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Council ‘for Responsible Nuirition 
1300 19th Street, N.‘d, Suite 340 1 
Washington. DC 20036-1609 
i202) 372.Id88 
Telefax !302! 372.0594 ,- ~ 

November 21, 1995 ’ 

TO: Elisa Bernstein, FDA 

FROM: Annette Dickinson 

SUBJECT: Discussion Draft of GMP’s 

Attached please find several copies of the Discussion Draft of the .G&IP’s we 
would like to present to FDA officials at our meeting scheduled for 
November 30 at 2:O.O p.m. at 200 C Street, S.W. Per ‘your instructions, I am 
also sending 6 or 8 copies to Fred Shank’s,offrce. 

The package includes a table of contentq’a statement of purpose, 2nd 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 
clear where we are fully incorporating ‘the food GMP and where we are 
inc$porating additional requirements which our members consider essential 
to :tk?e manufacture of safe and properly libeled diet&y&pplementk 

xc2 
Thik discussion draft is being submitted on behalf of ,the ,Coun& for, 
Reaonsible Nutritipn. the Nonprescription Drug L&f’anufacturers A&ociation, 
the. National Nutritional Foods Association, the American Herbal’ Products 
As&ciation, and the Utah Natural Products Alliance, 

O$:intent is to further evaluate the document following our discussion 
me&ting, make any’ further amendments ‘we beiieve‘ may be warranted, and 
theFsubmit it to the agency formally as a’citizen Petition 

Ar Association of the Nutritional Supplements, Ingredients, and other Nutrltlonal Products Industry 
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* STATEMENT OF PURPOS&’ 

This docume,nt describes Good Manufa+u.ng Practices to be followed 

in the manufacturing and control operations for dietary supplements and 

dietary ingredients. The objective of these Good AJanufacturmg Practices is 

to assure that consumers are provided ti:th safe dietary supplement products 

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 supplement is represented to meet, 

The Food, Drug and Cosmetic &t defines, dietary supplements in 

Section ZOl(ffl. Dietary supplements include a broad spectrum of product ,. _,, ,,. 

forms and a broad spectrum of dietary ingredients. Dietary ingredients may 

include vitamins; minerals; herbs or other botanica&; amino acids; other 

dietary substances used to supplement the diet; and concentrates, 

metabolites, constituents, extracts, or combinations of these. Product” fo,rms 

include tablets, capsules, softgels, gelcaps, liquids, and other forms 

including--under some conditions--conventional food, forms. TE,lese Good 

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 physical form of conventional ,food 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, ManufacturinP Practices are modeled after Food _ -, .‘_..- 

manufacturinP practices for foods. Provisions have been adopted. modified, / I 

or expanded as appropriate, considering the special requirements applicable __ 

to the manufacture of dietary supplements and dietary ingredients There is 

no desire or intent to impose on dietary supplements the type of 

documentation and validation currently required in the manufacture of 

pharmaceutical products, where it would be inappropriate or unnecessary to 

ensure safe and unadulterated products Dietary supplements are classified 
I 

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

similar to those generally applicable to other foods. 
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Iefinitions 

The definrtrons and interpretations of terms In sectron JOI Of 1. ,_ _ 
ie Federal Fopd. Drug, and Cosmetrc Act (the act) are 

Ipplrcable to such terrrs when used in this part. The foilowlng 
lefinrttons shall also apply: 

. . ,._ , d_“, .I_ : “, ,I ,,.” .,,,, “” .: *,A:,‘ 

a) “Adequate” means that which is,nee;ded to accomplish the I .) xI *_ . ,, 
?tended purpose in keepmg with good public health praCtlC&. 

-c ,,a,,_ _((le e*’ %h.,” *;  ,  *d, ,  I,,~ “;” .,.a,5 . ,  

b) “Batch or Lo? means a specific quantrty of a finrshed 
)roduct or other matenal that ,is intended to have untform /? ,,,*,e; , *,._, ,.a 1 “i -A ..” >_&m ?$h.e~~*.c-r”” ,. m: ,. 
:haracter and quality, within specified limtts. and is produced 
Pccordtng to a single manufacturing order during the same 
:ycle of manufacture. 

. _,, ., .,- i. .i, --f& ‘“.‘_ 1,.._ ,x3:, ,_ijl I il”& ,cr.>a 

,. 
jz) “Blanchv?g” means a prepackagmg heat treatment of a 
dietary product for a sufficient time and at a suffjcient ,,W( s_ I . . . L>. -‘* ^^~_ .*ur-,x> 
:emperature to partrally or completely inacttvate the natura&‘*” 
Xcurnng enzymes and to effect other physrtil or bto- 
zhemtcal changes tn the product. 

I ,. “,,“,, ,.. ,, * _ /.II * ..“(,-* ,,,” ,l<,*‘i is.>- ‘a / 
(d) “CornposItion” means, as appropnate: 

(I) the rdenrrty of a dtetary Ingredient or dietary 
suoplement. and 

(2) the concentratton of’a dietary lngredlent (e.g., weight or 
other untt of useiwetght or volume), or the potency or XiiVit) 

of one or more dietary ingredients. as indicated by 
appropnate procedures. 

” 0, ; . ,__ _,,_ ,. , “._ I. ‘:- >,. <,i< >>” .%. 

. _/,- ,. i..* SC.,,, . .” ,,*.,: is. ,& ,,+,, ; 

(e) “Dietary u?gfed,enP’ means an ingredient Intended for use 
or used in a aretary supplement that IS: 

(1) a vltamrn 
(2) a mv7erat. 

(3) an nerb or other botanrcal. 
(4) an ammo acrd. 
(5) a dtetaty substance for use by man to supplement the 

dret by increasing the total dietary intake. or 
(6) a concentrate, metabolite. constituent. extract. or 

combmatron of any of the foregomg ingredrents. ., ,_, ? ,.1 “i I” ” ,_ -2 :, I , 2 -y “̂  
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9110.3 Definitiogs _ I 

I 
The definitions and jn?erpretatlons of terms in section 201 

of the Federal Food, Drug, and Cosmetic Act (the act) are 
[ 
’ 

appltcable to such terms when used in this part. The 7, ._ 
followtng definitions shall aiso apply: 

,) “-;I - .,, ./“,.. ,, _ ,“+ .“-.1)w-_ -4 bi.,,,.,r. j ~-_ ‘,>‘,,t,,‘̂  ~., ‘_ 
(a) Acid foods oracrdified foods means foods that have an 

equrlibnum pi-i of 4.6 or bejow. L , _ 
. . . _ ./,. -. .:; il- .- ; .<x. ,a. . . _, a:,., .J.I “,,&i .%.I _. : ,:, r! 

(b) Adequate means that which is.needed to accomplish 
the Intended purpose In keeping with good public health 
practice. 

>. I/ ,.,I ~ )(<. ” ,.- 

(c) &tier means a sem$uid substance, e” “p_.-<.,, usually composed 
of flour and other ingredients. into which principal 
components of food ares dipped or tilth which they are 
coated. or which may be used directly to form bakery foods. 

. . ) , ,, . *.\.iu.i”̂ li” ‘“i ,. (_ 1/J /. ‘k-n.- I .->,.a- --a., .I> _le*.,l “. n&“.*i , ,, 5: z_ 
(d) Bfanchmg, except for tree nuts and peanuts, means a 

prepackaging heat treatment of foodstuffs for a SUffiCient .^ _x- ._ ̂ . I. ..I _“,___,I _ ,,l_l( _ 
time and at a sufficient Jgmperature, to partially or complete@ 
inacttvate the naturally occumng enzymes and to effect other <“*, . “.” _., 
physical or bio-chernrcat. changes in the food. “, _^ ._... ^ __“l.l_~ ,* ._ . , jlri. j .,” s_ ‘, _ L., ; I ,, , _: 

‘, .  x  ‘1.1, -‘-*y‘-1,,“.*,.ue ; . .  ,  _, we-*>, “_ ,.,“~)-.“,.“~,. _~ 

(e) Cn’tical con@/ pomt means a potnt in a food process 
where there 1s a high probabriity that Improper control may 
cause. allow, or contribute to a hatard or to filth in the final 
food or decomposition of the final food. _I I_. ..I._._ I”/ 1 ;. .// ,,<i; ‘ , _ ,,‘, ,-\*, ,. -, : 
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(f) “Dietary pfoducl’ means either a dietary ingredient or 
dietary supplement as defined tn this part. ., *_ ” .I .,_ .,‘ 1 I. ,, ,;, .1 r” . . ,,,. 

(g) “Dietary supplemenl means dietary supplement as 
defined In sectlon 201 (if) of,the act. ‘_.,_” _,,l,_.. _,. r -.. ,~ .._. ,,.‘ 

,,,, ,,._ ~,, ._ .,.,. ,, 

{h) “In-process material’ means any mater& fabricated. ” 
compounded, blended, ground, extracted, sifted, stenlized, 
denved by chemrcal reactlon or processed in any other way 
that is proauced for, and used in, the preparatron of a dietary 
product. _./ _._.” , ,, ,._. ̂  

(i) “LOP’ means “batch” as defined in this pan 

(j) “Lot number” means any distinctive combination .of let&-s. 
numbers, or symbols, or any combination of them from which 
the complete history of the manufacture, prdc&ssrng, packing, 
holding, and distribution of a batch or ioi of “5’f%hed~dietai 
ingredient, dietary supplement or other matenal can be 
detemrtned. 

(k) “Manuiacture” or “manufacturing’ includes all operations 
associated with the production ‘of dietary products, ‘lnciuding 
packaging and labeling operations, testing, and quality control 
Of a dietary ingredient or dietary supplement. -1 ,. 

(I) “Mic~~organ~~W means yeasts, molds, bacteria. and 
vtruses and includes. but is not limited to, species havmg 
puolic health srgnrficance. The term “undestrable 
mlcroorganMns” includes those mlcroorganlsms that are of 
publtc health signrficance. thai ‘subject $oietiry pro’diici” to ^ ’ ,, .l_.^ ._ ..,,. - A, .“,“, I”. l_. _. _ I 
decomposition. that iridic&‘ih%a dietary Ingredient or -~ ’ 
dietary supplement IS contammated wrth filth, or that 
otherwise may cause a dietary product to be adulterated 
within the meaning of the act. Occasionally in these 
regulations. the adjective “microbial” i‘s used’msteacf of an 
adiectrval ohrase containma the word microoraanrsm. 

(m) “PesY refers to any objectronable animals or Insects 
inctudinq, but not iimrted to, bird, rodents, flies, and larvae. 

{n) “Plant” means the bullding or facility or parts :hereof. used 
for or rn connectron with the manufacturing. backaging, 
labeling, or holdtng of a dietary product. 

(0) “QuaMy control operat/on” means ‘a planned and 
systematic procedure for taktng all actions necessary to 
prevent a dietary product from bemg adulterated within the 
meaning of the act. ,(. / 

(f) Food means food as defined in section 201(t) of the act 
and tnciudes raw matenals and ingredients. _ .^ “, ” ,_ . . I “. * 

(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 normal course pf operations. “Food- 
contact surfaces” includes utensils and food-contact surfaces 
of equrpment. 

