingredients received
and stored in buik form shall be held in a manner that
protects against contamination.

§110.80 (a) Raw matenals and other ingredients.

(1) Raw materials and other ingredients shall be inspected
and seqregated or otherwise handlied as necessary to
ascertain that they are clean and suitable for processing into
food and shall be stored under conditions that will protect
against contamination and minimize deterioration.

...Containers and camers of raw matenals shouid be
inspected on receipt to ensure that their condition has not
contributed to the contamination or deterioration of food.

{7) Liquid or dry raw matenals and other ingredients
recetved and stored in buik form shall be held in a manner
that protects against contamination.

(2) Raw agncuitural matenals that contain soi or other
contaminants snall be wasned or cleaned as necessary.
Water usea for wasning, rirsing, or conveying raw agncultural
matenats snall ce safe ana of adequate santary quality.
Notwithstanaing the general requirement for potable water.
water may ce reused for washing, nnsing, or conveying raw
agnicultural matenals if it does not increase the ievel of
contaminaton of the such matenals.

7

(1)...Raw matenals shall be washed or cleaned as
necessary to remove soi or other contamination, Water
usea for wasning, rnnsing, or conveying food shail be safe
and of adequate sanitary qualty. Water may be reused for
wasning, rinsing, or conveying food if it does not increase
the tevel of contamnation of the food.

{3) Raw matenals, in-process matenais. and rework shall
be held in bulk, crin containers designed and constructed so
as to protect against aduiteration and shail be heid at such
temperature ana relative humidity and in such a manner as to
prevent a cietary ingredient or dietary supplement from
becoming aculterated within the meaning of the act. Matenal
scheauted for rework shall be dentified as such.

(5) Raw matenals, other ingredients, and rework shail be
held in buik, or in containers designed and constructed so as
to protect against contamination and shall be held at such
temperature and relative humidity and in such a manner as
to prevent the food from becoming adulterated within the
meaning of the act. Matenal scheduied for rework shall be
identified as such.

(4) Frozen raw matenals and cther ingredrents shall be
kept frozen If thawing 1s requirea prior to use. it shall be
done n a manner that prevents the raw matenais and other

ingreaients from pecoming adulterated within the meaning of

the act

(8) Frozen raw materials and othér ingredients shall b
kept frozen. If thawing is required pror to use, it shall be
done n a manner that prevents the raw matenals and other
ingredients from becoming adulterated within the meaning of
the act.

(5) Writen proceaures shall be established and followed
descriting the receipt. identification. examination, handling,
sampling. testing and approval or rejecton of raw matenails.

(6) Ezcn ¢t cf raw matenal shail be wgentified with a
distincive ict numbper ana shall be appropriatelty controtled

accorcing 1o its status (e g. quarantined. approved. rejected).

Novemper 15 1995
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(7) Raw matenal samples shall be examined and tested as

follows.

(1} Eacn lot of raw matenal. in-process matenal and
rework that 1s hable to adulteration with filth, insect
infestation or cther visually evident extraneous matenal
shall be examined against established specifications for
such aaulteration. and shall comply with any applicable
Food and Drug Administration regulations, and
guidelnes  In lieu of such exammnation by the
manufacturer, a guarantee or cerufication of
examnaton may be accepted from the supplier of a
component provided that the manufacturer establishes
the rehabiiity of the supplier's examination.

(4) Raw matenals. other ingredients, and rework
susceptible to contamination with pests, undesirable
muicroorganisms. or extraneous material shatl comply with
applicable Food and Drug Administration regulations,
guidelines. and defect acton fevels for natural or
unavoidable defects if a manufacturer wishes to use the
matenals in manufactunng food. Compliance with this
requirement may be verified by ady effective means,
including purchasing the matenais under a supplier's
guarantee or certification, or examination of these materials
for contamination.

