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May 11, 2007
VIA HAND DELIVERY
The Honorable Bart Stupak The Honorable Ed Whitfield
Chairman Ranking Member

Subcommittee on Oversight and Investigations Subcommittee on Oversight and Investigations
House Committee on Energy and Commerce House Committee on Energy and Commerce
2125 Rayburn House Office Building 2125 Rayburn House Office Building
Washington, DC 20515 Washington, DC 20515

Re:  April 24, 2007 Hearing
Dear Chairman Stupak and Ranking Member Whitfield:

ConAgra Foods, Inc. (“ConAgra”) appreciated the opportunity to testify before the
Subcommittee on Oversight and Investigations (“Subcommittee”) on April 24, 2007 regarding
the company’s recent recall of its peanut butter products. During the hearing and in subsequent
discussions with Subcommittee staff, we were asked to provide the following additional

information for the hearing record:

1. Copies of any inspection reports for ConAgra’s Sylvester, GA facility for 2000 to
present.
2. Details on any prior situations where ConAgra did not provide the Food and Drug

Administration (FDA) with records it requested, whether verbally or in writing.

3. Details for the past five years of any positive pathogen findings for finished
products from any routine testing conducted by ConAgra for its current food

businesses at its manufacturing facilities.

ConAgra is still reviewing its internal records in order to fully respond to the
Subcommittee’s request with respect to positive pathogen findings; however, we anticipate
being able to provide this information by the end of the thirty (30) day period in which the hearing
record is open (i.e., by May 24, 2007). In the interim, what follows is our response to the first

two requests outlined above.

In response to the first request, in Attachment A to this letter, we provide copies of the
reports associated with inspections of our Sylvester, GA facility by FDA and the Georgia
Department of Agriculture for 2000 through 2003. We previously provided the Subcommittee
with copies of such inspection reports for 2004 forward.

Providing a response to the second request outlined above is particularly challenging
given the size of ConAgra and its numerous facilities (almost 100 in the U.S.) that are subject to
regulatory inspection. However, we are able to provide the Subcommittee with the following

information:
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. Upon checking with the appropriate company personnel, to the best of our
knowledge, we are not aware of any situation in the past in which ConAgra
refused to provide FDA with certain records in response to a written request from

the Agency.

o With regard to verbal requests for records from FDA, there likely have been
instances in the past where FDA made a verbal request for records in connection
with a plant inspection, was asked by ConAgra’s plant personnel (consistent with
company policy at the time) to make the request in writing, but did not follow up
with a written request -- so that the records were not provided. To the extent any
such requests were not in writing, it is not possible to track and keep a record of
them. Indeed, this along with the ability to provide any responsive records in a
manner that protects them from inappropriate disclosure under the Freedom of
Information Act are the primary reasons why ConAgra has historically asked that
FDA put requests for the company’s information in writing. [n that regard,
consistent with our historical policy, we would not have refused to provide FDA
with the information verbally requested; rather, we would have simply responded
by asking that the request be made in writing.

o We believe our historical policy is consistent with long-standing practice in the
food industry. Even where there is no statutory authority granting FDA access to
records, it has been industry’s experience that FDA inspectors will make verbal
requests for them.! In response, it has been a Iong-standing industry practice to
ask that these types of requests be made in writing.

J We also believe our historical policy is consistent with the relevant law in this
area. Specifically, Section 703 of the Federal Food, Drug and Cosmetic Act (21
U.S.C. 373) provides that it is unlawful to deny FDA access to records concerning
interstate shipment of FDA-regulated articles when such request is accompanied
by a statement in writing. The regulation implementing Section 306 of the Public
Health Security and Bioterrorism Preparedness and Response Act of 2002
(Public Law 107-188) also makes clear that requests for records pursuant to the
Act will be made by written notice.®> We further note that FDA regulations provide
for agency access to company records for low-acid canned foods and acidified
foods, yet the regulations granting this authority make clear that all such requests
are to be made /n writing on a designated FDA form.* ConAgra believes,
therefore, that it should not be considered unreasonable for companies to ask for
written requests from FDA for company records, particularly in those situations
where the agency has no explicit statutory or regulatory authority granting access
to such records.

1 See e.g., James T. O'Reilly, FOOD AND DRUG ADMINISTRATION, 2ed. (2006) 20-56; James W. Swanson, How To
Handle and FDA Inspection-The Investigator's View, 33 Foob DRuUG Cosm. L.J. 109 (1978); Laurie Burg, A Trade
Association View of the FDA Food Inspection Programs, 35 FooD DRuG Cosm. L.J. 170 (1980). A copy of these

articles is included in Attachment B to this letter.

2 See e.g., Arthur W. Hansen, An FDA Inspection. Preparing for the Inevitable, 36 FOOD DRuG Cosm. L.J. 641 (1981);
see also, Stephen H. McNamara, The FDA Inspection: What You Need to Know to Frotect Your Company, 36 FooD
DRUG CosMm. L.J. 245 (1981). A copy of both articles is included in Attachment B to this letter.

3 21 C.F.R. § 1.361; this written notice is further evidenced in a records access guidance document found
at http://www.cfsan.fda.gov/~dms/secqui13.html. The designated FDA form (Form FDA 482c) for providing this
written notice also indicates that the records being requested are to be described on the form.

421 C.F.R. §§ 108.25(g) and 108.35(h).
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o Notwithstanding industry practice, ConAgra provided the Subcommittee on April
23, 2007 with a letter confirming that the company’s current policy for providing
FDA with access to company information would be formalized to reflect the
approach the company followed in connection with its recent peanut butter recall.
Specifically, we will suspend any written request requirement in a recall-related
situation, provide on-site review of records for routine inspections, and provide
copies of routine, non-sensitive information (i.e., non-confidential and non-
proprietary information) upon a verbal request from FDA. Understandably, we
will continue to ask for a written request for copies of any sensitive proprietary
company information.

Should you have any questions regarding this additional information, please let us know.

Very truly yours,

Leo A. Knowles
Senior Vice President

Attachments A and B



ATTACHMENT A

Copy of Inspection Reports
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3. -Equipment 18, Water Temp, 33, False Adverdsoment 48, Mo Pkg. Farons
4. Utensils 149, Zoiled Linen 34, Fat Test Pos. | Nep. | 49, No. Scamwer Tems Ck'd,
5. Walls 24, Temperature 35, Sulfite Test Pos. | Neg. ] S0 No. Scanner Errors
6. Qedlings 21, Rodents 36, Microwave Pas. | Neg. | 31, No. Dox BEggs Inspected
7o Windows 22, Insects 37. Violutions Corrected 52, No. Do Bggs Withheld
8. Doors 23, Contamination 38, Adv. Submitted 33, License Check YES
8. Screens 4. Adulteration 39, Rejocted Bquipmont YES 34, Nu/‘ Water Saniples
1. Ploors 23, Distressed Food 40, Fond Destruction $ 35 No. Samples Collected f
11, Restuwoms 26, Employee Cleanliness 41, Wiilibold from Sale YES 36, N, Labels Collected
12, Lavatories 7. Hadr Restraing o 42, Abatement Tssued YES 7. Plesh Garbage Disposal | YES
13, Vemilation 28. Use of Tobacee 43, Improvemens % 38 Wo. Outdated Jems
14, Lighting 29, Labeling 44. Special Reports ¥HS i3 8
15, Transporiation 30, Packaging 43, No. Scales Checked
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GEORGIA DEPARTMENT OF AGRICULTURE ' THOMAS T. IRVIN

0 1‘122'” ' Consumer Protection Field Forces : Cominissioner
[} Change Capitol Square, Room 306 '
‘ Atlanta, Georgla 30334

l:g D@letc

WAT,;R b@URCE 1 — PUBLIC 2 — PRIVATE
| Invequgatwn

:FIRMVNAME / Al /40 ra / 7’%{‘("3"/‘% ﬂﬂéf/tm/ (é DATE (ﬂ ,970 d2- [ Misc.

: _ / .
‘ADDRESS L /zé’ 1 L ' , Insp. Begin_ 2%

T T T T N = o ) Time End_,/ :

CITY ";_7} /‘/ 22 / 7 . STATE K/j ZIP 2 /7 // COUNTY;%Z/Z’ % I Mise. -

Time Hrs.

