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Food; Current Good Manufacturing Practice Regulati;ons;lﬁtihlio Méetings
AGENCY: Food and Drug Administration,‘HHS.

ACTION: Notice of public meetings.

SUMMARY: The Food and Drug Adrmmstratlon (F DA) is announcmg three \
public meetings to solicit comments, data, and screntrflc 1nformat1on about the o
current state of quahty management techmques quahty systems approaches -

and voluntary industry standards concermng current good manufacturmg st
practices and other controls used by food manufacturers and processors to

prevent, reduce, control, or eliminate food bome hazards that can occur durmg

food production or processing. The meetmgs are mtended to ehc1t 1nformat10n

about FDA’s current good manufacturing practice (CGMP) m manufacturlng,

packing, or holding human food regulatlons This mformatlon W1ll be useful

in determining approprlate revrslons to these regulatlons We ask that those b
who speak at the meetmgs or otherw1se prov1de FDA W1th thelr comments "
focus on our questions given in sectlon II of this document about the CGMP

regulations and other quality management techmques There also will be an

opportunity to address small busmess concerns, at the meetmgs

DATES: The public meetings will be held in College Park MD on Frlday, ]une
11, 2004, from 9 a.m. to 12 noon; 111 Monterey, CA, on Frrday, ]uly 2 12004, L

cf0444

Nm/
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from 1 p.m. to 4 p.m.; and in Chlcago IL, on Wednesday, July 21 2004 from
2 p.m. to 5 p.m. You should register for any of the meetmgs by fax or e- mall .
(see FOR FURTHER INFORMATION CONTACT) For secunty reasons and due to space |
limitations, we recommend that you reglster at least 5 days pnor to the meetmg N
you wish to attend. You may register by fax or e-mail unt11 close of busmess

5 days before the meeting you WISh to attend prov1ded that space 1s avallable | -

In addition to participating at the - public meetmgs you may suhmlt ertten o
ke . . P
or electronic cormments until September 10, 2004 ‘

ADDRESSES: The public meeting on F rlday, ]une 11, 2064W1Hbeheld at the -

Food and Drug Admlnlstratlon Center for Food Safety and Apphed Nutrltlon ; “

5100 Paint Branch Pkwy., College Park MD 20740—3{835’ %‘he pubhc meetmg
on Friday, July 2, 2004, will be held at the Monterey Conference Center One
Portola Plaza Monterey, CA 93940. The puhhc meetmg on Wednesday, ]uly

,,,,,

Ave., Chicago, IL. 60611.

You may submit comments, 1dent1ﬁed W1th Docket No 2004N—0230 by

It

any of the fol]owmg methods

T S ’ i

e Federal eRulemaking Portal http //www regu]atwns gov o o
Follow the instructions for submlttmg comments k. o
e Agency Web site: ‘http.-//wwW.fdd‘.gov’/"db&kéié?éé“éiﬁiﬁ%ﬁ?éﬁ"’ e

\‘

Follow the instructions for submlttlng comments on the agency Web 31te

0‘230 1n the V\

subject line of your e-mail message.

e FAX: 301-827-6870.
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* Mail/Hand dehvery/Couner (F or paper, disk, or CD—ROM submlssmns)
Division of Dockets Management, 5630 Flshers Lane rm 1061 Rockvﬂle MD

20852.

Instructions: All submissions recelved must 1nclude the agency name and
Docket No. for this rulemaking. All comments recelved wﬂl be posted w1thout
change to http.//www.fda.gov/dockets/ecomments, 1ncIudmg any persona]
information provided. For detalled 1nstruct10ns on subrmttmg comments and

additional information on the rulemakmg process see the “Comments

heading of the SUPPLEMENTARY INFORMATION s sectmn of thls ’document

Docket: For access to the docket to read background documents or
comments received, go to http://www.fda. gov/dockets/ecomments and/ or the

Division of Dockets Management, 5630 Fishers Lane, rm, 1061, Rockville, MD '