(i) Each lot of a raw material that is liable to
microbiological contamination that 1s objectionable in
view of its intenced use shail be subjected to
microbiclogical tests before use. Raw matenals shall
either not contain levels of microcrganisms that may
produce fooa poisoning or other cisease in humans. or
they snall be otherwise treated aurning manufactunng
operations so that they no longer contain levels that
wauld cause the product to be adulterated within the
meaning of the act. In lieu of sucn teésting by the
manufacturer. a guarantee or certification of analysis
may be accepted from the supplier of a component
provided that the manufacturer establishes the reliability
of the supplier's analyses.

(2) Raw matenals and other ingredients shall either not
contain levels of microorganisms 'that may produce food
poiscning or other disease in humans, or they shall be
pasteunzed or otherwise treated during manufacturing
operations so that they no longer contain levels that would
cause the proguct to be adulterated within the meaning of
the act. Compiiance with this requirement may be venfied
by any effective means, including purchasing raw materiais
and other ingredients under a supplier's guarantee or
certification.

() Raw matenals and other ingredients susceptibie to
adulteration with aflatoxin or other natural toxins shail
comply with current Food and Drug Administration
regulations. guidelines, and acuon leveis for poisonous
or deleterious supstances before these matenals or
ingreaients are incerporated into a finished dietary
ingrearent cr gietary supplement. Compliance with this
reguirement may be acccmptishea oy analyzing these
matenals and ingredients for aflatoxins and other
natural toxins or, 1n heu of sucn testing by the
manufacturer a guarantee or certfication of analysis
may te accapted from the suppuer of a component
proviged that the manufacturer estanlishes the reliability
of the supplier's analyses

(3) Raw matenals and other ingredients susceptible to
contamination with aflatoxin or othér natural toxins shail
comply with current Food and Drug Administration
regulations, guidelines. and action leveis for poisonous or
deletenous substances before these materials or ingredients
are incorporated into finished food, Compliance with this
requirement may be accomplished by purchasing raw
matenals and other ingredients under a supplier's guarantee
or certification, or may be venfied by analyzing these
matenals and ingredients for aflatoxins and other natural
toxins.

{iv) Each !ot of raw matenal shall undergo at least one
test by the manufacturer to venfy its identity. Such tests
may inciude any appropriate test with sufficient
specificity to determine identity, including chemical and
laporatcry tests. gross organoleptic analysis,
microscooie centification or analysis of constituent
markers,

Novemger 15 19895
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{v) Each lot cf raw matenal shal] be tested for
conformity with all other established specifications. In
heu of such testing by the manufacturer, a guarantee or
centtification of analysis may be accepted from the
supplier of a compaonent provided that the manufacturer
establishes the reliability of the supplier's analyses.

'FOOD GMP

(8) Approved raw maternals shall be rotated so that the
oldest approved stock is used first. Dewviation from this
requirement is permitted If such dewviation 1s temporary and
appropnate.

(S) Raw maternials shall be retested or reexammned and
approved or rejected by the quality control after a specified
time in storage or after exposure to air, heat, or other
conditions that are likely to adversely affect the punty, quality
or composition of the raw matenai.

(10) Rejected raw matenals. shail be identified and
contrclled unaer a system that prevents their use in
manufaciuring or processing operations for which they are
unsunable.

November 15. 1995
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(d) Manufactunng operations.

{1} All operations in the receiving, inspecting, transporting,
segregating, preparing, manufacturing, packaging, and

stonng of dietary products shall be conducted in accordance

with ageguate sanitation pnnciples.

(2) All reasonable precautions shall be taken to assure
that production procedures do not contribute aduiteration
from any source. Chemucal, microbial, or extraneous-materiai
testing procedures shall be used where necessary to identify
sanitation failures or possible product aduiteration.

(3) All proguct that has become centaminated to the extent
that it 1s aduiterated within the mearing of the act shall be

rejected, or if permissible, treated or processed o eliminate

the contamination.

§110.80 Processes and controls

All operations in the receiving, Inspecting, transporting,
segregating, preparing, manufacturing, packaging, and
stonng of food shail be conducted in accordance with
adequate sanitation principles...