ESTABLISHMENT NO, (777 ,}/ és’/ é}’ GRID CODE e LICENSE NO. ———
- ’ Travel Miles

ASSISTING < - ASSISTING ‘ : s : ;
. INSPECTOR. NO. - INSPECTOR’S NAME e *cmwmspgcma,{%ﬁﬂ/ NnoZS

,‘f}/ 7 5 ; /
FIRM TYPE CODE __ e 2 7/ i OWNER/MANAGER éf/ﬁ/ﬂ //%? .
ESTABLISHMENT INSPECTION '
VI‘(I_’(‘;]:} _ cope . |ViRA CODE - | VIoLA- CODE
16, Shelvés . . ] 31 Ingredients : 46. No. Scales Rejected *
7. Storage Area ©32. Processing . 47. No. Pkg. Weighed
18, . Water Tenp, 33, False Advertisement . 48, Mo, Bxg: Brrors
"} 19. Soiled Linen : 34, Fut Test 5 $os.. | New. | 49 No. Seapmer Tems Cicd: |
20. Temperatire ‘ 35. Sulfite Test v Pos. Meg, | 50. No. Scanper Errors '
2l Rodents . 36, Microwave o Bos, | Neg. | 310 No, Doz Bgps Inspected. |
22, ‘Inseots” . 37. Violatigns Corrected |, 52, No, Déz. Bpgs Withheld
23. Contaminaiion - _38.- Adv, Submitted 53 Lidense Chieck YES
24, Adulteration C s ’ 39: Rejected Bquipment | YES .| 54. No. Water Samples
25. btstrcsscdl‘ood L 1 20, Food Destrucuon ’ $ o ‘ 55, Noib é;ll.‘nples Colle&éd'
-} 26. Employee Cloantiness . ’ ] 41, - Withhold from Sale YES | 56: No: Labels Collected
- 27 iﬁir Restraint » 42, Abgtement Issued: 1 YES i 57, Flesh Gartinge Disposal [ YES
28, Usp'of Tobaceo 43, Impmvemems 1% 58. Nip. Outdated Tiems
i 29, Labeling : . 44, Special Reports ,Yﬁs 39,
15. 'ansponanm\ ] .1 30. packaging . 45. . Né 9(,&1]% Checked 60:
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GEORGIA DEPARTMENT OF AGRICULTURE
Consumer Protection Field Forces
Capitol Square, Room 306
Atlanta, Georgia 30334

[ New'
{7 Chante
o Delete

THOMAS T. IRVIN

WATER SOURCE: | — PUBLIC, 2 — PRIVATE

/'fﬂ’/?fi/’f( 6’({,(&( %(‘c‘/u("’/ﬁ (]5’

7 220

Commissioner

e

O rollow-up

[-] Complaint

[T tnvestigation
] Misc.

FIRM NAME DATE
ADDRESS i/f‘ /«’7 s e ;Esp. :itgm /?"Z‘S
ary /7//’/’1// 7! STATE _{ ,3;*1-7 ZIp 37 / // C()UN’I‘YéZ/?/"/Z? N::: =
BSTABLISHMENT NO. A 7 CY¥ & _orip copE_______ LICENSE NO. o Time Hes

Travel Miles

ASSISTING
INSPECTOR’S NAME

32/

ASSISTING
INSPECTOR NO.

cuee wspector &0/ No,([,:f:ii
OWNER/MANAGER e Hrls e

ESTABLISHMENT INSPECTION

FIRM. TYPE CODE

CODR Ik CODE VoL CODE VIa CODE
1. Qutside Premises 6. Shelves 31, Iupredienis 46, - No, Scales Rejected
2. Roof 7. Storage Area 32, Processing 47. No. Pkp. Weighed
3. Equipment 18, Water Temp. 33, False Advertisement 48, No, Pky, Ervors
4. Utensils 19, Soited Linen 34, Fat Test Pos. | Neg. | 49, No. Scanner ftems UK'd.
5. Walls 20. Temperatuse 35. Sulfire Test Pos, | Neg. | 50 No. Scanner Errors
6. Ceilings 21. Rodents 36. Micrawave Pas. | Neg. | §i. No. Doz, Eggs Inspecied
7. Windows 22, Insecls 37. Violations Cormrected $2. WNo. Doz, Egps Withheld
8. Iowurs 23. Contamination 38, Adv, Submitted 33 License Check YES
Q. Screens 24, Adulteration 39, Rejected Eapipment YES 4. No. Water Samplos
10, Floors 25, Distressed Food 40. Food Destruction $ 55. "No. Samples Collecied
{1. Restroois 26. Employes Cleanliness 41, Withhold from Sale YES 56, No, Labels Collected
12. Lavatories 2. Hair Restraim 42, Abatement Issued YES $7. Flesh Garbage Disposal | YES
13, Ventilation 28, Use of Tobacco 43, Improvements % 38. No. Ouvidated ftems
14, Lighting 29. Labeling 44. Special Reports YHS 59,
15, Transportation 30. Packaging 45. 'No. Scales Checked 60,
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GEORGIA DEPARTMENT OF AGRICULTURE
Consumer Protection Field Forces
Capitol Square, Room 306
Atlanta, Georgia 30334

(] New
{7} Change
[ Delete

WATER SOURCE: 1 -— PUBLIC, 2 PRIVATE

T HAJIVIAO 1, an yux
Commissioner

e

{1 Follow-up
[} Complaint

p[mﬂ(,/ﬁ (/t(t(*\i ///x(/um[
/( SC(JQ{"LLK r/f

FIRM NAME

ADDRESS

CITY )\l; €S 4““ STATE GA ZIP 3/79/ COUNTY LL_CL{,I.’\_
ESTABLISHMENT NO. 9 / Y & orip cope _ LICENSE NO. oo
ASSISTING ASSISTING

_INSPECTOR’S NAME

57/

INSPECTOR NO.

DATE&Z_S{_LC_;E ‘‘‘‘‘

{71 Investigation
[ Misc.

p. Begin //V/

O

Ins

‘Time End
Misc.

Time Hrs.

LTI R 1 [ S —————

CHIEF INSPECTOR C bf as J NO{/ﬂZi)

—
FIRM TYPE CODE . owneaanacaal KL kie ;
ESTABLISHMENT INSPECTION i
CODE Vol CODE Vo CODE VLA CODE
1. Outside Premises 16. Sheives 31, Ingredients 45, No. Scales Rejected
2. Roof 17. Storage Aréa 32, Processing 7. No. Pkg. Weighed
3. EBquipment 1%, Water Temp. 33. False Advertiscment 48. No, Pkg. Brrors
4. Utensils 19. Soiled Linen 34, ¥at Test Pos. | Neg | 49. No. Scanues Ttemns CK'd.
5. Walls 20. Temperature 33. Sulfite Test Pos. | Neg | 50. No. Scanmer Erors
6. Ceilings 21. Rodents 36, Microwave pos. | Neg. | 51 No. Doz, Eggs fispected
7. Windows 23, Insects 7. Viotations Corrected 52, No. Doz Epgs Withheld o
& Deoss 23, Contamination 18, Adv. Submitted 53. License Check YES
9. Screens 24, Adulieration 39. Rejected FPguipneat YES $4. No. Water Samples .
10. Floors 25, Distressed Food 40. Food Destruction § 535, No. Samples Collected
1. Restrooms 26. Employee Clednliness 41, Withhotd from Sale YES 56. No. Labels Collected
12. Lavatories 27, Hair Restraint 42, Abatement Issued YES §7. Plesh Garbage Disposal YES
13, Ventitation 2%, Use of Tobaeco 43, lmprovemenis % 5%, No. Quidated fremy
14. Lighting M. Labeling 44, §pecial Reporis YES 59.
15, Transportation 3. Packaging No. Scales Checked 60,

/\ti/ A Jact reeus /Uf)l(‘?'\/ Cpl +he

REMARKSH!S"{?P}; ’
1 ;%7 £ 2.

{(’)fﬂ? Uil LG (e ‘f/ix)

(./._’i(u“{ﬁn:‘f /)’s@’ﬂ("’(“‘f{é‘"n.) . /\, 7 \/1’?! 4fuxu pooterd

e ')l/ Vo3

l/‘/ﬁ /ﬁf’“f"//t A

e mad”

- ) il

i\ x\ o) Uf £ {@4‘;{ u&é G

AN INSPFC’I 1ON OF YOUR ESTABLISHMENT HAS BEEN MADE AND YOU ARE NOTIFIED. oF
TO BE CORRECTED.

THE INDILATED VIOLATIONS

THESE VIOLATIONS ARE : .//
NPl s ian 0, A Mer g (Tl 475 \

[ REPORT RECEIVED BY TITLE

SANITARTAN'S SICNK




Consumer Protection Field Forces

[ New :
[1 Change Capitol Square, Room 306
[J Delete Atlanta, Georgia 30334

WATER SOURCE: | - PUBLIC, 2 — PRIVATE

JEORGIA DEPARTMENT OF AGRICULTURE -

THOMAS T. IRVIN
Commissioner

[B Routine
] Fotlow-up
1 Complaint

,-/7 / ”
FIRM NAME (71/’(‘(‘;1-,4 / .z';.,r--/zu s (¢

DATE A /

[J Investigation

( :}’ 1 Misc.