‘, 

(h) Lot means the food produced during a period of time 
indicated by a spectfic code. . . 

(i) Microorganisms means yeasts, molds, bacteria, and 
viruses and includes. but is not iimtted to, species having 
pubiic health signtficance. The term “undesirable 
mtcroorganlsms” includes those microorganisms that are of 
public heaith significance, that subject food to 
decomposition. that indicate that food is contaminated with 
filth, or that otherwise may cause food to be adulterated 
within the meanmg of the act. Occasronally in these 
regulattons. FDA used the aalective “microbial” instead of 
using an adjectival phrase containing the word 
microorganrsm. 

(j) Pest refers to any objectlonab\e animals or insects 
including, but not limited to. bird, rodents. flies, and larvae. 

(k) Plant means the burlding or facility or parts thereof, 
used for or In connectron with the~manufacturing, packaging, 
labeling, or holding of human food,. 

(I) Qualrfy control operatron means a planned and 
systematrc procedure for taking all actrons necessary to 

prevent food from being adulterated within the meaning of 
the act. 
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(q) “Raw man?enal’ means any Ingredient intended for use in 
the manufacture of a dietary ingredient or dietary supplement. 

(r) “Represenlafive sample” means a sample 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 

(s) “RewolX’ means clean, unadulterated material that has (m) ReworK means clean, unadulterated food that has been 
been removed from processing for reasons other than removed from processing for reasons other than insanitary 
insanrtary conditions or that has been successfuily conditions or that has been,,successfully reconditioned by 
reconditioned by reprocessmg and that is surtable.for use in reprocessing and that IS suitable for use as food. 
the manufacture of a dietary product. I 

(n) Safe-moaturn. level is a level of morsture low enough to 
prevent the growth of undesrrable mlcroorganrsms in the 
finished product under the Intended conditions of 
manufacturing, storage, and distribution. The maximum safe 
morsture level for a food is based on Its water activity (a). 
An a, will be consrdered safe for food if adequate data are 
avariable that demonstrate that the food at or below the 
given a, WIII not support growth of undesirable 
microoraantsms. 

(t) “Sanltze” means to adequately treat equipment, (0) San/bze means to adequately treat food-contact 
COntalnerS or utenstis by a process that is effective In surfaces by a process that is effective rn destroying 
destroying vegetative cells of mrcroorganrsms‘ of public health / 

dversely affecting adversely affecting 

“Should’ is used to state recommehded- or aavisory 

November 15, 1995 Page 3 of 27 
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Personnel 

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

(a) Disease contrd. Any person who, by medrcal 
examination or supecv~sory observation, is shown to have, or 
appears to have. an iilness. open leston, including boils. 
sores. or Infected wounds. or any other abnormai source of 
mrcrobtal contamination by which there is a reasonable 
possrbtlity of an m-process or finished dietary product 
becomrng adulterated. or processmg equrpment. utensils or 
packaglng marenals becomtng contamtnated, shall be 
excluded from any operations which may be expected to 
result In such adulteration or contammatlon until the conditiqn 
IS corrected. Personnel shall be instructed to report such 
health conditions to thetr supervrsors. 

(b) Cleanliness. All persons working Indirect contact wtth 
raw matenals. m-process or finished dietary products, 
processrng equtpment. utenstis or packagrng matenals shall 
conform-to hygrenrc practices while on duty to the extent 
necessary to protect agarnst adulteration or contamtnation of 
such materials. The methods for mamtainrng cleanliness 
inciude. but are not limited to: 

,.” _, z-, . 
(1) Weanng outer garments suttable to the operation in a 

manner that. protects against the adulteration of in-process or 
finished dietary products, or contaminatron of processing 
equipment. utensils or packaging matenais. 

,. ..,/ 
(2) Maintaining adequate personal cleanliness. 

(3) Washing hands thoroughly (and sanrtizing If necessary 
to protect against contamrnation with undesrra,ble 
mlcroorganrsms) in an adequate hand-washrng facility before 
startrng work. after each absence from the work station, and 
at any other trme when the hands may haie become soiied: 
or contaminated. 

.% I. _ _ 
(4f Removing all unsecured jewelry and other objects that 

might fall into raw matenats. in-process or finished dietary 
product. equipment. or containers. and removing hand 
jewelry that cannot be adequately sanrtized during penods In 
whrch in-process or finished product IS manipulated by hand. 
If such hand jewelry cannot be removed, it may be covered 
by matenal which can be matntamed In an m,tact..$garI, and. 
sanitary conartion and which effecti,vely protects against the 
adulteration of dietary products or contamination of 
processmg equrpment. utenscts or packaging materials. 

,.. ,,, 
(5) Mamtarning gloves. If they are used in In-process Or 

finisned procluct handling, In an intact. clean, and santtav 
condrtton. The gloves should be of a material that acii?quately 
prorects the oroduct from contamlnatlpn 

/ .” .^ 
(6) Weanng, wnere appropnate, in’an effective manner. 

hair nets, caps. beard covers. or other effective hair 
restramts. 

“ , ,I 
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110.10 Personnel 

The plant management shall take all reasonable measures 
and precautions to ensure the followrng: 

(a) Disease conr’rol. Any person who. by medical 
exammatlon or supervrsory observation, is shown to have, or 
appears to have, an illness. open lesion. including boils, 
sores. or infected wounds. or any other abnormal source of 
microbial contaminatron by which there is a reasonable 
possibility of food, food-contact surfaces, or food-packaging 
matenals becoming contamrnated, shall be excluded from 
any operations which may be expected to result in such 
contamrnation until the condition is c,orre@?d Personnel. 
shall be. !~structed to,report such health conditions to their 
supervtsors. 

/  

(b) Cleanliness. All persons working in direct contact with 
food, food-contact surfaces, and food-packaging materials 
shall conform to hygtenic praatces while on duty to the 
extent necessa~v to protect agamst contamrnation of food. 
The merhoas fpr,maintatnrng cleanliness include, but are not 
limited to: 

(1) Weanng outer garments suitable to the.cperation~ in a 
manner that protects against the contamination of food, food- 
contact, surfaces or food-packagtng matenals. 

I..” 

(2) Maintarnrng adequate personal cfeanfiness 
_~. ._ ._. _, 

(3) Washrng hands thoroughly (and sanitizing if necessary 
to protect agamst contamrnation with undesrreb~e 
microorganrsms) in an adequate hand-washing faciiity before 
starting work. after each absence from the wo$- 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 food. equrpment. or,contarners, and removing 
hand jewelry that cannot be adequately sanitized during 
penoas in which food is manipulated by hand. If such hand 
jewelry cannot be removed. It may be covered by material 
which can be mamtained in an Intact. clean, and sanitary 
condition and which effectrvely protects against the 
contaminatton by these objects of the food, food-contact 
surfaces, or food-packaging materials. 

- I_ ._” 
(5) Maintalnlng gloves. If they are used in food handling, III 

an intact. clean. and sam!ary condition. The gloves should 
be of an impermeable matenal. 

,,“?. : I , _, 

(6) Weanng, wnere appropnate. In an effectrve manner, i 
hair nets, headbands, caps, beard covers, or other effective 
hair restrarnts. 

).1 I_ (,,, Cfl 1PI L>l .y v* *,,i*$>&r .**, *.. ,‘, __ 1 :; I , ,. I I.,.. *.?.xs;, .;l,‘*i:-,-!” , _-,, **,\“. ,i(_,. ‘..‘), -: ~ .: 
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PROPOSED SUPPLEMENT-GMP . 

(7) Storing clothing or other personal belongings in areas 
other than where m-process or finished product is exposed or 
where orocessrng equtpment or utensris are washed. 

(8) Continrng the following to areas othei ‘than where in- 
process or finished product may be stored or exoosed. or 
where processrng equtpment or utenstls are washed: eating 
food. chewtng gum. drinking beverages, or using tobacco. 

(9) Taking any other necessary precauttons to protect 
agarnst adulteration of raw materials. rn-process or finished 
product. or contamtnatron of processing equipment, utensris 
or packaging matenals with mtcro-organisms or foreign 
substances rncludrng, but not limrted to. persptratron. hair. 
cosmettcs. tobacco. chemrcals, and medrcines applred to the 
skin. 

(c) Education and trammg. Each p&son engaged in the 
manufacture of a dietary product should have the proper 
educatton. trarntng, and experience (or any combination 
thereof) needea to perform the asstgnea functrons. Training 
should be In the partrcular operationfs) that the employee 
performs as they retate to the employee’s functtons. 
Approonate documentation of tratnrng shall be retained by the 
manufacturer. 

d) Supervisron. Responstbtlity for assuring compliance by ail 
personnel with all requirements of thts part shail be clearly 
assigned to qualified personnel with proper educatiqn. 
trainma and exoenence (or anv combination thereof). 

Exclusions 

The following operattons are not subject to th1.s part: 
Establishments engaged soiely in the harvesting, storage, or 
distnbutlon of one or more “raw agricultural cdmmodlties.” as 
define9 In sectton 201(r) of the act. whrch are ordinanly 
cleanea. prepared. treated. or otherwIse processed before 
berng marketed to the consumrng public. 

Plant and Grounds 

(a) Grounds The grounds about a dretary product 
manuiactunng plant under the control of the operator shall be 
kept in a conartron that will protect against the adulteration of 
dietary products. The methods for adequate marntenance of 
grounas !nc!ude. but are not limrted to: 

(1) Prooerty storing equipment. removing litter ana waste. 
and cz3ng -&e&s or grass within the lmmedlate vlcin1t-y of 
the plant buildings or structures that may constitute an 
attractant. breeding place. or hat-borage for pests. 
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(7) Storing clothing or other personal belongings in areas 
other than where food IS exposed or where equipment or 
utensrls are washed. 

(8) COnfining the followlng to areas other than where food 
may be exposed or where equtpment or utenstls are 
washed: eating food. chewing gum, drinking beverages, or 
using tobacco. 

(9) Takmg any other necessary precautions to protect 
agalhst contamination of food, food-contact, surfaces, or 
food-packagrng matenals with micro-organrsms or foreign 
substances qctuding, but not limited to, perspiration, hair, 
cosmetics, tobacco. chemrcals, and medicines applied to the 
skin. 

(c) Education and tfamrng. Personnel responsible for 
identifying sanitation failures or food contamination should 
have a background of education or experience, or a 
combination thereof. to provtde a level of competency 
necessary for production of clean and safe food. Food 
hanalers and supervrsors should’receive appropriate-training 
In proper food handling techniques and food-protection 
pnnctples and should be informed of the danger of poor 
personal hygrene and insanitary practices. 

(d) Supervrsion. Responsibility for assuring compliance by 
all personnel wrth all requrrements of this part shall be cleari) 
assrgned to competent supe&ry personnel. 

§110.19 Exc!usions 

(a) The following operations are not subject to this pan: 
Establishments engaged solely in the harvesting, storage, or 
distribution of one or more “raw agricultural commodities,” as 
definea In sectron 201(r) of the act which are ordinarily 
cleaned. prepared. treated. or otherwise processed before 
being marketed to the consumtng public. 

