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January 16, 1969

William E., McCormick, Chairman

The B. F, Goodrich Co,

500 5, Main Street N
Akron, Ohio 44318 :

Dear Bill:

In response to your letter of January 14, I would be pleased
to serve as Chairman of the ad hoccommittee on good manue
facturing practices for food manufacturing plants, I will
telephone you, Dr. Knapp and Mr, Philpitt during the week of
January 20 to discuss this matter.

Very truly yours, .

Frank P, DiPrima
Attorney

FFD:ma

cc: M, M. Hoover
Dr. We A. Knapp .~
V. H, Knoop
R, H, Philpitt
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M. Dﬁ. and Opasetic Chemieals
T " T Th. l.r.wtlch col

500 6. Main 8t.
Akron, Chio #4318

1/14/69

Mr. Frank P. DiPrime f o e et
Merck & Co., Ine. ‘g fged R
Rahway, New Jarsey 07065 o g T

Dear Frank:

I an surs you ave familiar with the revised FDA ordar that appeared
December 20 Yederal Register on goed manufacturing prastieas for fo
fasturing plants. You recall that MCA objected te esrtain positions of ¥ -
proposed ragulation when it first appeared but thase objestions have not appar-
ently been gceapted, fnasmuch as the Decembar 20 regulation still econtains
them, Considerable revision has been made, and in recent diseussions between
Morgan Hoover and myself, we have beth arrived at the fesling that o small subd-
committes should study in detail this preposed regulation and establish a post-
tion on it for MCA., It might well be that our pesition will ba the ssas as it
originally was and, 1if 80, we will merely reiterate {%; howaver, there might be
some other comments that we should maks.

I would appreciata, therefere, 1f you would serve as the Chatirman of this grewp,
and by copy of this letter 1 am asking Bill Knapp and Diek Philpitt te also
serve with you. All of you are within the seame geegraphieal ares and, bopefully,
thu wvill tuutuu any esuvarsatiens er persenal semtects that you might fesl
d , . gau

nid-February to file whataver g¢omments wa wish to

Very truly yours,

W.R. MpGermick
Chairsan
L))
aed "nA. -
R.H. Phtlpits
V.H. Knoop
M.H. Hoover
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M. h. ‘“ Mtie Chemicals

The B.X.Goodrich Co,
500 §. Main 8t.
Akron, Ohio 44318

1/14/69

Kr. Frank P. DiPrima
Merck & Co., Ine.
Rahway, New Jarsay 0706%

Dear Frank:

1 am sure you are familiar with the revised FDA ordar that appear J* -
December 20 Federal Ragister on good manufacturing prastices for foed
facturing plants. You recall that NCA objected to cartain positions

proposed ragulation when it first appeared but these objections have mt appar-
sntly besn scsepted, ineasmush as the Decembar 20 regulation still contains
them. Considerable revision bhas heen made, and in recent discussions batwean
Morgan Hoover and mysalf, we have beth arvrived at the feslfing that & amall sub-
committes should study in detail this proposed regulatioa and establish a posi-
tion on it for MCA. It might well be that our pesition will be tha sams as it
originally was and, {f s0, we will merely reiterate i{t; howaver, there might be
some other comments that wa should maks.

I would appreciate, therefore, if you would sarve as the Chairman of this growp,
and by copy of this letter I am asking Bill Knapp and Diek Philpitt to aleo
serve with you. All of you are vithin the same geographieal area and, hopefully,
this will facilitats any eonversatiens er personal senmtacts that you might fesl
de Q i nid-February to file whatever comments we wish to

Very truly yours,

R.H. Philpice

V.H. Knoop
M.H. Hoovar
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Focd crd Drug Administration
[21 CFR Vart 13
PICKLE PRODULTS

Standardization of Quantity of Con-
tents Declaration in Terms of
Volume

In secticn 2 of the Fair Packeaging and
Labeling Act (Pub’ic Law £9~755: 80 Stat.
12961, which sets forth the intent of Con-
gress in enaetirg that legisiation, v is
stated that “Pac:azes and their labels
should enable consutitars to obtain ac-
curate information as to the quantity of
the contents and should facilitate value
comparlsons.” Section ¢ of that act s2ts
forth spacific requirements for declaring
quantity of conterts.