{_oN /)/&m

2

i N f’», . 74 fore o
ADDRESS Il S )/0:" ¢ / . fnsp. Begin . }
- I ! - Time End / {2
' SO . , A 3 y o
ey i be state_ (30 o _2/77/ COUNTYQ_.;L_:.IAMN Misc.
e ' T N Time Hrs.
ESTABLISHMENT NO. _2 1{r Y/ (___arip copE. . LICENSE NO. — -
7 Travel Miles
ASSIS"I;ING (LG ASSIS"I"[N(: ) . * ( /3// h/ (/ o >
INSPECTOR NO. A A INSPECTOR’S NAME - CHIEF INSPECTOR F A NO. L e
- . . 7/ ‘ . I oL g /
FIRM TYPE CODE 51/ OWNER/MANAGER /7;&/ L s
ESTABLISHMENT INSPECTION
p—— VIOLA- A VIOLA- VIOLA- o
CODE TION CODE TION CODE TION CODE
1. Quatside Premises 16. Shelves 31, Ingredients 46. No. Sceles Rejected
2, Ruoof 17, Storage Area 32. Processing 47. No. Pkg. Weighed
3 Eguipment 18, Water Temp. 33, False Advertisement 48. No. Pke. Errors
4. Utensils 19, Soiled Linen 34, Fat Test Pos. | Neg. | 49. No. Scanper liems Ck'd.
3. Walls 20. Temperature 33, Sulfite Test Pas. | Nep. | 50. No. Svanner Emors
§.  Ceilings 21. Rodents 36, Microwave Pos. | Neg. | -51. No. Doz, Eggs Inspected
7. Windows 22, Insects 37. Violations Corrected 2. No. Doz, Eggs Withheld
8. Doors 23, Contamination 38, Ady. Submitted 53, License Check YHES
9. Screens 24, Adulteration 39. Rejected Hquipment YHS 54, No. Water Samples
10, Floors 25. Distressed Food 40. Food Destruciion % 58. No. Samples Collected
(1. Restrooms 26. Employee Cleanliness 41. Withhold from Sule YES 86, No. Labels Collected
12, Lavatories 27. Hair Restraint 42, Abatement fszued YES §7. Flest Garhuge Digposal YES
13, Ventilation 28, Use of Tobaceo 43, lmprovements % 58. No. Outdated Irems
14 Lighting 29, Labeling 44. Special Reports YES 59.
13, Transportation 30. Packoging 45, No. Scales Checked 60,
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GEORGIA DEPART MENT OF AGRICULTURE THOMAS T. IRVIN

Consumer Protection Field Forces Commissicner
Capitol Square, Room 306 (z/
. Atlanta, Georgia 30334 T Routine
T 7 Follow-up
WATER SOURCE: 1 — PUBLIQ - PRIVATE / [.] Complaint
] Investigation

FIRM NAME O C)&\{ﬁ«. &V’Of f’ru}l g@fj LY }5 DATE D‘@ D3R [ mise.
ADDRESS } 54? & }9(@@ L ' Insp. Begin DS 2420

Time PBad // ‘5"3/ /éf

CITY Q\) )\/Q"Stnf STATE GA A;j) T4 ) COUNix,bL‘IL Misc.

Q q {, 4 { Time Hrs
ESTABLISHMENT NO.*© 4 GRIDCODE .__________ LICENSENO.
'Imvel Mﬂu

ASSISTING 4 ASSISTING
INSPECTOR NO. 190S INSPECTOR’S NAME' Y.

FIRM TYPE CODE 371 %WNER/MANAGER e Neh s

- ESTABLISHMENT INSPECTION

MEF INSPECTOR A Yo L o deds

CODE VoL CODE VioLa- CODE Moy CODE

1. Outside Premises . 16, Shelves 31, Ingredionts 46. Na, Scales Rejected

2. Roof 17. Storage Area 32. Processing ’ 47. No. Pkg. Weighed

3. Equipment 18. Water Temp. 33. False Advertisement ) 48. No, Pkg. Errors

4. Utensils 19, Soiled Linen 34, Fat Test Pos. | Neg. | 49. No. Scanner frems Ch'd,

5. Walls 20. Temperature ] 35, Sulfite Test Pos. | Neg. | 50, No. Scanner Brrors
6. Ceilings 21. Rodents 36. Microwave Pos. | Neg. | SI. No. Doz Bges luspected

7. Windows 22. Inséews 37. Violations Corrected 52, Nao, Doz, Eggs Withhoetd

8. Daors . 23, {Contamination 38, Adv. Submitted 53, License Chuck YES
9. “Sereens 24. Adulteration 39. Rejected Byuipment YES 54, No. Water Suuples

10. Floors ] 25. Distrossed Food 4. Food Destruction $ 55, No. Samples Collected

4t Restrooms v 26. Employ(-/é Cleanliness 41, Withhold from Sale YES 56. No, Labels Coflected

12.. Lavatories 27. Hair Restraing - 42, Abatement Issued YES 57, Filosh Garbage Disposal | YES
13, Ventilation 28, Use of Tobacco 43, - Improvements 3 58, No. Outdated ftems

{4, Lighting 29. Labeling 44, Special Reports YES 59. ’

15, Transportation 30. Packapging 45, No. Scales Checked . 60.
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B5-B4-°07 89:53 FROM-

T-319 PB@4/024 F-140

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION

1. DISTRICT ADDRESS & PHONE NO.

éz? SHprer ME
Aoty Gf Fo5e?
s 2S5~ 6/ .

N

2. NAME AND T’IT’L?}I}IND%})UAL
2 S 7. Chewp Pos” Hgetsee

3. DATE
2/ /o0

2. FIH NAME

owfléra

I'4
Erocery W/’f’pm 7
6. NUMBER AND STREET !

y2o74 Cenprete Drson

5. HOUR

\rm‘

7. 6ITIfﬂ;D sa/jjz:comz dﬁ* 2/ 7;/

8. PHONE # & AREA CODE

Y 770867

ol

Notice of Inspection is hereby given pursuant to Section 704{a)(1) of the Federal Food, Drug. and Cosmetics Act [21
U.5.C. 374(3)]1 and/ar Part F or G, Title Il of the Public Health Service Act [42 U.5.C. 262-264f

™
@TURE {Faod ghd Drug ﬂﬁon Employesis))
ﬂ

10.::15"2 OR_F'RINT NAME AND TITLE 7 Emplayssfs))
Tt v LRl /
Lre 17 & 2¥ o

/ plicable portions of Saction 704 and other Bections of the Foderal
‘od, Drug, and Cosmetic Act (21 U.5.C. 374] are quoted below:

Sec.704. (a){1) For purposes of enforcement of this Act, officers or
employees duly designated by the Secretary, upon presanting ap-
propriate credentials and a writien notice to the owner, operator, or
agent in charga, are authodzed (A} To enter, at reasonable times, any
factory, warehouse, or establishment in which food, drugs, devices, or
cosmetics are manufactured, processad, packed, or held, for intro-
duction into interstate commerca or aftar such introduction, or to enter
any vabicle being used 10 transport or hold such food, drugs, devices, or
cosmetics in_interstate commerce; and (B) to inspact, at reasonable
umes and within reasonpble limits and in a reasgnable manner, such
factory, warehouse, establishment, or vehicle and all pertinent
squipmegnt, finished and unfinished matarials, containers, and labeling
therein, In the case of any faciery, warehouss, establishmant, or
consulting laboratory n which prescription drugs, nonprescription dnugs
intended for human uss, or restrictad davices ara manufactured,
processed, packed, or held, ingpection shall extend to all things therain
fincluding records, Files, papers, processes, controls, and facilities)
bearing on whether prescription drugs, nonpreseripltion drugs intended
for human use of, restricted devices which are adulterated or misbrandsd
within the meaning of this Act, or which may nat be manufactured,
introduced into interstate cemmerce, or sold, or offarad for sale by
reason of any provision of this Act, have been or are belng
manufactured, processed, packed, transperted, or held in any suc

place, or otherwise bearing on viclation of this Act. No inspection
authorized by the precading sentence or by paragraph {3} shail extend to
financial date, sales data other than shipment data, pricing data,
paraonnel data fother than data as to qualificalions of technical and
profesgional personnet performing functions subject to this Actf, and
research data (other than dala relating to new drugs, antiblotic drugs and
devices and, subject to reporting and inspeclion under requ atlons
tawlully (ssued puisuant to section 5050l or fki, section 507(d} or (g],
section 519, or 520(9), and data relating to other drugs or devices which
in the case of @ new grug would be subject to nsportin}q ar inspection
unider fawful reguiations Issued pursuant to section 505(F of the titlel. A
geparate notice ghall he Elven for each auch inapection, but a notice shall
not be required for each entry made during the period covered by the
inspection. Each such Inspection shall be commencted shd comp! wted
with reagonabfe promptnesa.

Sec. 704{e} Every person required under section 512 or 520{g) to
maintain records and evary person who 18 In charge or custody of such
receords shall, upon request of an officer of emplm{ae designated by the
Secretary, permit such officer or employee at all reasonable times to
have access to and 10 copy and verify, such records.

for which an

Section 512 (1)(1) In the gess of any naw animal drug for v
) is in effect,

approval of an applicaton filed pursuant 1o subsection
the applicant shall establish and maintain such records, and make such
feports to the Secretary, of data relating to experignce, inciuding
expariance with uses authorized under subsection (a){4i(A), and other
data or information, received or otherwiss obtained by such applicant
wilh respect 10 such druc{; of with respact to animal feeds bearing or
contammg such drug, as the Secretary may by general regulation, or by
order with respect to such application, prescribe on the basis of a Yinding
that such records and reports are necassary in order to enable the
Sucratary (o dararming, or facifitate a determination, whether there is or
may be ground for invoking subsection (e} er subsection (mi(4) of this
section. DSut::h regulation or order shall provide, whare the cratary
deems it Yo be appropriate, for the examination, upon request, bY the
persons to whom such regulation or order is applicable, of similar infor-
mation recsived or otherwise obtained by the Secretary. o

{2) Every person required under this subsection te maintain
records, and every person in Gharge or cusztody Thegeof, shall, upon
rgquest of an officer or employss Bsignat@d by the Sacratary, permit
such officer or employee at il ressonable times to have access to and
copy and verify such records.

2ppplicable sections of Parts F and G of Title Nl Public Health Service
Act [42 U.5.C. 262-264] are quoted below!

Part F - Ligensing - Biclogical Products and Clinical Laboratories
and®eo e

Sec, 351{c) "Any officer, agent, or employse of the Department of
Heaith & Human Serviges, autharized by the Secretary for the purpose,
may during alt reasonable hours enter and inspact any astablishment for
the propagation or manufacture and praparation of any virus, serum,
toxin, antitoxin, vaccine, blood, blood component or derivative,
allergenic product, or other product aforesaid for sale, barter, or
axchange 10 the District of Columbia, or to be sent, carried, or brought
from any State or possession into any othar State or possession or int
any forsign country, or from any foraign country into any State or
possession.”