(b) FDA, however, wrll issue spectai regulations if it is 
necessary to cover these excluded operations. 

^ ., 
Subparb B-Buildings and Facilities 

5110.20 Plant and grounds. 

(a) Grounds. The grounds about a food plant under the 
control of the operator shall be kept in a condition that will 
protect agatnst the contamrnatton of food. The methods for 
adeouate maintenance of grounds rnclude, but are not 
limited to: 

(1) Property stonng equrpment. removing litter and waste. 
and cutting weeds or grass wlthin the immediate ?/lcW of 
the plant buildings or structures that may constitute an 
attractant. breedrng place. or harborage for Pests. 

_” ,,. , / ‘< L 
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(2) Mamtamrng roads, yards, and parkrng lots so that they 
do not constitute a source of adulteration In areas where 
prOauCt IS exposed. 

(3) Adequately draining areas that may contribute to 
product adulteration by seepage, foot-borne filth, or providing 
a breeding place for pests. ’ ” 

(4) Operatrng systems for waste treatment and disposal in 
an aaequate manner so that they do not constitute a source 
of adulteration in ‘areas “W here product is  exposed. 
If the plant grounds are bordered by grounds not under the 
operators control and not maintained in the manner 
descr ibed in paragraph (a)(l) through (3) of this section, caret 
shall be exercrsed in the plant by rnspecbon, extermmation. or 
other means to exc lude pests. dirt, and filth that may be a ” 
source of product adulteration. -I ,, ” 

(b) Plant construcfm~ and desrgn. Plant buildings and 
structures shall be surtable in s ize, construction. and destgn 
to facilitate maintenance. c leaning ana sanitary operatrons for 
dietary product manufacturing purposes and to prevent 
mrxupsbetween different raw materials and products. The 
Plant and factllties shall: 

(1) Provide sufficient space for such placement of 
equipment and storage of materials as IS necessary for the 
prevention of mrxups, maintenance of sanitary operations and 
the productron of safe dietary products. 

(2) Permit the taking of proper precautions to reduce the 
potential for mtxups or adulteration of in-process or finished 
dietary product. or contammation of processing equipment, 
utensils or packagmg matenals with mlcroorganisms, 
chemicals. filth, or other extraneous material. The potential 
for mrxups and product adulteratron may be reduced by 
adeauate proauct safety controls and operating practrces or 
effective aesign, Including the separatlbn ‘of ‘operations in 
which contammatlon IS likely  to occur. by one or more of the 
followmg means: location. time. partition. air flow. enclosed 
systems, or other effectrve means. 

(3) Pennlt the taking of proper precautions to protect 
dietary lngredlents or dietary supplements In outdoor bulk 
fermentation vessels  by any effective means. including: 

(i) Us ing protectwe cover ings 

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

!II~) Checking on a regular bas!s for pests and Pest 

infestation. 

!IV~ Skimming the fermentation v,essels. as necessary 

FOOP GMP _., ,. i 

(2) Maintaming roads, yards, arid parking lots so that they 
do not constitute a source of contamrnation in areas where 
food IS exoosed. 

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

(4) Operating Systems for waste treatment and disposal in 
an adequate manner so that they”do not constitute a source 
of contammation ‘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 
descr ibed in paragraph (a)(l) through (3) of this section, care 
shall be exercised in the plant by inspection, extermination. 
or other means to exc lude pests, :dirt, and filth that may be a 
source of food contaminatron. 

(b) Plant consfrwtion and desigh. 

Plant buridings and structures shall be sultable in s ize, 
construction, and design to facrlitate maintenance and 
sanitary operations for food-manufacturing purposes. The 
olant and faciiities shall: 

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

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

(2)...The potential for contamrnation may be reduced by 
adequate food safety controls and operatmg practices or 
effective design. nciudmg the separation of operations in 
which contamination IS likely  to occur, by one or more of the 
followmg means: location. time, partrtion. arr flow, enciosed 
svstems. or other effective means. 

(3) Perrmt the taking of proper precautrons to protect food 
in outdoor bulk fermentation vessels  by any effective means 
including: 

(i) Us ing protective cover ings. 

(ii) Controlling areas over and around the vessels  to 
elimrnate harborages for pests. 

(iii) Checking on a regular basis for pests and pest 
infestation. 

(IV) Skimming the fermentation vessels. as necessary. 
* . / I _. %> ’ ,_. 
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PROPOSED SUPPtEMENT GMP FOOD GMP 

(4) 8e constructed in such a rtiarinei that floors, walls, and (4) Be constructed in such a fyqnqer that floors, walls, and 
ceilings may be adequately cleaned and kept clean and kept ceilings may be adecjuately cleaned and kept clean and kept 
in good repalr: that drip or conderis&$ from fixtuies. d&S ’ in good repair: that drip or condenIsa& from fixtures. ducts 
and pipes does not adulterate raw matenais. m-process of and pipes does not contamrnate food, food-contact surfaces. 
finished dietary products. or contammate product containers, or food-packaging matenals; and that aisles or working 
utensils or packagtng matenais: and that aisles or working spaces are provtded t%tvjeen ehuipment ‘and walls and are 
spaces are provided between equipment and walls and are. adequately unobstructed and of a$quate width to permit 
adequately unobstructed and of adequaie width to permit employees to perform their duties and to protect against 

contaminating food or food-contaq surfaces with clothing or 
personal contact. 

dressrng and locker rootis, and totiet rooms and in ail #@a$. dressing and locker rooms. and Wet rooms and in ail areas 
where product is examined. processed, or’stored and where where food is examined. processed, or stored and where 
equipment or utensils are cleaned; and provide safety-type equipment or utensils are cleaned; and provide safety-type 
light. bulbs. fixtures, sky-lights, or other glass suspended over light bulbs. fixtures. sky-lights, or other glass suspended over 

d product in any step of preparation or othenvlse exposed food in any step of preparation or otherw!se protect 
against product adulteration In case of glass against food contamination In case of giass breakage. 

(6) Provide adequate ventilation or: conProj eoulpment to (6) Provide aaeauate ~entriation :or c&roi equipment to 
mamtaln adequate control over microorgantsms. dust, mrnimize odors and vapors (inciuditig steam and noxious 
humtaity, and temperature, when appropnate. for the fumes) in areas where they may Contaminate food; and 
manufacture of dietary products; to mlmm’ite odors and locate and operate fans and other: air-blowing equipment in a 
vapors (Including steam and noxious fumes) iti’ aieai where manner that mmrmizes’ the potential foi cdhtamitiating food, 
they may adulterate dietary products: and locate and operate food-pacKaging materials. and food-contact surfaces, 
fans and other arr-blowtng ‘equrpment‘ tn a manner that 
minimizes the potentlai for adulterating raw matenais. In- 
process or finished dietary products,. ~~‘~~?&~~n%%~ ’ 
processing equipment. utensils or packaglng materials. 

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

I( _ ,;_. / ,. I. _. : ~ .is ., ., ., 
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janitation of Buildings and Facilities 

a) General mamtenance. Buildings, fixtures, and other 
lhysrcal facllltles of the plant shall be marntamed ln a SanitaQ’ 
:onaitlon and shall be kept in repatr sufficient to prevent raw 
natenals. m-process or finished dietary products from 
Iecommg aaulterated wrthrn the meaning of the act. 

b) Cleanrng and sanrtulng matenals. ’ 

(I) Cleaning compounds and sanitmng agents used in 
:leanlng and sanrtlzing procedures shall be free from 
Jndesrrable mlcroorganrsms and shall be safe and adequate 
Jnder the conditions of use. Compliance wtth this 
‘equlrement may be venfied by any effective means including 
lurchase of these substances under a supplier’s guarantee 
)r certification, or examinatron of these substances for” 
:ontamtnatlon. Only the followlng toxtc materials may be 
Jsed or Stored rn a plant where product IS processed or 
zxposea: 

$)-Those required to marntarn clean and sanitary 
conditions: 

(ii) Those necessary for use in laboratory testing 
procedures: 

(iii) Those necessary for plant and equipment 
maintenance and operatron; and 

(iv) Those necessary for use In the plant’s operations. 
< 

(2) Toxic c!eaning compou”nds. sa,nrtrzmg agents, and 
pesttcide chemtcats shall be identified. usea. held. and stored 
in a manner that protects agatnst adulteration of raw 
matenals. In-process or finished product, or contamlnatian of 
processing eoutpmenr or packagtng matenals. All relevant 
regulations promulgated by other Federal. siate. and local 
government agenctes for the application. use or holding of 
these products should be followed. Rodent,ickjes, 
insecrrcrdes. and fungicrdes should be regrstered and used ln 
accordance wrth the Federal Insectrcide. Fungtcide. and 
Rodenticrde Act. 

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

dietary product manufacturing plant. Effective measures shall 
be taken to exctude pests from the processrng areas and to 
protect agamst the aoulteratron of product on the premises by 
pests. The use of insectrcrdes or rodenrlcrdes IS permItted 
only under precautions and restrictions that wail protect 
against the aaulteration of raw matenais. In-process or 
finrshed proauct. or contamtnatlon of processing equlpment. 
utensils or pacKagIng materials. 

‘ ‘ “., 
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5110.35 Sanitary opeiations. 

[a) Genera/ mamtenance. Etuildings, fixtures, and other 
chysical facrlities of the plant shall be maintained in a 
sanrtary condition and shall be kept In repair sufficient to 
Drevent food from becommg adulterated within the meantng 
zf the act.... 

(b) Substances used m cleanrng and sanrfizing; storage of 
toxrc maten’als. 

(1) Cleaning compounds and sanitizing agents used in 
cleaning and sanitizing procedures shall be free from 
undesirable microorganisms and shall be safe and adequate .,. ,. 
under the cond/tions of use. Compliance wtth this 
requirement may be verified by any effective means 
including purchase of these substances under a supplier’s 
guarantee or certification, or examinatton of these 
substances for contamination. Only the following toxic 
matenals may be used or stored :in a plant where food is 
processed or exposed: 

(i) Those required to maintatn cfean and sanitary 
conditions: 

(ii) Those necessary for use tn laboratory testing 
procedures: 

(iii) Those necessary for plant and equipment maintenance 
and operatron: and 

(iv) Those necessary for use in the plant’s operations. 
> - , ,. j .~. jl*.“i I. 

(2) TOXIC cleaning compounds, sanitizing agents and 
pestrcide chemrcals shall be tdenfified, held, and stored in a 
manner that protects against contamtnatton of food, food- 
contact surfaces. or food-packagtng matenals. All relevant 
regulatrons promulgated by other Federal. State, and local 
government agenctes for the application. use or holding of 
these products should be followeq. 