To implement such reguirements,
§ 1.8b(a) of the ragulations for the en-
forcement of sail act prescribes that
“Whenever the Commissioner deterrines
that an existing practice of declaring net
quantity of contents by weight, measure,
numerieal count, or a combinaticn in the
case of a specific packaged food does not
facilitate value coriparisons by con-
sumers and offers opportunity lor cen-
sumar confusion, he will by regulation
designate the appropriate term or terms
to be used for such commioaity.”

A situation in the pickle industry that
fosters conswmer confusion has come to
the attention of the Commissioner of
Food and Drugs. ror sliccd piekles ane
pickle ralish, two methods are now baing
used to declare quantity of contents—oy
weight and ty volime, (In the case of one
or two pickles pocked in transparent

sealed plastic bags, however, a single -

method of declaration by count is heing
used.) For many years most packers of
plekle preducts have declared the quan-
tity of contents in terms of volume. ihe
declaration in terms of volume provides
the consumer with accurate information
and facilitates value comparisons.

Therefore, the Coinmissioner on his
own initiative proposes that the dcclara-
tion of quantity of contents be made uni-
form in  volumetric terms on such
products.

Accordingly, pursuant to the provi-
sions of the Fair Packaging and Labeling
Act (secs. 4, 5(a), 6(a), 80 Stat. 1297-
1309; 15 U.S.C. 1453-55) and the Fed-
eral] Food, Druz, and Cosmetic Act (sec.
701, 52 Stat. 1055, as amended; 21 US.C.
371), and under authority delegated to
the Commissioner (21 CFR 2.120), it is
proposed that § 1.8b he amended by add-
ing thereto a new paragraph, as follows:

§ 1.6b Tood Iabeling; declaration of net
quuntity of contents; when exempt.
L] » - - »

¢r) The dec'aration of net quantity of
contents on pickles and pickle products,
including relishes but excluding one or
two whole picklas In clear plastic baus,
shall be expressed in terms of the U.S.
gallon of 23! cuble inches and quurt,

No. % FEDERAL

PROFOSED RULE MAKING

ping, and fuid ocunce subdivisions
tnereof.

Any interested person may, within 60
davs from (ha date of pulication of this
notice in the Feoen'L Rzcister, file with
the Hearing Clerk, D:partmant of
Heath, Tducatien, end Welfare, Poom
5440, 330 Independence Avenle SW,,
Washington, D,C. 20201, written ecom-
ments (pretarably in quintuplicate) yre-
garding this proposal. Comments may be
accompanisd by a memorandum or brief
in suppo:t thereof.

Dated: Januoary 2, 1969.
J. K. KIrxg,

Associate Commissioner
for Compliance.

[FR. Decc. 69-332; Filed, Jan. 9, 1969;
8:48 am.]

-

- [ 21 CFR Past 128 ]

HUMAN FOODS; CURRENT CGOOD
MANUFACTURING PRACTICE (SAN-
ITATION) IN MANUFACTURE,
PIOLESSING, PACKING, OR HOLD-
INS

Exter.sion of Time for Filing Comments

The proposal to promulgate Part 128—
Human foods; current good manufactur-
ing practice (sanitation) in manufuacture,
processing, packing, or holding, pub-
lisiicd in the FEperaL REGISTER of Decem-
ber 20, 1948 (33 F.R. 18023), provided
for the filing of comments thereon within
30 days of its publication date.

The Commissioner of Food and Drugs

a5 rooaived a request for an extension
of such time and, good reason therefor
appearing, the time for filing comments
regarding proposed Part 128 is extended
to February 18, 1969.