...All reasonable precautions shall be taken to ensure that
production procedures do not contribute contamination from
any source. Chemical, microbial, ‘o extraneous-material
testing procedures shall be used where necessary to identify

sanitation failures or possible food contamination.

All focd that has become contammated to the extent that it is
aduiterated within the meaning of the act shail be re;ected

orif nnrmcee:bln treated or nrnm::enri to eliminate the

contamination.

(4) All product manufactunng, including packaging and
storage. shail be conducted under such conaitions and
controls as are necessary to minimize the potential for the
growth of microorganisms, ‘or for the aqulteration of raw
matenais. in-process materials and finished product.

§110.80(b) Manufacturing operations.

...(2) All food manufactunng, including packaging and
storage, shall be conducted under such conditions and
controls as are necessary to minimize the potential for the

growth of mlcroorgamsms or for the contammatnon of food

One way to comply with thls requzrement is careful
monitoring of physical factors such as time, temperature,
humidity, a., pH, pressure, flow rate. and manufacturing
operations such as freezing, dehydration, heat processing,
acidification, and refrigeration to énsure that mechanical
breakdowns, time delays, temperature fluctuations, and other
factors do not contribute to the decomposmon or
contamination of food.

(3) Food that can support the raptd growth of undesirable
micro-organisms, particularly those of public heaith
significance. shall be held in a manner that prevents the food
from becoming aduitersted within the meaning of the act.
Comptliance with this requirement may be accomplished by
any effective means, including:

(i) Maintaining refrgerated foods at 45°F (7 2°C) or below
as appropnate for the particular food involved.

(i) Maintaining frozen foods in a frozen state.
(i) Mamntaining hot foods at 140°F (680°C) or above.
(iv) Heat treating acid or acxdlﬁec foods to destroy

mesophilic micro-organisms when those foods are to be held
in hermetically sealed containers at ambient temperatures.

November 15, 1995
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(5) Measures such as stenlizing, wradiating, pasteunzing,
freezing, refngeratung, controlling pH or controlling water
activity (a,) that are taken to destroy or prevent the growth of
undesirable microorganisms, panicularly those of public
heaith significance. shall be adequate under the conditions of
manufacture, hanaiing, and distribution to prevent dietary
products frem being adulterated within the meaning of the
act. -

(4) Measures such as sterilizing, irradiating, pasteurizing,
freezing, refrigerating, controlling pH or controliing a, that are
taken to destroy or prevent the grdwth of undesirable
microorgamsms, particularly those of public heaith
significance. shall be adequate under the conditions of
manufacture. handling, and distribution to prevent food from
being adulterated within the meaning of the act.

(6) Work-in-process shall be handled in a manner that
protects against aculteration.

(5) Work-in-process shall be handled in a manner that
protects against contamination.

(7) Effective measures shall be taken to protect finished
dietary ingredients and dietary supplements from adulteration
by raw matenals. in-orocess matenals or refuse. When raw
matenals. in-process matenals or refuse are unprotected.
they shall not be handled simultaneously 11 a recewing,
loading, or shipping area if that handling could result in
aduiterated dietary products. Dietary ingredients and dietary
supplements transported by conveyor shall be protected
against adulteration as necessary. )

(6) Effective measures shall be taken to protect finished
food from contamination by raw materials, other ingredients,
or refuse. When raw materials, other ingredients, or refuse
are unprotected. they shail not be handled simuitaneously in
a recelving, loading, or shipping area if that handling could
resuit in contaminated food. Food transported by conveyor
shall be protected against contamihation as necessary.

(8) All raw matenal comtainers, compounding and storage
containers, processing lines and major equipment used
dunng the production of a batch shall be properly identified at
all times to inaicate their contents and when necessary, the
phase of processing of the batch.

(9) Effective measures shall be taken as necessary to
protect against the inciusion of metal or other extraneous
matenal in proauct Compliance with this requirement may
be accompiished by using sieves. traps, magnets. electronic
metal detecteors. cr other suitable effective means.

...(8) Effective measures shall be taken to protect against the
inclusion of metal or other extraneous material in food.
Compiliance with this requirement may be accomplished by
using sieves, traps, magnets. electronic metal detectors, or
other suitable effective means.