Part F - ** ****Contro} of Radiation.

Sec. 360 Ala) "If the Secretary finds for good cause that the methods,
tests, or progrems related to elsctronic product radiation safety in a
particular factory, warehouse, or establishment in which electranic
products are manufactured or held, may not be adeguate or raliabls,
officers or employess duly dasignated by tha Sscretary, upon
presenting appropriate credentials and & written notice o0 the owaear,
pperatar, gr agsnt in charge, are thereafter authorized (1) to entar, at
reasonable Tmes any area In such factory, warehouse, or establish-
ment in whigh the manyufacturer's tasts {or testing programs) requirad
by section 358(h) are carried out, and (2} to inspect, at reasonable
times and within reasonable limits and in a reasonabls mannsr, the
facilitins and progedures within such area which are raelated to
electronic A:ruduct radiaton safety, Each such inspaction shall be
commenced and compiated with reasonabls promptnass. In addition w0
other grounds upon which good cause may be faund for purposes of
this subsaction, fgcu)d cause will be considerad 10 exXist in any case
whare the manufacturer has introduced into commarce any alectronic
product which does not comply with an applicable standard prescribed
under this subpart and with respsct to which no exemplion fram the
notification requirements has besn granted by the Sacrstary under
saction 399(al{2) or 369(e)."

(b} "Every manufacturer of electronic products shall establish
and maintain such records (mcluding testing records), maka such
reports, and provide such information, as the Secretary may reasonably
require to enable him to determine whsether such manufacturer has
acted or is acting in compliance with this subpart and standards
prascribed pursuant to this subpart and shall, upon request of an officer
or employee duly designated Dy the Secretary, permit such officer or
employee to inspect appropriate books, papers, records, and
documents relevant to determining whethar sugh manufacturer has
acted or is acting in compliance with standards prescribed pursuant to
section 359{a).”

{f) “The Secretary may by regulation (1) require dealers and
digbributors of efectronic %[uducts, to which thsre ars applicable
standards prescyibed under this subpart and the retail prices of which is
not lass tnan $80, to furnish manufacturers of such products such
information as max be necessary to identify and locate, for purposes of
section 359, the first purchasers of such products for purposes other
than resale, snd (2}
information.

require manurgcturers to  pregerve such
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.ﬁ_mam. _mmo_.mwm. 30308
October 23, 2000

S.T. Camp

Plant Manager

ConAdgra Grocery Products
P.0. Box 585

101 Socuth Seabrock Driwve
Sylvester, GA 31791

Dear Mr. Camp:

Oon 7/25/00, Investigator Jackie M. Douglas of the Food and Drug
Administration (FPA) conducted an inspectiocn of your facility.
This inspection covered peanut butter.

The areas inspected appear to be in compliance with the applicable
requirements of the Federal Food, Drug, and Cosmetic Act (FD&C
Act} and implementing regulations.

Based on these findings, the Agency is prepared to endorse export
certificates for products manufactured that were Sspecifically
inspected at vyour facility. This information is available to
Federal agencies when they consider awarding contracts. There may
be other products and operations of your firm for which the
conclusions from this inspection are not applicable. The Agency
may separately inspect your firm's facilities to address Current
Good Manufacturing Practices in these areas.

Your firm has an on-going respongibility to ensure you are

continuing to comply with the FD&C Act and applicable regulations
governing your firm's product({s).

We are enclosing a copy of the establishment ingpection report

{EIR} . This report is being provided to you for information
purposes. This new procedure is applicable to EIRs for
inspections conducted on or after April 1, 199%7. For those

inspections completed prior to the above date, a copy of the EIR

may still be made available through the Freedom of Information Act
{FOIA) .

The Agency is working to make its regulatory process and
activities more transparent to the regulated industry. Releasing
this EIR to you is part of this effort. The copy being provided
Lo you comprises the narrative portion of the report. This copy
may also reflect redactions made by the Agency in accordance with
the FOIA and Title 21, Code of Federal Requlations. Part 20
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Enclosure

Sincerely,

Ballard H. Graham,

Atlanta District

Director
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Summary of Findings

.t

The&current inspection of this large peaniif butter manufacturer is conducted in response
to cemplaint 1-03038, received at Tifton RP on 7/24/00. An anonymous caller, reportedly
a production empioyee of the firm, alleged that rest rooms and lockkrrooms used by
preduction employees were poorly maintained, filthy”, and often without necessary
supplies including soap, hand towels, toilet paper, and toilet seat covers. Also, the caller
stated that handwashing facilities in production areas often lacked soap and hand towels.

This was a limited inspection conducted per PAC 03R801 in order to follow up this
complaint. Additionally, in response to an outstanding surveillance assignment, routine
samples of peanut butter were to be collected for mycotoxin analysis per PAC 67001,

Credentials were shown to Messrs. S. T. ("Tom") Camp, Plant Manager, and Michael J,
Matis, Quality Control Manager. The FD 482, Notice of Inspection, was issued to Mr.
Camp along with the "Resources for Regulated Businesses" document.

Lexplained the purposes of the inspection and provided the two with details of the
complaint concerning the rest room, handwashing, and locker room facilities. I briefly
recounted the allegations made by the complainant, whom I told them was anonymous.

Although both expressed understanding of the GMP implications, a copy of 21 CFR 110
was provided to them.

Both expressed surprise and indicated being unaware of any problems in this area, having
received no complaints internally. Mr. Camp reported the contractor responsible for these
production areas also serviced the office rest rooms and usually the ladies in the office
immediately brought any such problems fo his attention.

Mr. Matis advised he occasionally checks these areas and the firm's Sanitation

Superviser, Mr. Dave Wilcox, more frequently checks them. He said no thing had been
observed or mentioned regarding any problems.

The areas are service daily at around 5:00 PMby B & S Cleaning, a Sylvester, GA
contractor. Mr. Camp reported a personnel change with the cleaning company {due to a
death) about 6 weeks ago while speculating if that might have something to do with the
complaint. I told him I didn't know, but the complainant reported that conditions have
been going downhill gradually for about a year, at about the time the current contractor

was employed. He confirmed that was about how long the current contractor had been
used.

Mr. Camp and Mr. Matis accompanied me to the production employee rest rooms and we
inspected these facilities. The men's rest room was found clean with functionai simks,

- TW_a .
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disposable toilet seaf covers. A trash container was available and not overflowing. The
wosaen's rest room was found in similar ‘€ondition, although the disposable seat cover
dispenser was empty. .

We passed through the employee break room to visit the locker roems. A break was
occurring at the time and several people were present. The break room did not appear
particularly dirty or littered.

A
Sanifation in both locker rooms appeared adequate. In the women's locker room a towel
dispenser was removed from the wall and resting on the trash container top. However, it
was functional and contained towels. In the men's locker room, 1 soap dispenser was
empty, but another filled one was available for use.

A few discarded hand towels were observed on the floors in a couple of areas.

M. Matis acoompanied me into the production areas and showed me the handwashing
sinks. Both were properly equipped with soap and hand towels. He alsc advised of the
availability of large wipes nsed to wipe hands, clean up spills, etc. in these areas, and as |
looked about, I saw several containers of these wipes throughout.

Following the tour [ advised the two that I had not seen anything other than the minor

deficiencies mentioned above. Mr. Camp indicated he had seen these and indicated these
would be corrected.

I recommended the fixm initiate 2 routine inspection of these areas and to consider
posting in a conspicuous place the results of the inspection. I told them I thought this
might demoustrate to the firm's employees the firm's concern for these areas. also
suggested the firm discuss the complaint with the cleaning contractor. Mr. Camp
indicated the firm agreed with these recommendations.

Mr. Matis accompanied me to the firm's warehouse and assisted in the collection of
mycotoxin surveillance samples. 85267, Peter Pan Creamy Peanut Butter, and 85268,
Peter Pan Crunchy Peanut Butter, were collected and are submitted to SRL under
separate cover for analysis. Mr. Matis reported the firm intends to hold the 2 lots sampled
pending FDA analysis. I told him I would aftempt to ascertain dnalytical results as
quickly as possible and advise him.

The FD 484, Receipt for Samples, was issued to Mr, Matis. {Note at the time of issuance,
T entered incorrect sample numbers of 81267 and 81268 on the FD 484 - on 7126/00 1

telephoned Mr. Matis and provided him with the correct sample numbers - left as a voice
mail message.) ' 3
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Notg this firm has undergone a name n_umww..,.n from Hunt-Wesson, Inc. to ConAgrg, ,
Grocery Products. Mr. Camp reporfed ConAgra has owned the facility for several years,

but the name remained Hunt-Wesson until a year or so ago. ConAgrasGrocery Broducts is
headquartered in Fullerton, CA.-

The firm continues to manufacture Peter Pan peanut butter under the Hunt-Wesson labe].
The firm also manufactures a few private labels including Panner, Giant, and Super

Value. At present there are 100+ employees here, and the firm is running 2 ten-hour
shifis per day, 4 to 5 days per week {depending on orders).

No specific warnings were issued and no FD 483 was issued.

Exhibits

1 - Copy of FDA Form 2516/2516a, Complaint 1-03038

ATL-DOY/ Tifton RP
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

1. E_ISTRRCT OFFICE ADDRESS & PHONE NO.

RA3~1%, Ort- 3030F

2. NAME AND TITLE QF INDIVIDUAL

3. DA%/ /0/

B .
. a.m.