(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, sUrfa,cesz, or 
food-packagmg matenals. Effectjve measures shall be taker 
to exciude pests from the processing areas and to protect 
agarnst the contamtnation of food on the premises by pests. 
The use of insecticrdes or rodenfjcides 1s permitted only ‘/xI 
under precautrons and restrictions that WIII protect against 
the contamrnation of food, food-contact surfaces, and food- 
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(d) W ater supply. Potable water at a sultable temperature. 
and under oressure as needed. shall be provided In ail areas 
where reaulred for the processing of dietary products. for the 
c leaning of orocesslng equipment. utensils. and packaging 
matenats. CT for employee sanitary factlities. Any water that 
contacts n-process or finished dietary products. utensils or 
processing equtpmenr shall meet the standards prescr ibed in 
the Envrronmental Protectron Agency’s  Primary Drinkrng 
W ater Regulations (40 CFR Part 14f). 

(e) Plumo!ng. Plumbing shall be of adequate s ize and 
design ana adequately installed and maintained to: 

(1) Carry sufficient quantities of water to required locatlons 
throuanout the olant. 

(2) Prooeny convey sewage and liaulo alsoosaole waste 
from the c lam. 

(3) Avoia constttutlng a source of adulteration to product. 
or contamrnation of water supplies, processing equipment. or 
UtenSllS or creating an unsanitary condition. 

(4) Provide adequate floor drarnage or other appropnate 
means of water removal In all areas where floors are subject 
to flooding-type c leaning or where- normal operations release 
or discharge water or other liquid waste on the floor. 

(5) Provide that there IS not backflow from, or c ross-  
connectron between. prping systems that discharge waste 
water or sewage and piping systems that cany water used for 
the manufacture of dietary products. .i 

(f) Sewage &soosa/. Sewage disposal shell be-made into .- ,-..i ,” 
an adeOUaE sewerage system or disposed of through other 
adeouate means, 

(9) Toilet faoiities. Each plant shall provide Its employees 
with adequate, readiiy access ible toifet facll~ties. Compliance 
with this reourrement may be accomplished by: 

Malntarnina the facrlities in a sanltarv condition. 

(2) Keeping the facrlities In gooa reoalr at all times. 

(3) Proviarng self-closing doors 

(4) Prcvlalng doors that do nor open tnto areas where 
dtetary procuc: IS exposea to alroorne contamination. exceot 
where alternate means have been taken to protect against 
such contamination (such as double aoors or positive air-flow 

systems) 

., .,” 
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$110.37 Sanitary fadiiitfes and ~controis. 

Each plant shall be equipped with adequate sanitary 
faciltties and accommodatrons Including, but not limited to: ,., , 

(a) W ater supply. The water SUPply shall be sufficient for 
the operations intended and shai( be derived from an 
adequate source. Any water that contacts food or food- 
contact surfaces shall be safe and of adequate sanitary 
quality. Runnrng water at a suttable temperature, and under 
pressure as needed, shall be provided in all areas where 
requtred for the processtng of food, for the c leaning of 
equipment, utensils, and food-packaging materials, or for 
employee sanrtary facilities. ’ 

(b) Plumbing. Plumbing shall b; of adequate s ize and 
design and adequately installed And matntained to: 

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

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

(3) Avoid constituting a source of contamination to food. 
water sunplies. equipment, or utensils or creating an 
unsanttary condition. 

.I 
(4) Provide adequate floor dratnage in ail areas where 

floors are subject to flooding-type’ c leaning or where ‘normal 
operatrons release or discharge water or other iiquid waste 
on the floor.. 

(5) Provrde that there IS not backflow from, or c ross-  
connection between, piping systems that discharge waste 
water or sewage and piprng systems that carry  W ater for 
food or food manufacturing. 

(c )  Sewage disposal. Sewage disposal shall be made into’ 
an adequate sewerage system or dlsposea of through other 
adequate means. 

(d) Toilet facilities. Each plant shall provtde its  employees 
with adequate, readily access ible: torlet facilities. Compliance 
with this requirement may be accomplished by: 

(1) Maintarnrng the facilities in a sanitary condition. 

(2) Keebrng the facrlities tn good repair at all times. 
. 

(3) Provrding self-closmg doors. 

(4) Provrding doors that do not bpen into areas W here “food 
IS exoosed to airborne contamlna!ron. exceot where alternate 
means have been taken to protect against such 
contamination (such as double doors or positive arr-fiow 
systems) 
9 / 
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(h) Hand-washing facilities. Hand-washing facilities shall be 
adequate and convenient and be furnished wrth runnrng 
water at a sultable temperature. Compliance with this 
requirement may oe accomplished by providing: 

(1) Hand-washmg and, where appropnate. hand-sanitizing 
faclllties at each location In the plant where good sanrtary 
practices require employees to wash and/or sanltrze their 
hanas. ’ 

(2) Effective hand-cleaning and sanitizmg preparations. 

(3) Air driers. sanitary towel serv ice or suttable drytng 
devrces. 

(4) Devrces or fixtures, such as water control valves, so 
deslgned and constructed to protect agamst recontamrnation 
of c lean. sanrtlzed hands. 

(5) Readily understandable s igns dlrectlng employees 
handling unprotected product. packaging materials. utensils 
or processing equrpment to wash ana. where aopropnate. 
sanitize thetr hands before they start work. after eacn 
absence from post of duty, and when their hands may have 
become soiled or contammated. These s igns may be posted 
in the processing room(s) and in all other areas where 
employees may handle such products, matenais, utensils or 
equipment. 

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

(i) Rubbish disposal. Rubbish shall be so.conveyed, 
stored. and disposed of as to mtnrmize the development of 
odor. mlnlmize the potentiai for the waste becoming an 
attractant and harborage or breeding place for pests. and 
protect against adulteration of raw materials: in-process or 
finished dietary products. or contamrnatron of utensils. 
processing eaulpment, water supplies. and ground surfaces. 

0) Supentrsion. Overall sanitation of the plant shall be under 
the supervision of one or more tndividuals qualified by 
educatron. experience and tramrng (or any combination 
thereof) ass igned responsrbility for assunng that sanltatlon 
procedures are accompltshed. 

, /,, 
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(e) Hand-washing facrlities. Hand-washing facilities shall 
be adequate and convenfent and be furnished with running 
water at a suitable temperature. Compliance with this 
requrrement may be accompllshed: by providing: 

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

(2) Effective hand-cleanrng and sanitizing preparations. 

(3) Sanitary towel servtce or suitable drying devices. 

(4) Devices or fixtures, such as water control valves, so > “,. 
designed and constructed to protect against recontamination 
of c lean. santtized hands. 

(5) Readily understandable s igns directing employees 
hanaling unprotected food. unprotected food-packaging 
matenals. food-contact surfaces to wash and, where 
approonate. sanitize thetr hands before they start work, after 
eacn absence from post of duty, and when their hands may 
have become soiled or contamrnated. These s igns 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 contamination of food. 

(f) Rubbish and offal disposal. Rubbish and any offal 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 contamination of food, food- 
contact surfaces. water suoplies, and ground surfaces. 

$110.80 Processes and controls. ’ ’ ” 

. ..Overall sanitation of the plant shall be under the 
supervision of one or more competent individuals ass igned 
responstbiiity for this function... 

I: I 
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Equ ipmen t  a n d  Utensi ls  

(a )  Des /gn  a n d  cons rmc t~on  $110 .40  Equ ipmen t  a n d  utensi ls.  

(1 )  Al l  p lant  equ tomen t  a n d  utensr ls  shal l  b e  so  des igned  
a n d  of such  m a tenal  a n d  wo rkmansn ip  as  to b e  adequa te l y  
c leanab le .  a n d  shal l  b e  p roper ly  m a tntained.  ,, 

(2 )  T h e  aestgn.  const ruct ion a n d  use  of equ tpmen t  a n d  

(a)  Al l  plant.  equ ipmen t  a n a  utenst ls shal l  b e  so ,des igned  
a n d  of such  m a tenal  a n d  wo rkmdnsh ip  as  to b e  adequa te l y  
c leanab le .  a n d  shal l  b e  proper ty  main ta ined.  

utensi ls  Sna i l  p rec lude  the adul te ra t ion of r aw  m&r ia ls ,  
packag tng  m a terials. in -process  m a tenals  o r  f in ished p roduc t  
wi th lubr icants.  fuei. m e tal f ragments.  con tamrna ted  water !  o r  
any  o ther  contammants .  

T h e  des ign,  constnrct ion.  a n d  use  of equ ipmen t  a n d  
utenst ls shal l  p rec lude  the adul te ra t ion of food  with 
lubr icants,  fuel. m e tal f ragments,  con tamina ted  water ,  o r  any  
o ther  contamrnants .  

(3 )  Ai l  equ rpmen t  shou ld  b e  so  tnstal led a n a  ma in ta ined  as  
to factlitate the c lean ing  of the equ rpmen t  a n d  of al l  ad jacent  
spaces.  P rocess ing  equ tpmen t  a n d  utensi ls  shal l  b e  
corros ion-res is tant  w h e n  in  contact  wi th r aw  m a tenals.  tn- 
p rocess  o r  f in ished dietary  product .  They  snai l  b e  m a d e  of 
nontox ic  m a terials a n a  des lgned  to wl ths tana the 
env i ronment  of their  i n tenaed  use  a n d  the act ion of d ietary  
products ,  and .  If appl icab le .  c lean tng’ c o m o o u n d s  a n a  
sanr t lz lng agents .  P rocess rng  equ ipmen t  a n d  utensi ls  shal l  
b e  ma ln ta rned  to protect  dtetary p roducts  f rom be ing  
adu l te ra ted  by  any  source.  

Al l  equ ipmen t  shou ld  b e  so  instal led a n d  ma in ta ined  as  to 
facil i tate the c iean ing  of the equ ipmen t  a n d  of al l  ad jacent  
spaces.  Food-contac t  sur faces shal l  b e  corros ion-res is tant  
w h e n  In contact  wi th food.  They  Sha l l  b e  m a d e  of nontox ic  
m a terials a n d  des igned  to wi thstand the env i ronment  of thetr 
l n tenaed  use  a n d  the act lon of food.  and ,  If appl icab le ,  
c lean ing  c o m o o u n d s  a n d  santt iztng agents .  Food-contac t  
sur faces shal l  b e  ma in ta ined  to protect  food  f rom be ing  
con tamtna ted  by  any  source,  rnc tud ing un lawfu l  indirect  food  
adatt ives. 

(4 )  S e a m s  o n  utensi ls  a n d  process tng equ ipmen t  shal l  b e  
smooth ly  b o n d e d  o r  ma in ta rned  so  a,s to m tnitnite 
accumula t ion  of product ,  dirt, a n d  o rgantc  m a tter a n d  thus 
min imize  the oppor tun i ty  for g rowth  of mic roorgan isms.  

(5 )  Equ ipmen t  that IS  in  the m a n u factur ing o r  p roduc t  

(b )  S e a m s  o n  food-contact  sur faces shal l  b e  smooth ly  
b o n d e d  o r  ma in ta ined  so  as  to min imize  accumula t ion  of 
food  parttcfes, dirt, a n d  o rgan ic  m a tter a n d  thus min imize  the 
oppor tun i ty  for g rowth  of m tcroorganisms.  

h a n d l m g  a r e a  a n d  that d o e s  not  c o m e  into contact  wi th a  
d ietary  p roduc t  shal l  b e  so  const ructed that it can  b e  kept  in  a  
c lean  cohdtt ion.  