20852.
FOR FURTHER INFORMATION CONTACT: Peter J. Vardon, ceﬁt‘éf‘fafraad‘safet'y”@df\ a
Applied Nutntlo»n (HFS-726), Food and Drug Admlnlstratlon, 5100 Pamt T

Branch Pkwy., College Park, MD, 301—-436-1830 FAX §01——436—2626 or e- o %

mail: pvardon@cfsan.fda.gov.
SUPPLEMENTARY INFORMATION:

I Background

FDA last revised 1ts CGMP regulatlons for food (part 110 (21 CFR part 110))

the rev131on

in 1986 (51 FR 22458, June 19, 1986) The prlmary purpose
was to establish new, updated, or more detaxled prov1s1ons concermng food N
mdustry personnel plants and grounds, samtary fac111t1es controls, and |

operations; equlpment and utensﬂs Warehousmg, and dlstrf{ utlon and natural

or unavoidable defect levels. FDA des1gned the reV1sed CGMP regulatlons to ’
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help ensure the safe and sanitary manufacturing', processmg,andholdmg of B

food for human « onsurnption
=y

o B ) Sy 1ot

In the almost 20 years since the food CGMPS were eVISed the food &

% 8

industry has undergone considerable change, and the agency beheves that 1t B
e e D N T I

-is now time to revisit these regulatrons and determme appropnate rev131ons o
to better ensure a safe and samtary food supply FDA beheves that a good flrst
step is to obtain the views of the 1ndustry and the pubhc generally by holdmg

a series of public meetings. The three pubhc meetmgs are 1ntended to prov1de

interested parties an opportumty to comment on What rev1sxons (to the CGMPs o

FDA should consider. The meetmgs are also 1ntended/‘ 0 fulwtll Part of the o t
outreach requirement of the Small Business Regulatory Enforcement Falrness A:

Ay s s ETRECREEEN

Act of 1996.
FDA has drafted the questions set out in this docufnent to help focus

comments presented at the pubhc meetlngs or otherw:lSe comrnumcated to the

agency. One area of particular agency focus is potentlal hazards 1nt3the food

supply. Generally speaking, there are three categorles of hazards that may be R

present during the productlon or warehousmg of food PhysmaI hazards (such

as the presence of glass fragments in food) chemlcal haZardsv(such as the :

unintended presence of a cleanmg solutlon in food) and mlcroblologlcal

hazards (such as the presence of L1ster1a monocytogenes 1n ready—to eat foods) ,

t .
In responding to the questrons set out m thls document , please address

CEE bt L

to the extent you are able, each of the three types of hazards iscu ed in th

previous paragraph. FDA is partlcularly 1nterested in rec 1ng comments -

about food manufacturing practices and other controls used‘by‘ small food

manufacturing and processing entities.



I1. Questions

In general, do the current good manufacturmg regulatlons (part 11 ())need j

to be revised or otherwise modernlzed?lfyes, pleasie:df‘escrihe\generallythe o
shortcomings of the current regulations. B e T
- 1. Which practices specified in current part 110 are most effectlve at B

preventing each type of food hazard'? Wthh practices are least effectlve at such

prevention?

c g
- i

2. In today’s food manufactunng env1ronment what condltlons practlces

v

or other factors are the pr1n01pal contrlhutors to each type of food hazard?

3. If the CGMP regulations were rev1sed Wthh type or types of food

hazards could be most readily prevented through CGMP type controls’? T

4. Are there preventlve controls m addltlon to those set out in part 110
needed to reduce, control, or ehmmate each of the three types of food hazards"‘
If yes, please 1dent1fy the specific hazard and the partlcular controls that o

?

would reduce, control, or ehmlnate the hazard
5. What concepts or underlymg pr1nc1ples should gurde FDA’s adOptlon
of new preventive controls? | B RN
6. How should the effectiven;eégﬁoﬁ preventiye‘cont:%hls foreach .Qf thethreei
types of hazards be most accurately measured? | N \ l
7. In today’s food manufacturlng env1ronrnent What are the prlnclpal

contributors to the presence of undeclared allergens in foo ?Fe /example do

labeling errors or cross- contammatron contnhute? Wthh preventlve controls "

could help reduce, control or ehnnnate the presence of undeclared allergens

)'MLK
4 .

in food?

