7410. 2PackgngMat eri al sMoni t or ng10/ 6/ 93

OPl: RP/ PAD
PACKAG NG MATERI ALS MONI TORI NG

l. PURPCOSE

This directive provides guidelines for conplying with the packagi ng
nmonitoring requirenments contained in Sections 317.24(d) and 381. 144(d) of
the MPI Regul ati ons.

. CANCELLATI ON

FSIS Directive 7410.2, dated 9/20/85

L1l REASON FOR REI SSUANCE

This revision updates references to MPI Regul ations, Sections 317.24
(formerly designated as 317.20) and 381.144(d); FSIS Directive 11, 000. 2
(formerly Part 8.34 of the MPI Manual). It revises FSIS Form 11, 300-11
(formerly FSI'S Form 6800-11). This revision al so updates the phone nunber,
mai | i ng address, and organi zation structure for the Product Assessnent

Di vi si on, Conpounds and Packagi ng Branch (fornerly Food | ngredient
Assessnent Division, Product Safety Branch), Regul atory Prograns.

| V. REFERENCES

21 CFR 7.12 and 7. 13, FDA Regul ations; Ml Regul ations, Sections 301. 2,
317.24, 381.1, and 381.144; FSIS Directive 11,000.2 dated 4/28/87; FSIS
Directive 7410.1, Rev. 1, dated 7/1/93;

V. ABBREVI ATI ONS AND FORM

The followng will appear in their abbreviated formin this directive:

FFDCA Federal Food, Drug, and Cosnetic Act

I1C | nspector In Charge
PAD Product Assessnent Division
CPB Compounds and Packagi ng Branch

| O Inspection Operations

FSI'S Form 11, 300- 11- - Packagi ng Material Monitoring
Vi . PCLI CY

MPlI Regul ations, Sections 317.24 and 381. 144, note that offi-cial
establishments nust receive fromthe suppliers of their packaging nmaterials
and retain in their files, witten guaranties that the materials conply
with the FFDCA, as anended, and all applicable food additive regul ations.
Such guaranties establish that the described packaging materials are in
conpliance unless the inspector has specific reasons to believe otherw se.



FSIS will nonitor the use of packaging materials in official establishnments
to ensure that the witten guaranties can be substanti at ed.

VII.

VIITT.

| NSPECTOR S RESPONSI BI LI TI ES
A. The II1C shall:

1. Receive FSIS Form 11, 300-11, (See Attachnent 1), which wll
be forwarded to randomy sel ected establishnments by the CPB

2. Select a specified nunber of packaging nmaterial (s) (one
material per monitoring fornm during the tinmeframe indicated on
the nonitoring form |If possible, different kinds of materials
(e.g., cans, plastic film etc.) should be selected and the
material (s) should be currently in use at the establishnent and
covered by a guaranty.

3. Provide the necessary information as indicated on the
monitoring form Mdst of this information can be taken directly

fromthe guaranty. |If no material is used at the establishnent,
*** the I1C should wite "NONE" in Item1 *** and conplete Item
6.

4. Use the self-addressed envel ope that acconpanies the
monitoring formand return it conpleted to CPB. A sanple of the
packagi ng material should not be submtted.

5. Allow continued use of a material during the review period.
Sel ection of a material for review does not affect a material's
acceptability. If the acceptability of a packaging materi al
cannot be confirnmed, the Il C at the establishnment where the
material was selected for review w ||l be notified by Headquarters
| O office. Subsequently, an FSIS listing of selected materials
W ll be issued to informall other establishnents.

REVI EW REQUI REMENTS

AL CPBwll reviewthe information provided by the I11C on FSIS Form
11,300-11. |If CPB does not have the conplete chem cal conposition of
a packaging material that has been selected, a letter (See Attachnent
2) will be sent to establishnment nmanagenment with copies to the I1C and
t he pack-aging material supplier. CPB will assign a Mnitoring
Control Nunmber to each nonitoring form This nunber nust be included
on all correspondence from establishnent managenent or the materi al
supplier in order to track the progress of the *** evaluation of the
sel ect ed packagi ng materi al .