{10) Oietary procucts. raw matenals. and in-process
materials that are rejected or adulterated within the meaning
of the act snall be :centfied, stored and disposed of in a
manner that protects agamst the adulteration of other
proaucts.

(9) Food, raw matenals, and other ingredients that are
aduiterated within the meaning of the act shall be disposed
of in a manner that protects against the contamination of
other food...

(11) Written prccedures shall be established and followed
that describe apprconiate tests, and/or examinations to be
conducted that may be necessary to assure the punty,
composition and cualty of the finished product.

(12) Wntten proceaures shall be established and followed
prescnbing the method for reprocessing tatches or
operational sian-up matenals that do not conform to finished
goods standaras cr specifications. Fimshed goods '
manufacturea using such materials shall meet ail establishea
punty, cempesition and guality standards.

(9)...If the aduilterated food 1s capable of being
reconditionea, 1t shall be reconditioned using a method that
has been proven to be effective or it shail be reexamined
and found not to be adulterated within the meaning of the
act before being incorporated into other food.

November 15. 1885
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{13) Mechanical manufactunng steps such as cutting,
sorting, inspecting, shredding, drying, grinding, blending and
sifting shall be performed so as to protect dietary ingredients
and dietary supplements against adulteration. Compliance
with this requirement may be accomplished by providing
adequate physical protection of dietary products from contact
with adulterants. Protection may be provided by adequate
cleaning and sanitizing of all processing equipment between
each manufactunng step.

(10) Mechanical manufacturing steps such as washing,
peeling, tnmming, cutting, sorting and inspecting, mashing,
dewatenng, cooling, shredding, extrudxng, drying, whipping,
defatting, and forming shall be performed so as to protect
food against contamination. Compllance with this
requirement may be accomplished by providing adequate
physical protection of food from contaminants that may drip,
drain, or be drawn into the food. Protection may be provided
by adeguate cleaning and sanitizing of all food-contact
surfaces. and by using time and temperature controis at and
between each manufacturing step

(14) Heat blanching, when required in the preparation of a
dietary product, should be effected by heating the product to
the required temperature, holding it at this temperature for the
required time, and then either rapidly cooling the matenal or
passing it to subsequent manufactunng without delay.
Thermophitic growth and contamination in blanchers should
be mimmized by the use of adequate -operating temperatures
and by pernodic cleaning. Where the blanched product 1s
washed prior to filling, potable water shall be used.

(11) Heat blanching, when requxred in the preparat:on of
food, should be effected by heating the food to the required
temperature, holding it at this temperature for the required
time, and then either rapidly cooling the food or passing it to
subsequent manufacturing without delay. Thermophilic
growth and contamination in blanchers should be minimized
by the use of adequate operating temperatures and by
periodic cleaning. Where the blanched food is washed prior
to filling, water used shall be safe and of adequate sanitary
quality.

(12) Batters. breading, sauces. gravies dressings, and othe
similar preparations shall be treated or maintained in such a
manner that they are protected against contamination.
Compliance with this requirement may be accomplished by
any effective means, including onie or more of the following:

(i) Using ingredients free of contamination.

(i) Employing adequate heat processes where applicable.
(i} Using adequate time and temperature controls.

(iv) Providing adequate physical protection of compenents
from contaminants that may dnp, drain. or be drawn to them
(v) Cooling to an adequate temperature during

manufactunng.

(vi) Disposing of batters at appropnate intervals to protect
agamst the growth of mxcroorgamsms

November 15, 1995
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(18) Intermediate or dehydrated dietary products that rely

SR LRAETy prYLLS

on the contro! of water actmty (a.) for preventing the growth
of undesirable microorganisms shall be processed to and
maintained at a safe moisture level. Compliance with this
requirement may be accomplished by any effective means,
including employment of one or more of the following
practices:

4

(i) Monitoring the water activity (a,) of the maﬁerial.

(1) Controlling the soluble solids-water ratio in finished
proguct. .