R R N R

8. Are there existing quahty systems or standards [such as 1nternat10nal

standards) that FDA should con31der as part of the agency s exploratlon of food o

it .Lﬁ’%m
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industry, including variations in 51ze of estabhshments the nature of the food

produced the degree to which the food is processed and the vulnerabrhty of

a particular operation to physrcal chemlcal or mlcrobial hazardsh How 1f at

all, should the CGMP regulations be rev1sed to take 1nto accountdsuch

variation? For example, should there be different sets of preventlve controls
for identifiable segments of the food industry, such as dr_fferent storage

temperature limits? o

10. There are a number of measures procedures and programs that help‘\*
¥

to ensure that preventive controls are carr, out adequately These mclude

the following items:

e Training programs for mmaéers and/ or workers;

e Audit prograrns; o l N |

« Written records, e;g., batch records, samtatlon records, .

e Validation of contrg,l.me,asgres; R

o Written sanitation standard operating pmcedﬁfesf;f

e Food label review and control progra/rn};‘ and 4 |

e Testing of incoming raw materials, inprocess matjerrals, or Yﬁni&shed“ .
products. R . |
Which (if any) of these should be requrred praotrces for food and

manufacturers and why? Wthh (1f any) of these should be recommended

P

practices for food manufacturers and processors and why"’ o
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to help ensure the safe andsamtary hdldinéé”f fé«q d”fyes,pleaseldentl fy S
the controls by hazard and sector of the in dustry K : A A
III1. Registration
You should register for any of the meetmgs by fax or e-mall (s ee F OR

FURTHER INFORMATION CONTACT) F or securlty reasons and due to space

ol eng

- dr . ’*:‘zf';x ST e T

limitations, we recommend that you register at least 5 days pI‘lOI’ to the meetrng o

you wish to attend. Registration will be accepted on a space avallable basm

Yo

ou may

ister until close of blj,éjn‘e..gs ] 4 2004 for the College Park :
meetmg, close of business on June 25,2004, for the Monterey meetlng, and
close of business July 15, 2004, for the Chrcago meetmg If you need specral

accommodations due to a dlsablhty, please 1nform the contact person at least

7 days in advance (see FOR FURTHER INFORMATION CONTACT) Please mclude your .

mww; B T

name, title, firm name, address, telephone number and e- mall address (1f

T BN
EIRE N

available) when you register. FDA encourages 1nd1v1duals or. f1 ltsﬁwrth “

relevant data or information to present such 1nformatlon al ‘the meetmg or m

-written comments to the record. If you would like to makﬁ

one of the meetings, please SPeCIfY YOur 1nterest 1nﬁSl3A
’,’é,‘, 5;*

The amount of time for each oral presentatlon may be lnmted due to the

“ ,,

number of requests to speak.

i

IV. Transcripts '

A transcript will be made of the proceedlngs of each rneetmg You may
request a copy of a meeting transcrlpt in Wntlng from F‘DA’s Freedom of
Information Office (HFI-35), Food and Drug Admlmstratron, 5600 Flshers i

‘Lane, rm. 12A~16, Rockville, MD 20857 approxnnaté: l; t'30 workmg days after !

the public meetings at a cost of 10 cents per page The transcrlpt of each publlc |

meetmg and all comments submitted will be avallable for publlc exannnatlon o

»é [

comments at % o

aklng when You reglster v n e

[ i Lo e,
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at the Division of Dockets Management (see ADDRESSTES) between 9 a m and

NPT R B B R N S

' 4 p.m., Monday through Friday.

V. Comments ‘ o ﬁ;‘ S R v

b
i

In addition to presentlng oral comments ata pubhc meetmg, 1nterested w

paper copies of any malled comments exoept that 1nd1V1duals may submlt one

w,;,/; b ;p

through Friday.
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Dated: g///X/O(/ ‘ ] | .‘ - A
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