B. CPBwIll review additional information requested in Attachnent 2
that would verify the basis for the supplier's guaranty.



1. The establishment/supplier will have a m ni mum of 30 days
to submt the information. The information should include, but
not necessarily be limted to: manufacturing firms name, brand
name or code designation for the material, conplete chem ca
conposition, and intended use of the selected naterial. The
Moni toring Control Nunber, as shown at the bottom of Attachnent
2, should be included on all correspondence fromthe
establ i shment or packagi ng supplier concerning that packaging
mat eri al .

2. |If CPB does not receive a reply fromthe pack-agi ng
material supplier within the tinmeframe specified, a final notice
(See Attachnment 3) will be sent to establishnment nmanagenent with
copies to the I1C and the packagi ng material supplier.

3. If no response to the final notice is received and the
safety and/or acceptability of the material cannot be confirned,
conti nued use of the packaging material nmay be denied in
accordance wth the procedures in MPI Regul ations, Sections
317.24(e) and 381.144(d). |If use of a packaging nmaterial is
denied, the 11 C at the establishnent where the material was
selected for revieww Il be notified by Head- quarters 10 office.
Subsequently, an FSIS listing will be issued to informall other
establ i shnments.

C. Inspectors shall not take action to prevent use of the materi al
until official notification is issued.

I X. NOTI FI CATI ON OF UNACCEPTABLE MATERI ALS

If the use of a material is denied by the Adm nistrator, the I1C at the
establ i shment where the material was selected for revieww || be
i mredi ately notified by the Headquarters 10 office. Also, FSIS wll
periodically issue to inspectors a listing, by distinguishing brand nane or
code designation and by the supplier's nane and address, of packagi ng
materi al s that have been reviewed and have failed to neet the requirenents
of the FFDCA, as anended. Materials |isted are those not permtted for use
in official establishnments. |f a subsequent review of any materi al
indicates that it neets the requirenments of the FFDCA, a letter will be
i ssued to the packaging material supplier superseding the listing. This
letter will serve as proof of acceptability until a subsequent listing is
i ssued.
A.  Upon receipt of notification by the Headquarters 10 office or
the FSIS listing, the I1ICwll take the follow ng actions:
1. Followinstructions given in the notification of
unacceptable materials, which will be sent by the Headquarters 10
Ofice.
2. Reviewthe FSISIlisting to determine if any listed
materials are in use at the establishnent. The inspector should
not allow materials listed in the FSIS|listing to be used in



of ficial establishnments unless notified otherwise. Unless an

i mm nent hazard to public health exists, no product recalls or
repackagi ng should be required. The disposition of naterials
already in the establishnment, which appear in the FSIS |isting,
and of food products packaged in such materials, will be handl ed
on a case-by-case basis in the notification.

Craig A Reed
Deputy Adm ni strator
| nspection Operations

Attachment s

1 -- FSIS Form 11, 300-11 (Reference hard copy of FSIS Directive
7410.2, Rev. 1)

2 -- Exanple--FSIS Letter to Establishnent

3 -- Exanple--Final FSIS Letter to Establishnment

Attachment 2
Manager, Establishnent # Dat e
Est abl i shment Nane
Est abl i shment Address
Est abl i shment Address

Dear Establishnment Manager:

I n accordance with MPI Regul ations, Sections 317.24 and 381. 144, the Food
Safety and | nspection Service (FSIS) nonitors the use of food contact
packaging materials in official establishnments to assure that they conform
to the requirements of the Federal Food, Drug, and Cosnetic Act and al
applicable food additive regulations. This establishnment was sel ected at
randomto participate in the nonitoring program

On (Date) , the Federal Inspector at this establishnment sel ected
(Material Name) supplied by (Supplier's Nane) for review. FSI'S has no
information on file concerning this packaging material. Therefore, we wll

need the conplete chem cal conposition and intended use fromthe supplier
in order to ensure that the witten guaranty fromthe supplier listed above
can be substanti at ed.