This action is taken pursuant to the
provisions of the Federal Food, Drug,
and Cosmetic Act (secs. 402(a) (4,
T0l(a), 52 Stat. 1046, 1055; 21 U.S.C.
342(a) (4), 371(a)) and under authority
delegated to the Commissioner (21 CFR
2.120»,

Dated: December 30, 1963.
J. K. Krxg,

Associate Commissioner
for Compliance.

[F.R. Doc. 69-333; Filed, Jan. 9, 1860+
8:48 am.}]

Public Health Service
{42 CFR Part 811
AIR QUALITY CONTROL REGIONS

Notice of Proposed Designotion of
Mefropolitan Cincinnati Interstate
Air Quality Control Region; Con-
sultation With Appropriate Stale
ond Local Authoftilies

Pursuant to authority delegated by the
Secretary and redelezated to the Com-
missioner of the Natlonal Air Pollution
Control Administration (33 FR. 9909,
notice is hereby g¢iven of a proposal to
designate the -Metropelitan. Cincinnaii

399

In. .ate Alr Quality Control Region as
set foith in the followinz new § 81.20
v-hich would be added to Part 81 of Title
42, Code of Fedcral Héesulatiorns, It is
proposed to make such designation efec-
tive upon republication.

Interested persons may submit written
data, views, or arguments in triplicate
to the Office of the Commissioher. Na-
tional Air Pollution Control Administra-
tion, Ballston Center Tower II, Room
905, 801 North Randolph Street, Arling-
ton, Va, 22203, All relevant material re-
ceived not later than 30 days after the
publication of this notice will be
considered,

Interasted authorities of the States of
Ohio, Kentucky, and Indiana, and ap-
propriate local authorities, both within
and without the propssed regzion, who
are affected by or interested in the pro-
posed designation, are hiereby given no-
tice of an opportunity to consult with
represencatives of the Secretary concern-
ing such designation. Such consultation
will take place at the Federal Office
Euilding, Room 8016, 550 Main Street,
Cin¢innati, Ohio 45202, beginning at 10
a.m., January 27, 1969.

Mr. Doyle J. Borchers is herehy des-
ignated #2s Chairman for the consul-
tation. The Chairman shell fix the time,
date, and place of later sessions and
Mmay c¢onvene, reconvene, recess, and
adjourn the sessions as he deems ap-
propriate to expedite the proceedings.
State and local authorities wishing to
participate in the consultation should
notify the Office of the Commissioner,
National Air Pollution Ceatrol Admin-
{stration, Bullston Center Tower I1I,
Room 905, 801 North Randolph Street,
Arlington, Va. 22203, of such intention
by January 20, 1869.

A report prepared for the consulia-
tion, entitled “Report for Consultation
on the Metropelitan Cincinnaii Inter-
state Alr Quality Control Region,” is
evailable upon request to the Ofice of
the Commissipner.

In Part 81 a new § 81.20 is proposed to
be added to read as follows:

§ 81.20 Metropolitan Cincinnati Inter-
state Air Quality Control Region,
The Metropolitan Cincinnati Inter-
state Air Quality Conirol Region con-
sists of the territorial area encompassed
by the boundaries of the following ju-
risdictions (inecluding the territorial
area of all municipalities (as dafined in
section 302(f) of the Clean Air Act,

42 US.C. 185T()) geographically lo-

cated within the outermost boundaries
of the area so delimited) ;

In the State of Ohio:
Clermont County.
Harmllton County.
In the Commonwealth of Kentucky:
Boone County.
Crmbell County.
Eenton County.
In the State of Indiana:
Dearhorn County.