TO

6. NUMBER AND BTREET

o} 5. .'ff”ﬂrém_/(- D,

5. HOUR

p.m.

D STATE & ZIP CODE

A lvecte, Ca 3/29)

8. PHONE # & AREA CODE

76-4F1

7 - o g
Notice of Inspection is hereby given pursuant to Section 704{all1) of the Federal Food, Drug, and Cosmetics Act [21
U.8.C. 374(a)’ and/or Part F or G, Title 1ll of the Public Health Service Act [42 U.8.C. 262r'284il

9. 8IGNATURE (Food end Drug Administrat

10. TYPE OR PRINT NAME AND 117 LE (FOA Emplovertel l
S K Coy) ST

! Applicable portions of Section 704 and othar Sectiana of the Faderal
Faod, Drug, and Cosmetic Act [21 U.8.C. 374] are quoted balow:

Sac.704. (a){1) For purposes of enforcement of this Act, officers or
employees duly desighated by the Secretary, upon presenting &p-
propriate credsntiala and a written notice to the owner, operator, ar
mgent in charga, are authorized {A) to enter, at reasonable times, any
factory, warehouse, or establishment in which food, drugs, davices, or
cosmetios ars manufactured, processed, packed, or held, for intro-
duction into interstate commerce or after such introduction, or to enter
any vehicle being uaed to transport or hold such food, drugs, devices, or
cosmetics in interstate commerce; and (B) to inspect, at reasonable
times and within reazonable limits ad ih a reasonable manner, such
factory, warohouse, eatablishment, or vehicle and al pertinent
aquipmaent, finished snd unfinished materiala, containers, and labaling
therein, In the case of any factory, warehouse, establishment, or
consulting laboratory in which prascription druge, nonprescription drugs
intended for human use, or restricted devicas are manufactured,
procesged, packed, or held, inspection shall extend to all thinga therein
finciuding racords. files, papers, processss, contrals, and ~facilitios)
bearing on whether prascription drugs, nonproscription drugs intended
r human use of, restricted devicas which are adulterated or misbran

within the meaning of thia Act, or which may not_ba manufactured,
introduced into interstate commerce, or sold, or offored for sale by
reazon of any provision of this Act, have basn or are heing
manufactured, processed, packed, transported, or held in any such placa,
or otherwize bearing on violation of this Act. No inapaction authorized by
the precedma_'sentence or by paragraph {3} shall extend to financial data,
sales data other than shipment data, pricing data, personnel data (ather
then data as to qualifications of technical and professfonal personnel
porforming functions subject to thia Act), and rezearch data (other than
data ralating 1o new drugs, antibiotic dplgs and devices and, subjact to
reporting and inspection under regulations lawfully issued pursuant to
=ection 5051 or (k). section 607(d) or (), section 519, or 520(g), and
data rolating to other drugs or devices which in the case of ¥ hew drug
wauld be subject to rgpomorzbg‘ar inspaction under lawful regulations
issued pursuant to section 5050} of the title). A separate notice ghall ba
given for each such inspection, but a notice shall not reyuired for
each sntry made during the perivd covered by the inapsction. Each such
inspaction ahall bes commenced and completed with raasonabla
promptneoss.

Sec. 704(a) Every person required under section 519 or 520(n) 1o
maintain records and svery person who is in charge or custody of such
racords zhall, upon request of an officer or em) |0Yee designated by the
Secretary, permit such officer or employee at all reasonable times to
have access to and to copy and vetify, such records.

Saction 704 (f){1) A person accredited under section 523 to review
reports made under section 510(k] and make racommandations of initial
classifications of devices Yo the Secretary shall maintain records
documenting the training qualifications of the person and the employses
of the person, the progedures used by the parson for handling
confidential information, the coempensation arrengements made by tha
person, and the procedures used by the person to identify and avoid
conflicts of interest, Upon the request of an officer or employee
designeted by the Secretary, the person shall permit the officar or
employee, at all reasonable times, to have access to, 1o copy, and to
verify, the records.

Saction 512 (1){1) In the case of any new animal drug for which an
approval of an application filed pursuant to subaection (b) is in effect, the
applicant shall establish and maintain such records, and make such
reportzs to the Secretary, of data relating to exparience, including
experience with uses authorized under subsection (a)(4){A), and othar
data or information, received or otherwise obtained b¥ such applicant
with respact to auch drug, or with respect to animal faeda bearing or
containing such drug, as the Secratary may by general regulation, or by

ordet with respect to such application, prescriba on the baais of a finding
that auch records and reports are necassary in order to epable the
Secretary 1o determine, or facilitate a determination, whethar there is or
may be ground for invoking subaection {a} ar subsaction (m}{4) of this
saction, Such regulation or order shall provide, where the Secretary
deems it to bs appropriate, for the examination, upon raguest, by the
persons to whom sucﬁ regulation or order iz applicable, of similar infor-
mation received or otherwise obtsined by the Secretary. L

(2) Every person required under thiz subsactiop to mantain
records, -and evety peréon in charge or cuatody thereof, shall, upon
raquast of an officer or employae e&gnated by the Secretary, permit
such officer or employas at all reasonable timag to have access to and
copy and verify such records.

2A\pptic:x;bls sections of Parts F and G of Title Il Public Haalth Sarvice
Act [42 U.5.C. 262-264] ate quoted helow:

Part F - Licensing - Biological Producta and Clinical Laboratarias
and LA N2 B A

Saec. 351(¢) "Any officer, agent, or employee of the Department of
Health & Human Sarvices, authorized by the Secretary for the purpose,
may during afl reasonable hours enter and inspaect any establishment for
tha propagation or manufacture and preparation of any virus, serum,
toxin, antitoxin, vaccine, blood, blood component or derivative,
allergenic product, or other product sforessid for sale, barter, or
axchange in the District of Columbia, of to he sent, carried, or brought
from any State or possession into any other State or poaseszion or into
any foreign country, or from any foreign country into any State or
posseasion.

Part F- “*****Control of Radiation,

Seac. 360 Ala) “If the Secretary finds for good cause that the mathoda,
tests, or programs related to electronic product radiation safety in a
particular factory, warehouse, or establishment in which slactronic
productz are manufactured or held, may not be adeguate or reliable,
officera or smployees duly designated by the Secrstary, upon
presenting appropriate credentiale and a written notice 1o the owner,
operator, or agent in charge, are thereafter authorized (1) to enter, at
reagonable timas any area in such factory, wirehouse, or astablish-
meant it which tha manufacturer's tests (or testing programs) required
by saction 358(h) are carried out, and (2) to inspect, at reazonable
times and within reasonable limits and m a reasonable manner, the
faciliies and procedurea within such area which are related to
electronic product radiation safety, Each such inspection shalt be
commanced and complated with reasonable promptaess. In addition to
other grounds upon which good cause may be found for purposes o
this zubzaction, good causté will be considered to exist in any cass
whare the manufacturer has introduced into commarce any elacironic
product which does not comply with an applicable standard prescribad
under this subpart and with respact to which no exemption from the
notification requirements has bean granted by the Secretary under
aaction 359(a)(2) or $58(e)."

{b) “Every manufacturer of electronic products shall establish
and maintain such records (inchwling testing tecords), make such
reports, and provide such information, as the Secretary may reasonably
require to ensble him to determina whether such manufacturer has
acted or iz acting in gompliance with this subpart and standards ore-
scribad pursuant to this subpart and shall, upon request of an officar or
employee duly designated by the Sacretary, permit such officer or
employas to inspest appropriate books, papers, records, snd documenta
ralevant to determining whather such maanacturer hes acted or ia
acting in compliance with standards prescribed pursusant to section
359(a).

Vvewvedm
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Resources for FDA Regulated Businesses

The U.S. Food and Drug Administration strives to protect, promote and enhance the health of the-American people,
while minimizing the reguiatory burden on the industries it regulates. You have a right to disagree with any agency
decision, action, or operation without fear of retaliation. You also have a right 1o be treated with approptiate courtesy
and respect If you are dissatisfied with any agency decision or action, you may appeal fo the supervisor of the
employee who made the decision or took the action. If the issue i3 not resolveq at the first supervisor's level, you may
request that the matter be reviewed at the next higher supervisory level. This process may continue through the
agency’s chain of command.

" To resolve a problem with your company's interaction with FDA, or if you have questions or concerns about FDA rules
or procedures, we suggest that you first write or call your district office to explain your concerns. If you are not
satisfied with the help provided by the district office, you may take your complaint or concern to the regional office. If
that effort is not satisfactory, contact FDA’s Office of the Chief Mediator and Ombudsman for further assistance and

guidance.

Contact the District Office if you have a concem or question about an inspection, an import of export issue, or any
other action taken by an FDA field representative. The District Office will provide you with the name and phone
number of someone who will review the matter and provide assistance.