(c) Equ ipmen t  that IS  in  the m a n u factur ing o r  food -hand l ing  
a r e a  a n d  that d o e s  not  c o m e  into contact  wtth food  shal l  b e  
so  const ructed that it can  b e  kept  In a  c lean  condi t ion.  

(6 )  Ho ld ing,  conoey tng,  a n d  m a n u factur ing systems. (d )  Ho ld ing,  conveytng.  a n d  m a n u factur ing systems, 
inc lud ing  gravtmetnc.  p n e u m a tic, c losed.  a n d  au tomated  inc lud ing  grav imetnc.  p n e u m a ttc. c iosed.  a n d  au tomated  
systems. snai l  b e  of a  des ign  a n d  construct ton that enab les  systems, shal l  b e  of a  des tgn  a n d  construct ton that enab les  
them to b e  m a tnta ined In a n  appropr ia te  c !ean condi t ton.  t hem to b e  ma in ta ined  In a n  app ropna te  sani tary condi t ion.  

(7 )  E a c h  f reezer  a n d  co ld  s to rage compar tmen t  u s e d  to 
s tore a n d  ho ld  a  atetary p roduc t  capab le  of suppor t ing  g rowth  
of mic roorgan !sms shal l  b e  fitted wi th a n  indicat ing 
thermometer ,  t empe ra tu re -measunng  devrce.  o r  tempera ru re -  
reco rd ing  dev ice  so  Instal led as  to s h o w  the tempera tu re  
accurate ly  ‘,vithrn the compar tment .  a n d  shou ld  b e  fitted wi th 
a n  autcmat lc  contro l  for regu la t ing  tempera tu re  o r  wi th a n  
automat rc  a ia rm system to indicate a  stgnlf icant tempera tu re  
c h a n g e  In a  m a n u a l  opera t ion.  

(e )  E a c h  f reezer  a n d  co ld  s to rage compar tmen t  u s e d  to 
s tore a n d  ho ld  food  capab ie  of suppor t ing  g rowth  of 
m ic roo rgan isms shal l  b e  fitted wi th a n  tndicat ing 
thermometer ,  t empe ra tu re -measunng  device.  o r  tempera tu re  
reco rd ing  dev ice  so  rnsta l led as  to s h o w  the tempera tu re  
accurate ly  w l rh rn  the compar tment .  a n d  shou ld  b e  fitted wi th 
a n  automat tc  ‘contro l  for regu la t ing  tempera tu re  o r  wi th a n  
automat ic  a la rm system to indicate a  stgnif icant tempera tu re  
c h a n g e  in  a  m a n u a l  opera t ion.  

( 8 )  Ins t ruments  a n d  cont ro ls  u s e a  In the, m a n u facture. 
process ing:  pack ing  o r  ho ld ing  d ietary  products .  Inc lud ing 
ins t ruments  a n d  contro ls  u s e d  for measunng .  EgUla t lng ,  o r  
r eco rc lng  tempera tu res ,  pH.  acrdity, water  activity, o r  o ther  
c o n d m o n s  that  comro l  o r  p reven t  the  g r o w t h  of undes i rab le  
mrc roorgan tsms In such  products  shal l  b e  accura te  a n d  
adequa te l y  ma ln ta rned .  a n d  a d e q u a t e  in  n u m b e r  for  their  
des rgna ted  uses.  

(r)  Inst ruments a n d  contro ls  u s e a  for measur ing ,  
requla t rng,  o r  reco rd ing  temperatures .  pH.  aadity.  water  
actMy, o r  o ther  condi t ions that contro l  o r  p revent  the g rowth  
of undes i rab le  mrc roo rgamsms  In food  shal l  b e  accura te  a n d  
adequa te l y  main ta ined.  a n d  a d e q u a t e  rn  n u m b e r  for their  
des igna ted  uses.  
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(9) Compressed air or other gases mechanlcalfy 
introduced into a dietary product or used to cfean equrpment 
or utensils shall be treated in such a way that dietary 
ingredients or dietary supptements are not qdulterated. 

(a) Sanrtation of equipment and uterwls. 

(1) Cleantng and sanrtlzing of utenslis and equipment shall 
be conducted IIT a manner that protects against adulteratron 
of raw matenals. in-process or finished dietary product. 
processing equipment, utensils or packaging matenais. 

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

(3) Utensrls and processing equipment used for 
manufacturing or holding of dry dietary prtid&f$“sh”all be in a 
dry, sanitary conaltion at the time of use. When the surfaces 
are wet-cleaned. they shall. when necessary, be sanitized 
ana thoiougnly dned before subsequenr use. 

(4) in wet processmg, when deaning IS necessary to 
protect against the introduction of m!croorganisms into a 
dietary producr. afl utensris and processing equipment sha!] 
be cleaned and sanitized as appropnate before use and after 
any lnterruprlon dunng which the utensils or processmg 
equrpment may have become contamrnated. Where 
equipment and utensiis are used in a continuous production 
operation or rn back-to-back operations involving different 
batches of the same products. the utensils and product- 
contact surfaces of the equipment shall be cleaned and 
sanltlzed as aopropnate. 

(5) Non-proauct-contact surfaces of equipment should be 
cleaned as frequently as necessary to protect against proauct 
adulteration 

(6) Single-service anrcles (such as utensils intended for ‘- 
one-time use. paper cups, and paper towels) should be 
storea in aopropnate containers and shall be handled, 
dispensed. used, and disposed of in a manner that protects 
agalnsl aaulteratlon of dietary produc!s. and conrammation of 
utenslts ana processing equipment. 

(7) San!!:zlng agents shall be adequate ana safe under 
conaitlons of use. Any facility, procedure. or machine IS 
acceptaole for cleaning and samtizing equipment and utensils 
tf It IS establlshea that the facility, procedure: or niachine will 
routmely renter equipment and utensils clean and provide 
adeaua:e c:eanmg and sanltlzlng treatment. 

(8) C:eaned and sanitized portable equipment wrth 
orocuc!-contact surfaces and utenslis sbculd bk StOrea I? 3 
iocatlon ana manner that protects product-contact Surfaces 
from contaminatron. 
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(g) Compressed air or other gases mechamcally introduced 
into food or used to clean food-cqntact surfaces or 
equipment shall be treated in such a way that food is not 
contaminated with unlawful indirect food additives. 

s110.35 Sanitary operations. 

(a) General mamtenance. 

. . ..Clean!ng and sanitizing of utensils and equipment shall be 
conducted In a manner that protects against contamination 
of food. food-contact surfaces. or food-packaging materiais.... 

(d) Saniiation of food-contact surfaces. All food-contact 
surfaces. including utensils and fcjod-contact surfaces of 
equipment. shall be cleaned as frequently as necessary to 
protect agamst contammatlon of food. 

(1) Food-contact surfaces used for manufacturing or 
holding low-moisture food shall be in a dry. sanitary condition 
at the rime of use. When the surfaces are wet-c!eaned, they 
shail. when necessary, be sanitized and thoroughfy dried 
before subsequent use. 

(2) In wet processing, when cleanmg is necessary to 
protect against the introdudtion of microorgani.%s into food, 
all food-contact surfaces shall be ,deaned and sanitized 
before use and after any interruption during which the food- 
contact surfaces may have beconie contaminated. Where 
equipment and utensils are used )n a cdi;tinuo& .production 
operation the utensils and food-contact surfaces of the 
equipment shall be cleaned and samttzed as nFE@sary. 

(3) Non-food-contact surfaces qf equipment used in the 
operatron of food plants should be cleaned as frequently as 
necessary to protect against contammatlon of food. 

(4) Single-servrce articles (such as utenstls intended for 
one-time use, paper cups, and paper towels) should be 
stored rn appropriate containers a:nd shali be handled, 
dispensed. used, and disposed of in a manner that protects 
against contammation of food or food-contact SUrfaC+. 

(5) Sanmzlng agents shall be adequate and safe under 
conditions of use. Any facility, prbcedure. or machme is 
acceptable for cleaning and sanitlzmg equipment and 
utensils if it is established that the, facility, procedure, Or 
machlne WIII routinely render equl’pment and UtenSllS dean 
and provide adequate cleamng and sanltlzlng treatment. 

,d 
(e) Storage and handling of cleBned poiable &uipm~~i 

and utensk Cleanea and sanrtqed portable equipment with 
food-contact surfaces and utensils should be store~d.in a 
location and manner that protects food-contact SUrfaCes from 
contamination. 
;.< ., ,._ ., ,, . . i‘, si,. : III ,,_,,,.. “. s 
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(9) Equrpment and utensrls and finished product containers § 110.80(b) Manufacturing operaftons. 
shall be matntamed In an acceptable condttlon through (1) Equipment -and utensils and finished food containers 
appropnate cleaning and sanrtizing, as necessary. Insofar as shall be marntarned in an acceptable condition through 
necessary. equtpment shall be taken apart for thorough appropnate deaning and sanrtizing, as necessary. Insofar 

as necessary, equipment shall be taken apart for thorough 

the date. product and lot number of each batch processed. 
The persons oerfonnrng the cleaning shall record In the Ipg 
that the work was periormed. Entries in the log should be In 
chronologrcai order. 

c: shall be constructed. hanaled. and I , - , ,_ 
e raw materiais. work-in-,process, rework, or food 
strutted. handled. and* marntarned ‘during 

unng or storage rn a manner that protects agarnst 
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Quality Control and Laboratory Operations 

Appropriate quality control operations shall be employed to 
assure that dietary products conform to appropriate standards 
of purity. quality and cornpositIon. and that pacKaging 
maten& are safe and suitable for their intended purpose. 

(a) Quairty control unrt. 

(1) There snail be a quality control unit that has the 
responslbtlity and authority to: 

(I) Approve or reject ail procedures. specifications. 
controls. :ests and examlnatlons. or devlatlons from 
them. that impact the purity, quality and composition of 
a dietary lngrealent or dietary supplement: and 

(ii) Approve or reject all raw matenals. packaging 
materials labelmg, and finished dietary products. 
lncluamg proaucts mahufaaurea. arocessed. packed. or 
held uncer contrac: by another company, based on 
adequate determrnation of conformance to established 
speaficatlons: and 

(iii) Assure that completed production records are 
revlewed as appropnate. Quality controt shall be 
responslbie for evaluation of errors ccmmltted in the 
manufacture of a product and shall have the final 
authorrty to determme if the error may be corrected in 
such manner that the product can be approved for 
distribution or must be destroyed. Such evaiuatlons 
and their resolution must be documented and 
maintained with and/or cross referenced in the batch 
productron record. 

(2) Adeauare laboratory facriities snouid be available. as 
neeoed. to the quality control unit. 

(3) The responsibiiitie$ anrj procedures applicable to the 
quality contrcl unit shall be established In wntlng and 
followed. 

(b) Laboratory records. 
Laboratory records snail be malnrained and shall include 
complete data aenved from all specified tests. 