Al'l major and m nor constituents in the formulation nust be listed by
proper chem cal nane as they appear in the appropriate regulations (Title
21, Code of Federal Regulations). Dyes and pignents nust be identified by
their 5-digit Colour Index Constitution nunber or structural fornula. Each
i ngredi ent should be further identified by its CAS regi stry nunber when
avai l abl e. Chemi cal fornulations and other proprietary information are held
in a confidential file and used only to evaluate the material. Please have
your packaging material supplier submt the conplete conposition of the
above material to the address below within 30 days. If the information is



not provided within the tinme indicated, the guaranty will be considered
invalid and use of this material in official establishnments nmay be deni ed.

USDA, FSI'S, RP, PAD

Compounds and Packagi ng Branch
Bl dg. 306, BARC- East
Beltsville, Maryland 20705

Al'l correspondence concerning this request nmust include the nonitoring
control nunber below or a copy of this letter.

R R bk S bk S b S b b S b b b b S b S I Rk

* (nmonitoring control #) *

R R b b b b b b b b b b b b b S b S Sk kb b S
| f you have any problens, please call the Conpounds and Packagi ng Branch at
(301) 504-8566.

Si ncerely,

John M Damare, Chief
Compounds and Packagi ng Branch
Product Assessnent Division
Regul at ory Prograns

cc: Inspector in Charge
Packagi ng Material Supplier

Attachment 3 Manager
Est abl i shnent #
Est abl i shnent Name
Est abl i shnent Address
Est abl i shnent Address FI NAL NOTI CE - (date)
Dear Establishnment Manager:

In accordance with MPI Regul ations, Sections 317.24 and 381. 144, the Food
Safety and | nspection Service (FSIS) nonitors the use of food contact
packaging materials in official establishnments to assure that they conform
to the requirements of the Federal Food, Drug, and Cosnetic Act and al
applicable food additive regulations. This establishnment was sel ected at
randomto participate in the nonitoring program

On (Date) , the Federal Inspector at this establishnent
sel ected (Material Nane) supplied by (Supplier's Nane) for review. FSIS
has no information on file concerning this packaging material. Therefore,

we w il need the conplete chem cal conposition and intended use fromthe
supplier in order to ensure that the witten guaranty fromthe supplier
i sted above can be substanti at ed.

Al'l major and m nor constituents in the formulation nust be listed by
proper chem cal nane as they appear in the appropriate regulations (Title



21, Code of Federal Regulations). Dyes and pignents nust be identified by
their 5-digit Col our Index Constitution nunber or structural fornula. Each
i ngredi ent should be further identified by its CAS registry nunber when

avai l abl e. Chemi cal fornulations and other proprietary information are held

in a confidential file and used only to evaluate the materi al. Pl ease
have your packagi ng material supplier submt the conplete conposition of
t he above material to the address below wthin 30 days. |If the information

is not provided within the tinme indicated, the guaranty will be considered
invalid and use of this material in official establishnments nmay be deni ed.

USDA, FSI'S, RP, PAD

Compounds and Packagi ng Branch
Bl dg. 306, BARC- East
Beltsville, Maryland 20705

Al'l correspondence concerning this request nmust include the nonitoring
control nunber below or a copy of this letter.

R R b S S b Sk b b b S S b b b Sk S b b S Rk

* (nmonitoring control #) *

R R b S S bk S b b S b b b b S b b S Rk

| f you have any problens, please call the Conpounds and Packagi ng Branch at
(301) 504-8566.

Si ncerely,

Failure to respond to this final notice within 30 days will result in
invalidation of the guaranty for this material.

John M Damare, Chief
Compounds and Packagi ng Branch
Product Assessnent Division
Regul at ory Prograns

cc: Inspector in Charge
Packagi ng Material Supplier