-_Telephong- - ... Digtriet Telgphiane: -

(404) 253-1161 Minneapolis (612) 334-4100
Baltimore (410) 962-3396 Nashville (615) 781-5385
Buffalo (716) 551-4461 | New England (@2‘7@—1675
Chicago (312) 353-5863 New Jersey (973) 526-6000
Cincinnati (513) 6792700 New Orleans (504) 569-6344
Dallas (214) 655-5310 New York (718) 340-7000
Denver {303) 236-3000 Philadelphia {215) 5974390
Detroit (313) 226-6260 San Francisco {510) 337-6700
Florida {407) 475-4700 | San Juan (787) 729-6844
Kansas City (913) 752-2100 Seattle (425) 486-8788
Los Angeles (949) 798-7600 :

Contact the Regional Office for further help if you were not able to effectively resolve the issue with the assistance of
the district office. Telephone numbers for the regional offices and a list of the states covered by each region are on the

internet at http://www.fda.gov/ora/hier/ora_field_names.txt.

Contact the Office of the Chief Mediator and Ombudsman at 301-827-3390 if you have been unsuccessful in
resolving a problem at the district and regional levels. The office’s home page is on the Internet at

http:/fwww.fda.gov/oc/ombudsman/homepage. him.

The Small Business Administration also has an ombudsman. The Small Business and Agriculture Regulatory
Enforcement Ombudsman and 10 Regional Fairess Boards receive comments from all kinds of small businesses
about federal agency enforcement actions and annually evaluate the enforcement activities, rating each agency's
responsiveness to small business. If you wish to comment on the enforcement actions of FDA, call 1-888-734-3247.
The ombudsman's home page is on the Internet at http://www.sba.gov/regfair.

Small Business Guide to FDA
Internet at http://www.fda gov/opacom/morechoices/smallbusiness/toc. html

Office of Regulatory Affairs (ORA)
Internet at http://iwww.fda.gov/ora/ora_home_page.html

Food and Drug Administration (FDA)
Internet at hitp:/iwww.fda.gov
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' sy, Food and Drug Administration
M, Atlanta District Office

5 . é DEPARTMENT OF HEALTH AND HUMAN SERVICES
)

‘%'*" 60 Eighth Street, N.E.
Atlanta, Georgia 30309

June 12, 2001

Michael J. Matis
Quality Control Manager
Conagra Grocery Products
P.O. Drawer 585
Sylvester, GA 317921

Dear Mr. Matis:
We are enclosing a copy of the establishment inspection report

(BEIR) for the inspection conducted at your premises during
3/21/01, by Investigator Janet B. Gray of the U.S. Food and Drug

Administration (FDA) . This report is being provided to you for
information purposes. This new procedure is applicable to EIRs
for inspections conducted on or after April 1, 1997. For those

inspections completed prior to the above date, a copy of the EIR
may still be made available through the Freedom of Information Act

(FOIA) .

The Agency is working to make its regulatory process and
activities more transparent to the regulated industry. Releasing
thig EIR to you is part of this effort. The copy being provided
to you comprises the narrative portion of the report. This copy
may also reflect redactions made by the Agency in accordance with
the POIA and Title 21, Code of Federal Regulationg, Part 20.
This, however, does not preclude you from requesting and possibly
obtaining any additional information under FOIA.

If there are any questions about the released information, feel
free to contact Carlos A. Bonnin, Compliance Officer, at (404)
253-1163 or write to the address noted in the letterhead.

Sincerely,

Loallwd N Heakan

Ballard H. Graham, Director
Atlanta District

Enclosure
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CONAGRA GROCERY PRODUCTS 3/21/01
101 S, Seabrook Dr. 1BG
Sylvester, GA 31791

SUMMARY OF FINDINGS

The current inspection of this peanut butter manufacturer was
conducted in accordance with Compliance Program (CP)
7303.803, Domestic Food S$afety, and ATL-DO's FY' 01
workplans.

The previous inspection of this firm on 8/3/00 was conducted
as per an assignment issued by the ATL-DO for the follow-up
of a sample of peanut butter with 4 ppb of Aflatoxin Bl. The
previous inspection was classified as no action indicated
(NAT) .

The current inspection found the firm to be manufacturing
peanut butter into various size containers. Peanut butter is
the only product produced at this firm, and it is produced
under private labels such as Great Value, Peter Pan, and
Panner. No objectionable conditions were observed during the

inspection,
HISTORY OF BUSINESS

This firm started operations in 1986, and was purchased by
ConAgra Food, Inc. in 1990. This inspection found that the
firm is a division of ConAgra Grocery Products, and the
corporate office is located at ConAgra Foods, Inc., 7000 W.
Center, Omaha, Nebraska 68103. The president of the firm is
Mr. Ray Deriggi, and he maintains an office at the company’s
headquarters located at ConAgra Grocery Products Co., P.O.
Box 57078, Irvine, CA 92619,

The firm's office hours are 8:00 a.m. to 5:00 p.m., Monday
through Friday. The firm operates with 3 shifts, 6:00 a.m.
to 2:00 a.m., Monday through Thursday. The firm has
approximately 125 employees.

PERSONS INTERVIEWED/INDIVIDUAL RESPONSIBILITY

Credentials were presented to and the FDA-482, Notice of
Inspection (with attached Resources for FDA Regulated
Businesses addendum), was issued to Mr. Lavon Ackley,
Operations Manager and the most responsible individual
present at the firm, Also present during the initiation of
the inspection was Mr. Michael J. Matis, Quality Control
Managexr. At this time, I explained the purpose of my visit.
Mr. Ackley and Mr. Matis each provided me with the requested
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CONAGRA GROCERY PRODUCTS 3/21/01
101 S. Seabrook Dr. IBG
Sylvester, GA 31791

information pertaining to the firm. Mr. Ackley demonstrated
his authority by giving instructions to employees and
accepting the Notice of Inspection.

According to Mr. Ackley, he is responsible for managing all
operations at this firm, and he reports to Mr. Tom Camp,
Plant Manager. Mr. Camp was not present at the firm during
the inspection and he did not participate in the inspection.
Mr. Tom Camp reports to Mr. Jim Warfield, Director of Field
Operations, in Irvine, CA.

Mr. Matis stated that he was responsible for the quality
control programs at the firm, and he also reports to Mr. Tom
Camp. Mr. Matis accompanied me throughout the inspection of
the facility and answered any questions concerning operations
at the firm. Mr. Matis requested that any FDA correspondence
be sent to him at P.Q. Drawer 585, Sylvester, GA 31791,

MANUFACTURING CODES

The peanut butter manufactured by the firm is lot coded with
the production date and the shift. For example;

“51272%= g- plant location

1- 2001
2= month
7- day
2- shift

The lot code is stamped in dot matrix on the lids of smaller
containers and on the bottom of the larger bulk containers.

TRAINING

According to Mr. Matis, the firm’s employees are trained in
areas such as safety and general Good Manufacturing
Practices. Most of the training is on-the-job training.

COMPLAINTS AND RECALLS

According to Mr. Ackley, all complaints are evaluated and
handled by Pat Ryan, the firm’s attorney who maintains an
office at the firm’s headquarters in Irvine, CA. Mr. Matis
informed me that there have been no recalls issued for their
product.
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CONAGRA GROCERY PRODUCTS 3/21/01
101 S. Seabrogk Dr. IBG
Sylvester, GA 31791

CGUARANTEES AND LABELING AGREEMENTS

Management stated that they offer no guarantees or labeling
agreements for their products.

RAW MATERIALS AND COMPONENTS

The primary raw material received by the firm is raw, un-
shelled peanuts received in bulk from tracteor-trailer tanks.
According to management, the peanuts are purchased from
various peanut shellers in the local area such as Golden
Peanut Co. and Bird Song Co. According to Mr., Ackley, 70-80 %
of the peanuts are purchased within Georgia, and the other
peanuts are purchased from Alabama and Florida.

OPERATIONS AND EQUIPMENT

Raw peanuts are received at the dock entrance of the plant in
tractor~trailer tanks. The peanuts are blown into the plant
through a chute and stored in large storage bins until
processing. The nuts are cleaned by a series of equipment
operations such as the scalper or shaper, then through the
destoner. The scalper is responsible for removing light
trash, debris, and clumps. Then the destoner removes heavy
articles, rocks, etc. After the destoner, the product is
carried into the roaster by a bucket elevator. After
roasting, the husks are removed and the nuts are transported
along a conveyor to the blanchers. Next, the nuts are passed
through a series of color sorters, and then to holding tanks.

From the holding tanks, the nuts are either passed on to the
coarse grind process for a paste, the smooth grind process
for the creamy butter, or the crunchy process. The nuts are
transported from the storage bins into the ingredient room
where the grind process occurs and the ingredients are added
to the mixture. The peanut mixture is then piped to the
packing area, where the product is placed into the
appropriate containers by a mechanically operated conveyor
system. The containers are labeled, passed through a metal
detector, lot coded, and then packaged into cardboard
cartons. The finished product is placed in a large warehouse
until distribution. According to Mr. Matis, the Finished
product is shipped to various grocery warehouses and
distribution sites.