{c) Expratron datmg. 

(1) Whenever a dietary ingredient or dietary Supplement 
bears an exorrailon date. such date shall be supported by 
data and rat:cnaie !c reasonably assure !hat the product 
meets estaoliscecl sceclficaIions at the explratlq da@. _ 

& “‘ij*“.*<~$,, *), ,a , , , , ;  .< >>, : .  : .  ” I, .~ .x ,  

FOOD GMP . . ,**,. . , ,;” > ., 
Subpart E-Production and : 

Process Controis 
gllO.80 Processes and controlS. 

. ..Appropnate quality control operations shall be employed to 
ensure that food is suitable for huqan consumption and that 
food-packaging matenals are safe and suitable... - _ 
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(2.) Apprcprrate accelerated stab66tty stud6es or data from. 
similar proauct fonnulations may be used for an initial 
determrnatlon of shelf life. Product shelf life shall be 

(a) Master production and control recdrds. 

(1) To assure umform6ty from batch to batch. a master 
productton and control record shall be prepared for the 
manufacture of each dietary ingredient and dietary 
supplement, and shall be revlewed and approved by the 
aual6tv control un6t. 

(2) Master productlon hd control iedoids shatl 6nciude, as 
appropnate: 

f~) A complete lrst of raw materrats used 6n the 
manufacture of a aietary product. desrgnared by names 
or coaes suffic6enrly specific to 6nd6cate ~%ny spec6a6 
quaMy characteristic(s). 

(ii) An accurate statement of the we6ght or measure of 
each raw material used 6n the manufacture o’f a dieta* 
product. Each batch shall be formulated with the Intent 
to prov6de not less than 100 percent of eacn claimed. 
d6etary tngredlent. 

(iii) For die!ary supplements, the name and weight or 
measure of each dietary Ingredient per Unit or portlon Or 
per unit of we6ght or measure of the supplement. 

(IV) A statement concemrng any calculated excess of 
aietary lngredlenr contained tn a dietary SuDplement. 

iv) A statement of the tctal we6gnt or measure of any 
dietan/ suopiement umt. 

(vi) A statement of theoretical weight or measure of a 
d6etanj 6ngrea6ent or dietary supplement expected at the 
concIus6on of manufacture, inctudng the maximum and 
mmimum percentages of theore?ical yield beyond which 
investigation IS required. 

(v6i) A description of the product ccntarnens), dOSure( 
and other packaging materials. Muding positive 
rdent6fication of all labeling used. 

(VIII) PJanufac:ur;ng ana control instruct6ons. designed to 
assure that the dietary product has the PWQ. 
composition and quality It IS reoresented to possess. 
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(b) Batch pfoducbon and control records. 

(1) lndlvrauat batch productron and control records shafl be 
preparea and, followed for each batch,of di,etary product 
proauced ana shall Include complete Information relating to 
the productron and control of each batch. 

(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, processmg, packing, or holding of the batch 
was accomollshed. inciuding: 

(i) Dates: 

(ii) Identity of individual. major equrpment and lines 
used: 

(Iii) Speclric identkation. including lot number. of each 
raw matenal or in-process material usea: 

(iv) Weight or measure of each raw maranal useq in the 
course of processrng: 

(v) Quality control results: 

(vi) inspection of the packaging and labeling area: 

(vii) A statement of the actual yreld at the conclusion of 
manufacture and a statement of the percentage of 
theoretlcal yreld, as appropnate: 

(viii) Label control records, including speamens. copies 
or recoras’of all labels used: 

(ix) Descnotion of product containers and closures 
usea: 

(x) Any specral notes of investlgatlons or deviations 
from the described process. 

‘_ 
13) Any aevtatron from written, approved speaficatlons, 

standards. test procedures or other laboratory Control 
mecnanlsms shall be recorded and )ustified. 

,, .I_ ~ 
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[c) HancUing and storage of raw marerials, m-process 
matenals and rework. 

(1) Raw materials. m-process matenals and rework shall 
be lnsoectec and segregated or otherwise handled as 
necessary to ascenam that they are clean and suttable for 
processing Into dietary products and shall be stored under 
Conolt!Ons tnat will protect agatnst adulteration and mtntmrze 
deterioration 

Containers of raw matenais snould be Inspected on recerpt to 
assure that their condrtion has not contributed to the 
adulteratton or aetenoratton of the contents. 

Liqurd or drj raw materials and other ingredients received 
and stored !n buik form shall be held in a manner that 
protects agafnst contamrnatton. 

(2) Raw agricultural materials that contatn sorl or other 
contaminants snail be wasned or cleaned as necessary. 
Water usea icr wasning. firSing, or conve;rrng raw agncuttural 
matertars snail ce safe ana of adequate sanitary quality. 
Notwithstanamg the general requtrement for potable water 
water may ce reused for washing, nnslng, or conveying raw 
agricultural matenals If it does not Increase the level of 
contamrnarton of the such matertals. 

(3) Raw materials. in-process matenais. and rework shall 
be held In bulk, cr In containers designed and constructed so 
as to protec? agamst adulteratton and shall be held at such 
temperature ana relative humidity and in sucn a manner as to 
prevent a oetary ingredient or dietary supplement from 
becomtng aaulterated within the meantng of the act. Matenal 
scheau!ed for rework shall be identified as such. 

(4) Frozen raw matenais and other tngredrents shall be 
kept frozen If thawtng IS reaulrea prior to use, it shall be 
done In, a manner that prevents the raw marenais and other 
ingreaients from oecomrng adulterated within the meaning of 
the act. 

(5) Written proceaures shall be establlshed and followed 
descnbng the receipt. identification. examlnatton. handling, 
sampling. testing and approval or rejecrlon of raw matenals. 

(6) Eacn ‘c! cf raw material shall be iaenttfied with a 
distmcxve ic! numoer ana shall be aopropnately COntrOlled 

accorcma to es status (e g. quarantined. approved. rejected). 

,, 

FOOD Gf$P 

gllO.80 (a} Raw materials and other mgfedients. 

(1) Raw materials and other tngredtents shall be Inspected 
and segregated or otherwise handled as necessary to 
ascertain that :hey are clean and suitable for processtng into 
food and shall be stored under conditions that will protect 
agarnst contamrnatron and mtnimize deterioration. 

. ..Contatners and canters of raw matenals should be 
inspected on receipt to ensure that their condition has not 
contributed to the contamination or deterioration of food. 

(7) tiqutd or dry raw materials and other ingredients 
received and stored in buik form shall be held in a manner 
that protects agarnst contamtnation. 

(l)...Raw matenals shall be washed or cleaned as 
necessary to remove sori or other contamtnation. Water 
usea for wasning, ntistng, or conveying food shall be safe 
and of adequate sanitary quality. Water may be reused for 
wasnrng, nnsmg, or conveying food if it does not increase 
the level of contammation of the food. 

(5) Raw matenals, other Ingredients, and rework shall be 
held in bulk, or in contatners destgned and construoted so as 
to protect agarnst contaminatton 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 
meanrng of the act. Matenal scheduled for rework shall be 
identified as such. 

‘(6) Frozen raw materials and other Ingredients shall be 
kept frozen. if thawmg is requtred pnor to use, it shall be 
done In a manner that prevents the raw matenals and other 
ingredtents from becomrng adulterated within th.e meaning of 
the act. 
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(7) Raw material samples shall be exammed and tested as 
follows. 

(I) Eacn lot of raw material. m-process matenal and 
reworK that IS liable to adulteration wrth filth, insect 
InfeStatlOfl or other visually evrdent extraneous matenal 
shall be examined agamst established ~pecificattons for 
such aaulteratron. and shall comply with any applicable 
Food and Drug Admrnistratlon regulations, and 
guldellnes In lieu of such exammatron by the 
manufacturer. a guarantee or cenrficatron of 
examlnatlon may be accepted from the suppiier of a 
component provided that the manufacturer establishes 
the rellabrlrty of the supplier’s exammation. 

(II) Each lot of a raw material that IS liable to 
microbrologrcal contamtnation that IS objectionable in 
vtew of its intenaed use shall be’subjected to 
microblologtcai tests before use. Raw matenals shall 
either not ccntam ievels of mrcroorganrsms that may 
proouce fcoa poisonrng or o:her aisease tn humans. or 
ihey snail be otherwrse treated acnng manufacturing 
operations so that they no longer contarn levels that 
would cause the product to be adulterated within the 
meaning of the ac:. In lieu of sucn testing by the 
manufac?urer. a guarantee or cenkatton of analysis 
may be accepted from the supplier of a component 
provided that the manufacturer establishes the reliability 
of the supplier’s analyses. 

(III) Raw materials and other lngredlents suscepttbte to 
adulteration with aflatoxm or other natural toxms shall 
comply with current Food and Drug Admmistration 
regulations. gurdellnes, and actron ievels for poisOnOuS 

or deleterious suostances before these materials or 
ingrea!ents are Incorporated Into a 5nished dietary 
!ngren!ent cr dle?ary supplement. Compliance with this 
requrrement may be acccmprrsnea oy analyzrng these 
matertals and rngredlents for aflatoxtns and other 
natural toxms or. in lieu of sucn testing by the 
manufacturer a guarantee or cemfkatlon of analysrs 
may be accepted from the suppller of a Component 

provraed that the manufacturer estaalishes the reliability 
of the suoplrer’s analyses 

ilv) Each !ot of raw material shall und,ergo at least one 
test by The manufacturer to verify its identity. Such tests 
may Include any appropriate test with sufficient 
soeclficrty io determine identity. Including chemicat and 
laoorarcrj :ests. gross organoleotlc analysis. 
micrcsccoc :cent!ficatlon or analysis of constituent 
markers. 

FOOD G?+P 

(4) Raw matenals. other ingredients. and rework 
susceptible to contamlnatlon with pests, undesirable 
mrcroorganlsms. or extraneous material shatl comply with 
applicable Food and Drug Admmistration regulations, 
guidelines. and defect action levels for natural or 
unavoidable defects If a manufacturer wishes to use the 
matenals In manufacturing food. Compliance with this 
requirement may be verified by any effective means, 
including purchasing the matenals under a supplier’s 
guarantee or cenificatron, or examination of these materials 
for contamtnation. 

(2) Raw matenals and other ingredients shall either not 
contain levels of microorganrsms that may produce food 
potsonmg or other disease in humans, or they shall be 
pasteunzed or otherwise treated during manufacturing 
operatrons so that they no longer contain levels that would 
cause the proauct to be adulterate@ within the meanrng of 
the act. Compliance with this requirement may be venfied 
by any effective means, including purchasing raw materials 
and other ingredients under a supplier’s guarantee or 
certificatron. 

(3) Raw matenals and other ingredients susceptible to 
contamination with aflatoxin or other natural toxtns shall 
comply with current Fooq and Drug Administration 
regulations. guidelines. and action levels for poisonous or 
deleterious substances before these materials or Ingredients 
are mcorporated into finished food, Compiiance with this 
requirement may be accomplished by purchasing raw 
matenals and other ingredients under a supplier’s guarantee 
or certtficatlon. or may be verified by analyttng these 
matenais and ingredients for afiatoxrns and other natural 
toxms. 