(i) Protecting finished product from moisture pickup, by

use of a moisture bamer or by other means, so that the
water activity (a,) of the product does not increase to an

unsafe !evel

(14 \ f:hr\d ciirh ae hirt not fimited to

Uis Ul ould &9, OUl DL wiiel G, uty IHIXES, ﬂUIS,
intermeduate morsture food, and dehydrated food, that relies
on the control of a_ for preventing the growth of undesirable
microorganisms shall be processed to and maintained at a
safe moisture level. Compliance’ with this requirement may
be accomplished by any effective means, including
employment of one or more of the following practices:

(i) Monitoring the a, of food.
(ii) Controlling the soluble solids-water ratio in finished food
(ifi) Protecting finished food from moisture pickup, by use o

a moisture barrier or by other méans, so that the a, of the
food does not increase to an unsafe level.

(16) Dietary ingredients and dietary supplements that rely
pnncically on the control of pH for preventing the growth of
undesiraole microorganisms shall be monttored and
maintained at an appropnate pH. Compliance with this
requirement may be accomplished by any effective means,
including employment of one or more of the following
practices:

(i} Monitoring the pH of raw matenals, in process
maternal, and finished product. )

(i) Controtling the amount of acid added to the product.

(15) Food such as, but not limited to, acid and acidified
food. that relies principally on the' controf of pH for preventing
the growth of undesirable microorganisms shall be monitored
and maintained at a pH of 4.6 or below. Compliance with
this requirement may be accomplished by any effective
means, including employment of one or more of the foilowing
practices:

(i) Monitoring the pH of raw materials, food in process, and
finished food.

(i} controlling the amount of ac1d or acidified food added to
low-acid food.

(17) Wnhen ice s used in contact with dietary products, 1t
shall be made from potable water, and shall be used only if it
has been manufactured in accordance with current good
manufacturing practice as outlined in 21 CFR Part 110.

(16) When ice is used in contact with food, it shall be made
from water that is safe and of adequate sanitary quality, and
shall be used oniy if it has been manufactured in accordance
with current good manufacturing practice as outlined in this
part.

(17) Focd manufacturing areas and equipment used for
manufacturing human food should not be used to
manufacture nonhuman food grade animal food or inedible
products. unless there is no reasonable possibility for the

contamination of the human food.

Novemper 15. 1935
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{e) Packaging ana labeling operations.

(1) Filling, assembling, packaging, and other operations
shall be performed in such a way that dietary products are
protected against adulteration. Compliance with this

requirement may be accompiished by any effective means,
including:

(i) Adequate cleaning and sanitizing of all filling and
packaging eguipment. utensils and product containers,
as appropnate.

(i) Using matenals for product containers and
packaging matenals that are safe and suitable.

(ni) Providing pnysical protection from adulteration.
particutarly airborne contamination

{iv) Using samitary handling procedures.

(13) Filling, assembling, packaging, and other operations
shall be performed in such a way that the food is protected
against contamination. Compliance ‘with this requirement”
may be accomplished by any effective means, including:

(i) Use of a quality controt operation in which the critical

control peints are identified and controfled during
manufactunng.

(i) Adequate cleaning and sanitizing of all food-contact
surfaces and food containers.

- (iti) Using matenals for food containers and food-packaging
materials that are safe and suitable, as defined in §130.3(d)
of this chapter.

(iv) Prowviding physical protection from contamination,
parucularly airbome contamination.

(v) Using sanitary handling procedures.

(2) Written prccedures shall be established and followed
descnbing in sufficient detail the control procedures employed
for the rece:pt, storage, handling, sampling, examination,
and/or testing that may be necessary to assure the identity of
labeting and the appropriate identity, cleanliness and quaiity
charactenstics of packaging materials for dietary products.

(3) For dietary supplements, labels and other labeling
matenals for each different product type. strength, or guantity
of contents shall be stored separately with suitable
identification

(4) Obsolete lzbels. labeling, and other packaging
matenals for aietary products shall be destroyed.