CLOSING DISCUSSION
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At the conclusion of the inspection, a closing discussion was
held with Mr, Matis and Mr. Ackley. I informed management
that no deficiencies were found and a FDA-483, Inspectional
Observations, would not be issued. With no further questions,
I concluded the inspection.

a‘ga Gray, Cs0

Savannah, GA RP
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otice of Inspection is hereby given pursuant to Section 704{a)(1) of the Federal Food, Drug, and Cosmetics Act [21

U.$.C. 374(a)]! and/or Part F or G, Title Nl of the Public Health Service Act [42 U.8.C. 262-284F
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& Dacayles Bm?q[“" zw&aﬁ'wa’

v
1 Applicable portions of Gaction 704 and other Gections of the Federal
Food. Drug, and Cosmatic Act [21 U.5.C. 374] are quoted below:

Sec.704. ta)1) For rurpuaus of enforgement of this Act, officers or
smployess duly designated by the Sacretary, upon preseniing ap-
propriate credentials antdl a written notica to the ownar, apsrator, or
agent in charge, are authorized {A} to enter, al regsonable times, any
factory, warehouse, or establishment in which Yopd, drugs, dsvices, or
cosmatics are manufectursd, procaessed, packed, or held, for intro-
duction ihto interstate commarce or after such introduction, or Yo enter
any vehicle being uzad to transport or hold such faod, drugs, devices, or
coshatics in_ interstete commerce; and (B} to inspect, at reasonable
times and within reasonable limits and in a reasonabld manner, such
factory, warehouss, establishment, or vehicle nnd all partinent
equipmant, finished and unfinished matarials, containers, and labeling
therein, In the cesa of any factory, warehousza, esiablishmaent, or
consuiting laboratary in which prescription drugs, nonprescription drugs
intendad for human use, or restricted devieas are mamfactured,
processed, packed, or neld, inspection shall extand to & things therein
fincluding records, files, pepers, procezses, controls, and fsgiilies)
bearing on whether prescription drugs, nonprescription drugs intended
for human use or, restricted devicas which are adultarated or misbranded
within tha meaning of this Act, or which may net tbe manufactured,
introduced into interstare commarce, or sokd, or offared for sale by
reason of any provision of this Act, have been or are bBing
manufactured, proceszed, packed, transportsd, or held in any suc
placa, or otherwisa basring on wiolation of this Act. No inspection
authorized by the precading sentance ar by paragraph {3) shall extend o
financial data, sates dats other than shipment data, pricing data,
perzonng) data (other than date 8z to qualifications of fechmcsl end
brofassional parsonnpl performing functions subject to this Act), end
razparch duta (other than date relgting to naw drugs, antiblotic drugs and
davices and, subject to reporting and inspscion under regulations
lawfully (ssusd pursusnt ta section S05f) of (kl, section 507(d) of (g),
section 518, or 520(g), and dpte refating 1o vther drugs or devices which
in the case of & new drug would be subject o regorting of inspection
under lawful raguistions issved pursuant To section 506(/) of the titke). A
sqimrau- notice shall ba given for sach such | tion, but a notice shall
ol be required for sach entry made poriod coversd by the
l ction. Each such (napesction shall be commenced and completed
with reasonable promptness. .

Sec. 704(e). Every parson raquired under section 519 or 520(g) to
maintain records and every person who is in charge or custody of such
records shall, upon request of an officer or employas daesignated by the
Secratary, parmit such officer or amployee at all reasonabla times
have access to and to copy and verify, such records.

Saction 512 {IM1) In the case of any new snimgt drug for which an
approval of an a?phcamon filed pursuant to subsection (b} is in effact,
the applicant shall establish and maintain such records, and make such
roports to the Secretary, of data relating to experiencs, including
exparience with uses authorized under subsuction (a)(4}(A), and othur
data or information, raceived or otherwise obtained b¥ such applicent
with raspect to such drug, or with respect to animal feeds baaring or
contalmng such drug, as the Secretary may by general regulation, or by
order with respact to such application, prescriba on the busly of a finding
that such records und reports are necsssary in order to enable the
Secretary to determine, of facilitate a detarmination, whether there is or
may ba ground for invoking subsaction {e) or zubsactian (MH4) of this
swction. Such regulation or order shall provide, where the Bacretary
deems it to he appropriate, for the axamination, Upon fequest, bY the
persons 10 whom such regulation or order iz gpplicabla, of simitar infor-
mation received or otharwise obtined by the Secretary.

(2) Every psrson required under this subsection to maintain
records, and avery person ih charge or Gustody thataaf, shall, upon
rucuest of an officer or employss designated by the Secratary, permit
such afficer or employee at all reasonal le times o have access to and
copy and verify such razords.

L4
2ppplicabie sactions of Parts F and G of Thiw Il Public Health Service
Act [42 U.5.C. 262-264] sre quoted below:

Pa(r,t F - tLicensing - Bivlogical Products and Clinical Laboratofies
and* **="

Swe. 351(c) "Any officer, agent, or amployea of the Departmant of
Haalth & Human Serviges, authorized by the Secratary for the purpose,
may during all reasonable hours enter and Inspect eny establishmant for
the propagation or manufacture and preparation of afy virus, serum,
toxin, antitoxin, vaccine, blood, blapd component of derlvative,
allergenic produet, of other product afurezaid for sale, barter, or
axchange in the District of Columbla, or to be sent, carried, or biought
fram any State or pesaession into any other Stats or pozgession of into
any foraign country, of from any foreign country into any State. or
possassion.”

Part F - ******Control of Radiation.

Seq. 360 Alm) “If the Secretary finds for good cause that the methods,
tasts, or programs related Yo electronic product radiation safaty in 8
particular factory, warehousa, or astablishment in which elactronic
products are manufactured or hald, may not he adeguate or reltable,
officars or employees duly designated by the gretary, upon
presenting appropriate credentials and a written notice 1o the owner,
operator, or agent in charge, ara thereafter authorized {1) to anter, at
reasonable times any arga in such factory, warehouse, or eatablisti-
misnt in which the manufacturer's tests (or lesting programs) ragquired
by sucton Ab8(h} are carried out, and {2) 10 inspect, at reazonable
times and within reasonable limits and in a reasanable manner, the
facilities and procadures withip such ares which ate related to
elactronic Smduu radiation safety. Each such inspection shall be
commenced and completed with reasonable promptness. In addition to
other graunds upon which good cause may be found for rurposas of
this subsection, ’good cause will be considered to exist In any caze
where the manyfacturer has introduced intp commarce any electronic
product which does not comply with an applicable stenda prascribad
under this subpatt and with respect to which no oxemption from the
notification requirgments has basn granted by the Secravary under
segtion 359taild) or 35%{e)."”

{) "Every manufacturer of electronic products sheal establish
and maintain such wcords fincluding '”"%Z records), make such
raports, and provide such informatioh, s the Secretary ma reasonably
require to enabla him to determine whether such manufactyrar hax
actad or I8 acting in compliance with this subpart and standards
prascribad pursudnt to this subpart and shall, upon Tequast of an officer
or smployes duly designatsd by the Secratary, permit such officer or
smployee 1o inspect appropriate books, papers, racords, &and
documents relevant to detarmining whether such manufacturer hes
acted of is acting in compliance with standards prescribed pursuant to
section 35%a).”

srasse

~_tff "The Sacretary may by raguiation {1) raguire dealers and
disbributors of electronic products, to which there are applicable
gtandards Emscribed under this subpart and the retail prices of which Is
not less than 850, to furnish manufacturers of such products such
information as ma* be necessary to identify and locats, far purposes of
section 859, the first purchasars of such products for purposes othar
ghfan m;g;ale, and (2) require manuracturars 1o preserva  such
infaremation,
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W@ QAM% Fuven Ochds .Dp,n W a4 GS/I«B/O(
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9. SAMPLE COLLECTED (Descritio fully, List (01, serial, model numbers and ot positive identification)

The fallowing 2amples wure collected by the Food and Drug Adminigtration and receipt is hereky acknowledged pursunnt to
Saction 704{(c) of the Faderal Food, Drug, and Cosmetic Act 121 U.$.C. 374(c)] and / or Section 32 {b} of the Federal Food,
Drug, and Cosmutic Act (21 USC 360ii{b)] and/or 21 Code of Faderal Regulations (GFR) 1307.02. Excerpts of these oré

. quoted on the reverss of thiz form. - '
(NOTE: /f you bill FDA for the cost of the Sample(s) listed below, please attach a copy of this form 1o yours bilf)

Sampls (masits o 12{1863 yoc Pler fan Q%,@Wﬁ—
Rl « Ewer Pﬁn«;&lgu;’/mn Muﬂ wogr;\‘h M} L fou
oy Lot w pat- "Polon Ben PeAnir Rl T TSR,

NET WTI802 (11LQ) 02) S109 Tharedienss Rorsic) FormuTs, SUGAK,
PranIALLYy HYDROGERRTED VeGeTABLE OUs (CorronseeD Mb RAPESERD), SALT.