~ .*, ..‘ 
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conformity wrth all other established specrficabons. In 
Ileum of such testtng by the manufacturer, a guarantee or 
certtticatlon of analysis may be accepted from the 

requirement is permltted if such deviation IS temporary and 
aooroonate. 

(9) Raw matenals shall be retested or reexamrned and 
approved or relected by the quality control after a specltied 

ely affect the punt-y, quality 

conrrolled unaer a system that prevenis their use in 
ring or processq operations ior which they are 
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:d) Manufacturing operations. 

(I) All operations in the recervtng, tnspecting, trm$Oftlng, 
segregatmg, prepanng. manufacturing, packagmg, and 
s:onng of dietary products shall be conducted in. accordance _ 1x ,“~.a.(e. s.4 . 
with aaequate sanrtatron pnncrples. 

(2) All reasonable precautions shall be taken tp ‘assure 
that production procedures do not contribute adulteration 
h-Om any source. Chemrcal. microbial. or eXtraneOUS-matef.fi 
testmg procedures shall be used where necessary to identtfy 
sanitation failures or possible product adulteration. 

(3) All proauct that has become contammated to the e?ent *7..,,, t /ijl .m “.Li”i 
that It IS adulterated within the meaning of the act shall be 
rejected. or tf permrssrble, treated or processed to ekmlnate 
the contammatron. 

I.. .~., 
(4) All product manufacturing, including packaging and 

StOrage. shall be ccnducted under such conait$x$ and.. 
controls as are necessary to mrnrmize the potential for the 
growth of mlcroorganlsms. or for the aaulteratlon of raw 
matenais. In-process materials and finished product. 

, . 

FOOD GYP 
c 

§110.80 Processes and contml~. 

All operatrons in the recerving, Inspecting, transporting, 
Segregating. preparing, manufactu’nng. packaging, and 
stonng of food &i&l be conducted in accordance with 
adeauate sanitation principles... 

. ..All reasonable precautions shall, be taken to ensure that 
production procedures do not contribute contamtnation from 
any source. Chemical, microbial, or extraneous-material 
testmg procedures shall be used $here necessary to identify 
samration farlures or possible food contamrnation. 

All food that has become cont.amir$ed to the @en! tha! it,is 
adulterated within the meanmg of:the act shall be rejected, 
or If permissrble. treated or processed to eliminate the 
contamination. 

§110.80(b) Manufacturing operations. 

. ..(2) All food manufacturing, Including packaging and 
storage, shall be conducted under such conditjons and 
controls as are necessary to mtnimtze the potential for the 
growth of microorganisms. or for the contamination of food. 

‘ jj 
One way to compiy wrth this requrrement 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 ensure that mecfia,ni@ 
breakdowns, time delays, temperature fluctuations and other 
factors do not contribute to the decomposrtion or 
contamination of food. 
(3) Food that can support the rapid grcwth of undesirable 

micro-orgamsms, particularly those of public health 
signtficance. shall be held in a manner that prevents the food 
from becoming adulterated within ,the meanmg of the act. 
Compliance with this requtrement may be accomplished by 
any effectrve means, Including: 

(i) Maintaining refrigerated foods at 45°F (7 2°C) or below 
as appropnate for the particular fcod tnvolved. 

(ii) Maintaining frozen foods tn a frozen state. 

(iii) Mamtamtng hot foods at 140°F (60°C) or above. 

(iv) Heat treating acrd or acrdified foods to destroy 
mesophrlic mtcro-organrsms when those foods are to be held 
in hermetically sealed contarners at ambient temperatures. 
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(5) Measures such as steniizing, Irradiating, pasteunzmg, 
freettng, refngeratrng, controlling pH or controlling ‘water 
actlvtty (aJ that are taken to destroy or prevsnt the growth of 
undesrrable mlcroorganrsms. particularly those of public 
health srgnificance. shall be adequate’under the conditions of 
manufacture. hanolmg. and distnbutioq to prevent dietary 
products from bemg aduiterated’wtthin the meaning of the 
act. 

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

(7) Effective measures shall be taken to protect finished 
dietary mgredtents and dietary suppiements from a‘dijlter&tion 
by raw matenals. In-orocess matenals or refuse. When raw 
matenals. in-process materials or refuse are unprotected. 
they shall not oe handled slmuitaneoubly ~ii a recetving, 
loading, or shroprng area if that handlmg could result in 
adulterated dietary products. D-ietary ingredients and dietary 
supplements transooned by conveyor Shall be protected 
agamst adulteration as necessary. 

(8) Ail raw material contamers. compounding and storage 
contarners, processrng lines and major equrpment used 
dunng the productron of a batch shall be property identified at 
all times to inaxate therr contents and when necessary, the 
phase of processrng of the batch. 

(9) Effective measures shall be taken as necessary to 
protect agatnst the mclusron of metai or other extidtieous 
matenal in proauct Compliance with ihls requirement.may 
be accompllshed by using sieves. traps, magnets. electronic 
metal detectors. or other suitable effective means. 

(10) Dietary orccucts. raw matenais. and in-process 
materials that are rejected or adulterated within the meaning 
of the act snail be iaentrfied. stored and disposed of In a 
manner that orotec:s agarnst the adulteration of other 
proaucts. 

(11) Written prcccdures shall be established and followed 
that describe aporconate tests. and/or exammatrons to be 
conducted that may be necessary to assure the purity, 
comoosltion and cuarlty of the finished DrOdUCt. 

(12) W&ten proceaures shall be es~tablished and followed 
prescnbrng :he method for reprocessrng batches or 
operatronal s:an-uo materials that do no: conform to finrsned 
goods standaras cr specfications. Finished good5 
manufacturea usq such materials shall meet all establishes 
purity comccslttor? ana quallty standards. 

,, , 
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(4) Measures such as sterilizing, i’rradiating, pasteubtng, 
freezing, refrigeratrng, controlling pH or con&oiling a, that are 
taken to destroy or prevent the gidwth of undesirable 
mrcroorganrsms, pantcuiany those ‘of public heaith 
signrficance. shali be adequate under the conditions of 
manufacture. handling, and distribution to prevent food from 
being adulterated within the meaning of the act. 

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

(6) Effective measures shall be taken to protect finished 
food from contammation by raw matiariats, other ingredients, 
or refuse. When raw materials, other ingredients, or refuse 
are unprotected. they shall not be handled simultaneously in 
a recerving, loading, or shippmg aiea if that handling could 
resutt in contamtnated food. Food’ transported by-conveyor 
shall be protected against contamination as necessary. 

. ..(a) Effectrve measures shall be taken to protect against the 
inclusion of metal or other extrane&s material in food. 
Compliance with this requirement may be accomplished by 
ustng sieves, traps, magnets. electronic metal detectors or 
other suitable effective means. ’ 

(9) Food, raw matenals, and, other Ingredients that are 
adulterated wrthin the meaning of the act shall be disposed 
of in a manner that protects agamst the contamination of 
other food... 

(9)...lf the adulterated food IS capable of bemg 
recondrtionea. It shall be reconditiqned using a method that 
has been proven to be effectrve or It shall be reexamined 
and found not to be adulterated within the meaning of the 
act before being incorporated into other food. 
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(13) Mechanical manufacturing steps such as cutting, 
~- 

sorting, inspecting, shredding, drying, grrndrng, blendfng and 
sifting shall be performed so as to protect dietary mgkdients 
and dietary supplements agamst adulteration. Compliance 
Nlth this requirement may be accomplished by providing 
adequate physical protection of dietary products from contact 
Ntth adulterants. Protection may be provrded by adequate 
:leantng and sanltizlng of all processing equrpment between 
:ach manufacturing step. 

(14) Heat blanchmg, 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 rapldly cooling the material or 
passing It to subsequent manufacturing wlthout delay. 
Thermophilic growth and contamination in blanchers should 
be mtnlmrzed by the use of adequate-operating temperatures 
and by penodlc cleaning. Where the blanched product IS 
washed pnor to filling, potable water shall be used. 

.  _ I . .  _, 
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(10) Mechanical manufacturing steps such as washing, 
peeling, trimming, cutting, sorting Iand inspecting, mashing, 
dewatenng, cooling, shredding, extruding, drying, whippmg, 
defatting, and forming shall be performed so as to protect 
food agarnst contamination. Com:pliance with this 
requirement may be accomptished by providing adequate 
phystcal protection of food from contaminants that may drip, 
drain, or be drawn into the food. lPrp!ection may be provided 
by adequate cleanmg and sanitizipg of all fo-od-contad 
surfaces. and by using time and temperature controis at and 
between each manufacturing sted. 

(11) Heat blanching, when requited in the pr&aration. of 
food, should be effected by heatihg the food to the required 
temperature, holding it at this terriperature for the required 
lime, and then either rapidly cooling the food or passing it to 
subsequent manufacturing wlthout delay. Thermophilic 
growth and contamination in blankhers 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 saffj and of adequate sanitary 
quaiity. 

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

(i) Using ingredients free of contamination. 

(ii) Employing adequate heat processes where applicable. 

(iii) Using adequate time and temperature controls. 

(iv) Providing adequate physical protection of components 
from contaminants that may dnp.‘drain. or be drawn to them 

(v) Cooling to an adequate temperature during 
manufacturing. 

(vi) Disposing of batters at appropnate intervals to protect 
against the growth of microorganisms. 

i^,S /A,_.. a ,J o-’ *_1c.- ‘i- -/. _ * ,_ ,. i.,z*.-*,,,<~r ,. ,,,“,t..+ ,,, I ,j”\iJ ‘,, 2;: .**,-z , ,_ 
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(15) Intermediate of dehydrated dietary products that rely 
on the control of water activity (a,) for preventtiig‘ the grbirjih 
of undesirable mrcroorganisms shall be processed to and 
maintained at a safe morsture level. Compliance wrth this 
requirement may be accomplished by any effective means, 
including employment of one or more of the following 
practices: 

(i) Momtonng the water activity (aJ of the material. 

(Ii) Controlling the soluble solids-water ratio in finished 
product. 

(iii) Protecting finished product from- moisture pickup, by 
use of a motsture bamer or by other means, so that the., 
water activity (a,) of the produc: does not increase to an 
unsafe level. I, .^ ,. ‘. 

(16) Dietary ingredients and dietary. supplements that rely 
pnncloally on the control of pH for preventing the growth of 
unoesiraole mtcroorganlsms shall be monrtored and 
maintameu at an appropnate pH. Compliance with this 
requtrement may be accomplished by any effective means, 
including employment of one or more of the following 
practices: 

(i) Momtonng the pH of raw matenals, in process 
material, and finished product. ‘ 

(ii) Controlling the amount of ac:d added to the product. 

(17) W hen rce IS used in contact with dietary products. It 
shall be made from potable water, and sh,ail be used only if it 
has been manufactured in accordance with current good 
manufacturing practice as outlined In 21 CFR Part 110. 