(8) Wntten procegures shall be established and followed to
assure that correct labels, labeling, and packaging matenais
are 1ssued and used for dietary products.

(6) Dietary ingrecient and dietary supplement packages
shall be 1dentified with a lot number that permits
determination of the lustory of the manufacture and contro! of
the batch

{7) Packaged and labeled dietary supptements shall be
examineg tc provide assurance that ccntainers and packages
n the lot have the correct label and Ict number. Products not
meeting scecificatcns snall be rejected ty the quality control
unit.

Novemper 15 1885

Page 24 of 27



“y

e 4 “?.
1 H
zn J{:\ .,ll‘ i

i

PROPOSED SUPPLEMENT GMP

FOOD GMP

Warehousing, Distribution and Post-Distribufion
Procedures

(a) Storage and aistnbution.

(1) Sterage and transportation of finished product shall be
under conaitions that wil protect product against physical,
chemical. ana micrceoial adulteration as well as against
detenoration of the proauct and the contaner.

§110.93 Warehousing and distribution.

Storage and transportation of finished food shall be under
conditions that will protect food against physical, chemicai,
and microbial contamination as well as against deterioration
of the food and the container.

(2) Adequate distribution recerds shall be maintained and
retained by the manufaciurer at least one year beyond
expected product srelf Life, whereby an effective product
recatl can be achievea snhould one beccme necessary.

(b} Reserve samples An appropriately identified reserve
sample that is representative of each batch of a dietary
product should be retained and stored under conditions
consistent with the croduct labeling until at'léast one year
after the exoiration cate or if no exprration date is identified
on the procuct, for at ieast three years after the date of
manufacture The reserve sample shouid be stored in the
same immeciate conainer-closure system in which the
finished product is marketed or in one that provides similar
protecticn. The reserve sample shall consist of at least twice
the quantity necessary to perform ail the required tests.

(c) Recoras retention

(1) Any laboratory production, control or distribution record
specifically associziec with a bateh of product shall be
retained for at least one year after the expiration date of the
batch, or if no expiration date 1s 1dentified on the preduct, for
at least three years zfter the date of manufacture.

{2) Raw matenal rzcords shall be mamntained for at least
one year afier the exnration date of the last batch of product
incorperaung the rav matenal. orif no expiration date 1s
identified cr the procuct for at least three years after the
date of manufacture =f the finished product. o

Novemcer 15 1895
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{d) Compiaint files.

(1) Written procedures descrnibing the handling of all
written anda oral compiaints regarding a dietary product shall
be established and followed. Such procedures shall include
provisions for review oy the quality control unit of any
complaint involving the possible failure of a product to meet
any of its specificatons and, for such products, a
determination as to the need for an investigation.

{2) A wntten record of each complaint shall be maintained,
untif at least 1 year after the expiration date of the product, or
1 year after the date that the complaint was recetved
whichever is longer.

(3) The wntten reccora shatl include, where known: the
name and descnption of the product, iot number, name of
comptamant. nature of complaint, and reply to complainant, if
any.

(4) Where an investgation 1s conducted, the wntten record,
shall include the findings cf the invesugation and foliow-uo
action taken.

(e) Retumed products. Returned dietary products shall be
identified as such ana held. If the conditions under which
returnea dietary products have been held, stored. or shipped
before or during thewr return, or if the condition of the product,
its container. carton cr labeling as a result of storage or
shipping, casts doubt on the punty, composition or guality of
the product. the returnec product shall be destroyed uniess
examination. testing or other invesugations prove the product
meets appropnate stancards of purity, composition and
quality A product may ce reprocessed provided the
subsequent proguct mee!s appropriate specifications.
Records pertaining to returned products that are
subseguently reprocessea ana/or redistributed shall be
maintainea and shatl inciude the name and descrption of the
proauct. lot numper -sascon for the retumn, quantity retumed.
date of disposition. and ultimate disposition of the returmed
product