This action is proposed under the au-
thority of sections 107(a) and 301{(a) of
of the Clean Air Act, section 2, Public
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1 nature may be pubiished as any Ume tary Product Biandards.” ig not limited Washington, D.C. 20204, Additionnl
withinut prior natice. in any way by these procedures, ?lmrlnn lt‘f‘uulnl.lnn'-. eatabllching erltarin
d) The Department, may, nt any Limo . ar partlentny zesmentn of Lhe ool -
after rr‘cvivtn:z a reenmmended revision Dnled: December 17, 1062, dunbey Wil b Lhe pibieel of wyg pubiees
or a recommended amendment {rom n . Jous 1, JKaneam, Gor Llene ey ] depninblons,
Blanding Commlitien, and prior Lo publi- Assistant Seorelary Fherefore, purnmnt Lo 1he juavisingg
ention, muke editorial or olher minog Jor Seienee and Teehaology. of e Act toees 40000 iiinr, Bt
ehanren wideh ave dectied peeenaney Ao 1P, Do, o0 0N Fed, Dea. 1D, 1000 R Iy A LT TS T PRRRAY N F R R M R ETIS I
veduce  pblpnily  or  lmprave elnrily AT am,) WV G0 g nnder nilhonty delepgpted Lo
within the standnrd: Provided, ioweper, Ty 20 CIog 202, the Conmdesioner
That na substantive ehnnges shall bo

proposes Lhal o new Parl 128 be added
made in the stnndard.,

§10.11 Withidenwal of a published atand- DEPARTMENT OF HEM.TH, EDU- A 126 HOMAN. FOODS,

; PART 1286—HUMAN FOODS; CUR-
hra.

RENT GOOD MANUFACTURING

(a) Any standard publlsr&ed under CA"(’Nu AND WEI-FARE ' PRACTICE (SANITATION) IN MAN-
these or any previous procedures may . -
be withdrawn by the Department at any Food and Drug Administration lIJls écglnkiiof:&%ESSlNG, PACK
time. Such action will be taken, if, after {21 CFR Part 1281 '
con:glt.ation with the Standing Com- o ?;g.l Defn
mittee, as provided in paragraph (h) of F A nitions. -
thizs section, and after public notice, the HUMAN OOD? . 128.2 Current good manufacturing practice
Department determines that the stahd- Current Good Manufacturing Practice (sanitation).

ard is obsolete, technically inadequate,  (Sanitation) in Manufacturing, Proc-  1aa3 :};ﬁ;;’:‘,‘,m‘?&mﬂ“_

no longer generally acceptable to and assing, Packing, or Holding 1285 Sanitary facilities and controls,

used by the Industry, inconsistent with 1288 Banitary operations.

law or established public policy, not in _ In the Frozaa. REcisTER of Decem- 1397 Pprocesses and controls.

the public intcrest, or otherwise inap- ber 15, 1967 (32 F\R. 17980), the Com- 1233 Personnel.

propriate, and revision or amendment 15 Inissioner of Food &nd Drugs proposed .. ory. Tne provisions of this Part 128
not feasible or would serve no useful ‘he promulgation of Part 138 cOVErINg ., ,0q ynder secs. 403(s) (4), 701 (s). 53 Stat.
purpose. ?mesam?:u ‘;lno;xim Hg:"ézﬁgfzfmgrﬁé‘é@ 1048, 1055; 21 U.5.C. 343(a) (4), 371(8).

(b) Before withdrawing a 1 : " i

standavd tha Dapartment %m r’:ﬁ;lm essing, packing, or holding of human §123.1  Definitions.
FAlarivn akvaniaqas and dleadvaniages 048 Cammenta eara varalvad in TAr e Aafnitiarg and  NrmIrarniima
AT AU G, BV, Gevilpueat of  PIVUIL TRy WOl vk sl Gl gonupiiet 10 beelor 261 O Lk Fehers]
& new steticerd, o withdraws), with the  SitTulicant changes in the proposed regU-  Food, Drug, and Coumetic Att are appli-
mernbers of the Slanding Committee for ations, and the Commissioner concludes caple to such terms when used in this
that standard, if such committee was ap- vhat 8 revised proposal should be pub- part, The following definitions shall'also
pointed within the previous 5 years. lished a5 set forth below. apply:

(¢) Public notice of intent to with-  These regulations would establish erl-  (3) “Adequate” means that which is
draw sn existing standard will be given teria for good mamufacturing practices needed to accomplish the intenced pur-
and a 30-day period will be provided for - for effective sanitation control In the pase in keeping with good public health
the gung lofs th"ittgn objections to the 91'3;“““;1‘;' pmc?ssgl:’mpa&m?g’ OT practice.
withdrawal, Such objections to the with- ng of human oo ellect com- “ » _
drawal will be considered and analyzed Pliance with section 402(a)(4) of the stélg)mﬁe:?zcﬁe?ig:gg g‘mﬁ“ﬁd
by the Department before a final de- Federal Food, Drug' and Cosmetic Act. finish that residues fmn:l or cause.d by
cision is8 made to withdraw the stand- They set forth standards of sanitary processing operations may be removed
ard. The Department will give public food brocessing that would result in a

- notice of the withdrawal of an existing ¢lean and wholesome end product. Some py normal in-place or sembly clean-

ing methods, -
standard not less than 60 days prior to Of these standards are expressed in »
the effective date of such wlmwwal. % mandatory terms; others are directory. b (c) “Plant” means the building or
(d) Withdrawal will terminate the au- All should be observed to satisfy the re- Dulldings, or parts thereof, used for or in
thority to refer to the published stend. 9uirements of current good sanitation ¢onnection with the manufacturing,
ard as s voluntary standard developeq Practice in food processing and holding. procﬁmc. Dﬂic?am. labeling, or hold-
under Department of Commerce pro- _ While these regulations would estab. 118 Of human food.
cedures, from the effective date of the Msh general criteria for the human food _ (d) “Sanitize” means adequate treat-
withdrawal. industry, they would not apply to those oent of surfaces by a process that is ef-
- establishments engaged solely in the fective in destroving vegetative cells of
§10.12 Effect of procedures, harvesting, storage, or distribution of one Pathogenic bacteria and in substantially
These procedures supersede all com- O©r more raw agricultural commodities, ag Teducing other micro-organisms. Such
modity standards procedures previously defined in section 201(r) of the Act, treatment shall not adversely affect the
fssued by the Department of Commerce Which are ordinarily cleaned, prepared, Product and shall be safe for the
or any of its offices or bureaus, hut cur- greatebctmmd/orkotherwise processed be- Cconsumer.
rent commodity standerds published un- fore g marketed to the consuming § 1282 i
der any such superseded procedures will bublic. The Commissioner believes that § Current good manufacturing

practice (sanitation).
remain in effect a8 Voluntary Product If hecessary special regulations should
Standards. Nothing contained in these be developed for operations in this m:‘uheamf;'}: Lnt:f, 1";3'3 through 128.8
procedures shall be deemed to apply to category. PP, etermining whether the

Iacilities, methods, practices, and con-
the development, publication, revision, Any interesied person not within the used Y !
smendment, or withdrawal of any stand- exception for raw agricultural commodi~ g:climg ;;‘ ﬁgﬁ:ﬁ;&agﬁg&e. proeigssing,
ard which is not identified as a “Volun- ties, Who belleves circumstances warrant ¢ ’ are in con-
tary Product Standard” by the Depart- an exception and special regulations for 10Tnance with or are operated or ad-
ment. The authority of the Department his operation, may submit & vequest tor Ministered in conformity with good man-

with respect to engineering standards exception together with a written justi- ufacturing practices to assure that food
activities generally, including the ay- fication in support of the request ad-

- for human consumption has been -
thority to publish appropriste recom- dressed to the Commissioner, Pood and tans

pared, packed, and held unde:
mendations not identified as “Volun- Drug Administration, 200 C Strest BW. conditions, " sanitary

MDERAL REGISTER, VOL 33, NO. 247-—FRIDAY, DECEMAER

20, 1968

o

AST 00002324