(14) Food such, as, but not limited to, dry mixes, nuts, 
intermediate morsture food. and dehydrated food, that relies 
on the control of a. for preventing the growth of undesirable 
microorgantsms shall be processed to and maintained at a 
safe motsture level. Compliance with this requikment 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 

(iii) Protecting finished food from moisture piokup, by use o 
a moisture barrier or by other means, so that the q of the 
food does not increase to an unsafe level. 

(15) Food such as, but not limited to, acid and atidifiecl 
food. that relies principally on the co&f of pH ‘for preventing 
the growth of undesirable mtcrijoiganisms ‘shall be monitored 
and matntained at a pH of 4.6 or below. Comfiliance 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 materials, food in process, and 
finished food. 

(ii) controlling the amount of acid or acidified food added to 
low-acrd food. . 

(16) men’ ice ‘is  usedin contact: with food, it shall be made 
from water that is  safe and of adequate sanitary quality, and 
shall be used only-if it has been manufactured in accordance 
with current good’ manufacturing pr%tioe as ouifined in this 
part. 

(17) Food 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 
contammation of the human food. 

/ 
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(e) Packagmg ana labehng operations. 

(1) Filling, assembling, packagtng, and other operations 
shall be periomed in such a way that dietary products are 
protected agamst adulteration. Compliance with this 
requrrement may be accomplrshed by any effective means, 
including: 

(i) Adequate cleantng and sanitrzlng of all filling and 
packagmg equrpment. utensrls and product containers, 
as appropnate. 

(ii) Using matertals for product containers and 
packagmg materials that are safe and suitable. 

(Iii) Provtding pnysrcal protection from adulteration. 
partrculany airborne contamination 

(iv) Usrng sanitary handling procedures. 

(2) Written procedures shall be established and followed 
descnbtng tn sufficient detail the control procedures employed 
for the rece!pt, storage, handling, sampling, examination, 
and/or testing that may be necessary to as.Wre the identrty of 
labeling and the appropriate identity, cleanliness and quaiity 
charactensttcs of packagrng materials for dietary products. 

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

(4) Obsolete labels, labeling, and other packaglng 
matenals for aietary products shall be aestroyed. 

(5) Wntten proceaures shall be established and followed to 
assure that correct labels. labeling, and packaging matenals 
are Issued and used for dtetary produc?s. 

(6) Die!ary lngrealent and dietary supplement packages 
shall be Identified with a lot number that permits 
determination of the history of the manufacture and control of 
the batch 

(7) f%iCKqed and labeled dietary stipplements shall be 
examlnea :s provide assurance that ccntalners and packages 
In the lot have the correct label and Ict number. Products not 
meeting sceclricatlons snail be rejected by the quality control 
untt. 

FOOD GMP 

(13) Filling, assembling, packagrng, and other operations 
shall be performed In such a way that the food is protected 
against contamination. ~‘CompIiance”wii this requirement 
may be accomplished by any effejive means, including: 

(i) Use of a quality contro! operatton in which the criticat 
control pomts are identified and controlled during 
manufacturing. 

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

(iii) Using materials for food containers and food-packaging 
materials that are safe and suitable, as defined in 5130.3(d) 
of this chapter. 

(iv) Provtding phystcal protection from contamination, 
partrcularly airborne contamination. 

(v) Using sanitary handling procedures. 
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(a) Storage and d:stnbution. 

rcclal adulteration 5s weli as against 

Storage and transportation of finished food shall be under 
conditions that will protect food against physlcal. chemicai, 
and microbial contamination as We!1 as against deterioration 
of the food and the container. 

ed product sEeIf !ife, whereby an effective product 

(b) Reserve samples An appropriately identified reserve 
sample that IS represenrative of each batch of a dietary 
product should be re?ained and stored under conditions 
consIstenf with the croauct labeling tiniil at’i,k&t &tie year 
after the exolratlon cate or rf no explraiion d&e is i‘aentified 
on the procucf. for a! ieast three years after the date of 
manufacture The r%erve sample shouid be stored in the 
same lmkealate contamer-closure system In which the 
finished product IS mameted or in one that provides similar 

(c) Reams fefenhon 

(1) Any laboraroq production, control.or distribution record 
spectfically assoc;t:es Wh a batch of product shall be 
retalned for at least one year after the exprration date of the 
batch, or If no exclratton date IS Identified on the product, for 
at least three years atier the date of manufacture. 

(2) Raw rnaterlal reccrds shall be maintained for at least 
one year aker the exojratron date of the last batch of product 
mcorporarlq the rii,v matertai. or If no explratlon date IS 
identtfied cz the ~rxxc: for at least three yeirs after the 
date of manufacture zi !he finished prdduct: 

‘. i. (, I 
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(d) Comprarnt files. 

(1) Written procedures descnbrng the handling of all 
wntten ana oral comolarnts regarding a dretary product shall 
be established and followed. Such procedures shall tndude 
provtsrons for revtew oy tne quality control unrt of any 
complalnt involving the possible failure of a product to meet 
any of its soecrficatrons and, for such products, e ’ ’ 
determination as to the need for an Investlgatlon. 

(2) A written record of each complaint shall. be maintained. 
until at least 1 year after the expiration date of the product. or 
1 year after the date that the complarnt was recetved, 
whtchever IS lonqer. 

(3) The written recora shall include. ,where k?own: the 
name and description of :he product. tot number, name of 
complainant. nature of complarnt. and reply to complainant. if 
anv. 

(4) Where an investrgatron IS conductea, the written record, 
shall include the findlngs of the rnvestrgatron and follow-uo 
actron tsken. 

(e) Returned produc& Returned dietary products shall be 
identified as such ana he!d. If the conditions under which 
returnea dietary proaucts have been held, stored. or shipped 
before or during therr return, or if the condition of the product, 
its contarner. carton cr labeling as a result of storage or 
shipping, casts doubt on the purity, composition or quality of 
the product. the re!urnea product shatl be destroyed unless 
exammatron. testing cr other tnvestrgations prove-the product 
meets appropnate sianaards of purity, composition and 
quality A product may ce reprocessed provided the 
subsequent proauct meets appropriate spectfications. 
Recoras pertalnlng to returned products that are ’ 
subsequently reprocesses ano/or redrstributed sha!l be 
malntarnea and shall !nc:zc!e the name and descnotron of the 
proauc:. lot numoer -eason for the return. quantity returned. 
date of drsposttion. and ultimate drsposltron of the returned 

(f) Product salvag/r)c Dietary proauc:s that have been 
subjected to lmprccer storage candrtlons Muding-&e&s 
in temperarure, hu.mIc:ty smoke. fumes. pressure. age, or 
radiation due IO natural dsasters, fires, acadents. or 
equipment failures snail net be salvaged and returned to the 
marketorace Whenever there IS a question whether products 
have been subjectea :o sucn condrtron,s, salvagtng OperatlOnS 
may be conducted c;.ry !f there IS (a) evidence from 
laboratory tests that :he oroaucts meet all applrcable 
standaras of purirj r;:arlty and composrtion. and (b) evidence 
from :nsoecno,i of !he premises that the products and thetr 
assocrared packaging ,vere not subjected to improper Storage 
conaftrcns as a resui: 3f *b e drsaster o,r accrdent. Records 
including name. lo! n,mcer and disposrtron shall be 
maintalneo for proauc:s szb!ec! to this section. 
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(g) Defecr Action Levels. 

(1) Some dietary lngredrents and dietary supplements, 
even when producec under current good manufacturing 
practice. contain natural or unavoidable d5fects that at low 
levels are not hazarcous to health. Ti%Fc%d &d’Drug 
Administration estabtshes maximum levels for these defects 
in dietary products produced under current good 
manufacturing practtce and uses these levels in deciding 
whether to recommend regulatory actlon. 

(2) Defect actlon levels 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 
technology or the availability of new Information. __ ,, 

(3) Compliance wtrh defect action levels does not excuse 
violation of the requirement In sectron 402(a)(4) of the act 
that dietary produc?s not be orepared. packed. or held under 
unsanrtary condltlons or the requirements II-I this part that 
dietary p_roduct manufacturers, distribuiors, and holders shall 
observe current gooc manufacturing practice. Evidence 
indicating that such a vtotatlon exists causes a dietary ’ 
product to be adultefated within the meaning of the act, even 
though the amounts si natural or unavoidable dejects are. 
lower than the currently established defect action levels. The 
manufacturer, distnbL?tcr. and holder of a dietary product shall 
at all times utilize q:cality control operations that reduce 
natural or unavoldab!e defects to the lowest level CUrefItly 

feasible. 

(4) The mrxlng cf a dietary ingredtent or dietary 
supplement containing cefects above the current defect 
action level with anotner lot of dietary ingredient oi dietary 
supplement IS not zermirted and renders the final product 
adulterated wIthin :he meaning of the act. rkcjardless of the 
defect level of the Gcal croauct. ’ 

(5) A compilation c! the cjurrent defect action levels for 
natural or unavoldab!e cefects in dietary products that 
present no health pzizrd may be obtained upon reqUt?S~ from 

the Industr), Programs Branch (HFF-326), Center for Food 
Safety ana Auplled Nutntron Food ahd Drug Admmistration, 
200 C St. SW , :fiJaslki-atcn DC 20204. 

FOOD GMP 

Subpart G-Defect Action Levels 

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

(a) Some foods, even when prodticed under current good 
manufacfunng practice, contain natuc3l or unavoidable 
defects that at Io.w~l+vels are no!h$&%dous to health. The 
Food and Drug Administration establishes maximum levels 
for these defe@ in fc@s. produced under current good 
manufacturing practice and uses^ttjese levels in deciding 
whether to ,r*mmend regulatory action. 

(b) Defect action levels are established for foods whenever 
it is necessary and feasible to do 46. These leveis are 
subject to change upon the develobment of new technology 
or the availat$lity of new informatio’n. 

(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 
conditions or the requirements in this part that food 
manufacturers. distributqrs, and holders shall observe current 
good manufacturing practice. Evi4ence indititing that such 
a violation exists causes the food fo be adulterated within the 
meaning of the act. even though the amounts of natural or 
unavoidable defe$ts ,Xe. lowef thar) the currently established 
defect action levels. The manufa,@urer, distributor, and 
holder of food shall at all times utilize quality control 
operations that reduce natural or unavoidable def$+cts to the 
lowest level currentiy feasible. 

(d) The mixing of a food containing defects above the 
current defect action level with anqtfier lot of fo,qd is not 
pennltted and renders the final foqd adulterated within the 
meaning of the act, regardless of qe. defect level pf the final 
food. 

(e) A comprlation of the current defect action levels for 
natural or unavoi,$&ble de@+5 in fbod for human us& that ,” ,i- l/1?+., 11,11 (, ( ~-es .I*I,,,xi..~‘-i-. ,A. I. “,_ r,, . 
present ‘no health hazard may be obtained upon request 
from the Industry Programs Branch (HFF-3261, Center for 
Food Safety and Applied Nutrition, Food and Drug 
Administration. 200 C St. SW., Wzkhington. DC 20204. 
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