() Product salvaging Cietary procucts that have been
subjected to imprccer sicrage conditions mciudmg extremes
in temperature, humicity smoke. fumes, pressure. age, or
radiation due 10 natural disasters, fires, accidents. or
equipment failures sratl nct be salvaged and retumed to the
marketptace Whenever there (s @ question whether products
have been subjected 0 sucn conditions, salvaging operations
may be conducted criy if there is (a) evidence from
laboratory tests that the orogucts meet all applicable
standaras of punty <uanty and composition, and (b) evidence
from inspecuc, of the premises that the products and their
associated packaging were not subjected to improper storage
conaitions as a resuit of "2 disaster or accident, Records
including name. lot numrcer and disposition shall be

mamntained for progucis subject to this section.
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(g) Defect Action Levers.

(1) Some dietary ingredients and dietary supplements,
even when producec under current good manufacturing
practice, contain natural or unavoidable defects that at low
levels are not hazarcous te health. The Food and Drug
Administration establiishes maximum levels for these defects
in dietary products produced under current good
manufacturing practice and uses these levels in deciding
whether to recommend reguiatory action.

Subpart G-Defect Acﬂon Levels

§110.110 Natural or unavoidable defects in food for
human use that present no health hazard.

(a) Some foods, even when produced under current good
manufactunng practice, contain natural or unavoidable
defects that at low levels are not hazardous to heaith. The
Food and Drug Administration establishes maximum levels
for these defects in foods produced under current good
manufacturing practice and uses these levels in deciding
whether to recommend regulatory _action.

(2) Defect action tevels are established for dietary products
whenever it is necessary and feasible to do so. These levels
are subject to change upon the development of new
technoiogy or the availability of new information.

(b) Defect action levels are established for foods whenever
it is necessary and feasible to do so. These levels are
subject to change upon the development of new technology
or the availability of new information.

(3) Compliance with defect action levels does not excuse
violation of the requirement in section 402(a)(4) of the act
that dietary products not be prepared. packed, or held under
unsanitary conditions or the requirements In this part that
dietary product manufacturers, distributors, and hoiders shall
observe current gooc manufactunng practice. Evidence
indicating that such a violation exists causes a dietary
product to be aduiterated within the meaning of the act, even
though the amounts of natural or unavoidable defects are
lower than the currently established defect action levels. The
manufacturer, distnibuter. and holder of a dietary product shall
at all times utilize cuality control operations that reduce
natural or unavoidable defects to the lowest level currently
feasible.

{c) Compliance with defect action levels does not excuse
violation of the requirement in section 402(a)(4) of the act
that food not be prepared. packed, or held under unsanitary
conaitions or the requirements in this part that food
manufacturers, distributors, and holders shail observe current
good manufacturing practice. Evidence indicating that such
a violation exsts causes the food fo be adulterated within the
meaning cof the act, even though the amounts of natural or
unavoidable defects are lower than the currently established
defect action tevels. The manufacturer, distributor, and
holder of food shall at ail times utilize quality control
operations that reduce natural or unavoidable defects to the
lowest level currently feasible.

{(4) The mixing of a dietary ingredient or dietary
supplement containing cefects above the current defect
action level with anotner ict of dietary ingredient or dietary
suppiement 1s not cermited and renders the final product
adulterated within the meaning cf the act, regardless of the
defect leve!l of the firal proquct.

(d) The mixing of a food containing defects above the
current defect action fevel with another lot of food is not
permitted and renders the final food adutterated wuthm the.
meaning of the act. regardiess of the defect levei of the final
food.

(5) A compilation cf the current defect action levels for
natural or unavoidable cefects in dietary products that
present no heaith razard may be obtamned upon request from
the Industry Programs B8ranch (HFF-328), Center for Food
Safety and Aoplied Nutntion Food and Drug Administration,

200 C st. SW, Washingten DC 20204,

(e) A compiation of the current defect action levels for
naturat or unavoidable defects in food for human use that
present no health hazard may be obtamed upon request
from the Industry Programs Branch (HFF-326), Center for
Food Safety and Applied Nutrition, Food and Drug
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Administration. 200 C St. SW., Washington, DC 20204.
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