O Glhmg TRAMS FAT Pén. Senuing — ) e € ;
Cocts ' SISHI" Jacks s ¥6F 1 gav bl b
,&mw Conocts %?ZL{)S o3 Jore Polir. Pan C'mycf;@ Pt Butyee.
NET WT 8oz (11b A&
g;wwgwf’ VEGETA&E o1l (CoTronseed AnD AfESEED), SHT)
WAGLA  locery PRODYCTS Company R0, Box STOTE, faunG, CH 126i9

s how tpdn SIEPLY

Com AGrf o.oc.:;—ml PEOLULTS COmpAn b.0. Rox 5707¢ , ,Rw',,(_ﬁ’ CA 9261G LEA

) S10g° Twarepjenrs : Ropsted PERMITS, SUGAR, Paerimey

“
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¢

10. SAMPLES WERE 11. AMOUNT RECEIVED FQOR SAMPLE 12. SIGNATURE (Persong receiving payment for ssmple or persen
.. . providing sample to FDA at no charye.)
umvmeo AT NO CHARGE N [ casH Jenen
[J puRrcHASED C“‘ (1 voucken [ crRemr
ARD
] soRROWED (To be retumeds ¢
L

13. COLLECTOR'S NAME Print or Type) 14. COLLECTOR'S TITLE {Frint or Typs)

thmeles o
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3 ) : .
M}ﬂ# Q&_é_&,.uﬂ o
5. FIRM NAME 6. FIRM'S DEA RUMBER
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9. SAMPLE COLLECTED {Descrive fully, List iot, savisl, mods! numbers positive identification]
The following semples were cofteted by the Food and Drug Administration and raceipt 15 herebry acknowisdged pursuant fo
Section 704i0) of the Faderal Food, Drug, and Cosmetic Act {21 U B.C. 374(cl and / or Section S32 b} of the Federal Food,
Drug, and Cosrostic Act 121 USC 380D andior 21 Cade of Federal Regulations {CFR}F 1307.02. Excerpts of these we

quated on the reverse of this form.
{NOTE: if vou bill FDA for the cost of the Semplels) listed below, please attech & copy of this form to your bill.}
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| 1RUINE [ CA 926 19 703 USA+ XAk n o % ot S0 ¥ 2
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E\F’RQWSED AT NO CHARGE {:} CASH B RKILLED ) .
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Nog:e of Inspection is hereby given pursuant to Section 704(a)(1} of theFederal Food, Drug, and Cosmetics Act {21
u.s.C. i?f«"t(a)]1 and/or Part F or G, Title il of the Public Health Service Act [42 U.S.C. 262-2647

9. SIGNATURE (Food and Drug Administretion Employee(s)}

10. TYPE OR PRINT NAME AND TITLE (FDA Emph

R .DG&7!&4 .gfa7e£u-/ias)c7m<or

! Applicable portions of Section 704 and other Sections of the Federal
Food, Drug, and Cosmetic Act {21 U.S.C. 374) are quoted below:

Sec.704. (a){1) For purposes of enforcement of this Act, officers or
employees duly designated by the Secretary, upon presenting ap-
propriate credentials and a written notice to the owner, operator, or
agent in charge, are authorized (A) to enter, at reasonable times, any
factory, warehouse, or establishment in which food, drugs, devices, o
cosmetics are manufactured, processed, packed, or held, for intro-
duction into interstate commercs or after such introduction, or to enter
any vehicle being used to transport or hold such food, drugs, devices, or
cosmetics in interstate commerce; and (B} to inspect, at reasonable
times and within reasonable limits and in a reasonable manner, such
factory, warshouse, establishment, o vebicle and all pertinent
equipment, finished and unfinished materials, containers, and labeling
therein., in the case of any factory, warehouse, establishment, or
consulting laboratory in which prescription drugs, nonprescription drugs
intended for human use, or restricted devices are manufactured,
processed, packed, or held, inspection shall extend to all things thergin
{including records, files, papers, procosses, controls, and facilties)
bearing on whether prescription drugs, nonprescription drugs intended
for human use of, restricted devices which are adulterated or misbranded
or which may not be manufactured,
introduced into interstate commerce, or sold, or offered for sale by
reason of any provision of this Act, have been or are being
manufactured, processed, packed, transported, of heid in any such place,
or otherwise bearing on violation of this Act. No inspection authorized by
the preceding sentence or by paragraph {3) shall extend to financial data,
sales data other than shipment data, pricing data, personnel data fother
than data as to_qualifications of technival and professional personnel
pertorming functions subject to this Act), and research data {other than
data relating to new drugs, antibiotic diugs and devices and, subject 10
reporting and inspection under regulations lawfuily issued pursuant to
section 505 or (k). section 807(d) or {gi, section 519, or 520(g). and
data relsting to other drugs or devices which in the case of a new drug
would be subject to reparmg or inspection under lawful regufations
fssued pursuant to section 505} of the title). A sefarate notice shall be
given tor each such inspection, but a notice shall not be required for
each entry made during the period covered by the inspection. Each such
inspection shall be commenced and completed with reasonable
promptness.

Sec. 704{el Every person required under section 618 or 520(g} to
maintain records and every person who is in charge or custody of such
records shall, upon request of an officer or employee dasignated by the
Secretary, permit such officer or employee at all reasonable times to
have access to and to copy and verify, such records.

within the maaning of this Act,

Section 704 (f{1) A person accredited under section 523 to review
reports made under section 5101k and make recommendations of initial
classifications of devicas to the Secretary shall maintain records
documenting the training qualifications of the person and the employees
of the person, the procedures used by the person for handling
confidential information, the compensation arrangements made by the
person. and the procedures used by the person to identify and avoid
conflicts of interest. Upon the request of an officer or employee
designated by the Secretary, the person shall permit the officer or
employee, at all reasonsble times, to have accass to, to copy, and to
verify, the records.

Section §12 {1}{1) In_the_case of any new animal drug for which an
approval of an application filed pursuant to subsection (b} 15 in effect, the
applicant shall establish and maintain such records, and make such
reports to the Secretary, of data relating to experience, including
experignce with uses authorized under subsection {a}l{4}{A}, and other
data or information, received or otherwise obtained by such spplicant
with respect to such drug, or with respect to enimsl feeds bearing or
sontaining such drug, as the Secretary may by general regulation, or by

order with respect to such application, pra(;ribe on the basis of a finding
that such records and reports are necessary in order to ensble the
Secretary to determine, or facifitate a determination, whether there is or
may be ground for invoking subsection (e] or subsection {m}4} of this
section. Such regulation or order shall provide, where the Secretary
deems it to be appropriate, for the examination, upon request, by the
persons to whom such regulation of order is appiicable, of simiar infor-
mation received or otherwise obtained by the Secretary.

{2) Every person required under this subséction to maintain
records, and. every person in charge or custody theteof, shall, upon
request of an officer or amployee esignated by the Secretary, permit
such officer or employee at all reasonable tifmes to have access to and
copy and verify such records.

? Applicable sections of Parts F and G of Title Hi Public Health Service
Act {42 U.5.C, 262-264] are quoted below:

Pagx F - Licensing - Biological Products and Clinical Laboratories
and* > eve

Sec. 351{c) "Any officer, agent, or employee of the Department of
Health & Human Services, authorized by the Secretary for the purpose,
may during all reasonable hours enter and inspect any establishment for
the propagstion or manufacture and preparation of any virus, serum,
toxin, antitoxin, vaccine, blood, blood component or derivative,
allergenic product, or other product aforessid for sale, barter, or
exchange in the District of Columbia, or 10 be sent, carred, or brought
from any State or possession into any other State or possession of into
any foreign country, or from any foreign country into any State or
possession.”

Part £ . “****+*Cantrol of Radiation.

Sec. 3680 Ala) “If the Secrefary finds for good cause that the metheds,
tests, or programs related to electronic roduct radiation safety in a
particular factory, warehouse, or establishment in which glectronic
products are manufactured or held, may not be adequate or reliable,
officars. or employees duly designated by the Secretary, upon
presenting appropriate credentials and a written notice to the owner,
operator, of agent in charge, are theresfter authorized {1] 10 enter, at
reasonable times any area in such factory, warehouse, or establish-
ment in which the manufacturec’s tests (or testing programs) required
by section 3B8(h} are cartied out, and {2 to. inspect at reasonable
times and within reasonable limits and in a reasonable manner, the
facilities and procedures within such aea which are related to
electronic product radiation safety. Each such inspection shall be
commenced and completed with reasonable promptness, In addition to
other grounds upon which good cause may be found for purposes of
this subsection, good cause will be considered to exist in any case
where the manufacturer has introduced into_commerce any electronic
product which does not comply with an applicable standar prescribed
under this subpart and with respect to which no exemption from the
notification requirements has been granted by the Secretary under
section 359(al{2} or 369{e).”

ib) "Every manufacturer of elactronic products shall establish
and maintsin such records (including testing records), make such
reports, and provide guch information, a3 the Secretary ma}/ reasonably
require 10 enable him to determine whether such manufacturer has
acted or is acting in compliance with this subpart and standards pre-
scribed pursuant to this subpart and shall, upon request of an officer or
employee duly designated by the Secretary, permit such officer or
employee to inspect appropriate books, papers, records, and documents
relevant to determining whether such manufacturer has acted or is
g%tgzg) in compliance with standards prescribed pursuant to section

al.

IFEXER)

FORM FDA 482 {9/00) PREVIOUS EDITION i$ OBSOLETE
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¥{f) T Thi:Secretary may, by regulation (13 réquire dealers and
dishributors  of ~elactronic E;YES'ro 1s, ig%{wﬁcfé“{‘e% “dré applicable
standards prescribed under’this subpart-énd- the rotail.prices of which
is not less than $50; to furnish manudfacturers of ‘such products such
formation as may be necessary to identity and locate, for purposes of
section 358, the.. ii.stgmrchasers of such products for purposgs, 6ther
than .reséle, and {2} i
information. Any regulation establishing a requirement pursuant to
clause {1 of the preceding sentence shall (A} authorize such dealers
and distribugors. tot elect, in lieu of immediately furnishing such
information to the .many- facturer to hold and preserve such
information until advised by the manufacturer or Secretary that such
information™is needed by the manufacturer for purposes of; sestion
358, and (B} provide that the dealer or distributor shall, upon makih
such election, give prompt notice of such election (together wit
information_ ientifying the notifier and the product) to the
mhnixfécrurgy-,, and §hil;. when advised by the manufacturer or
Secretaty, 0f the need therafor for the pur- poses of Section 359,
immediately furnigh the manufacturer with the required information.
a dealer or distributor discontinues the dealing in or distribution of
elgctronic products, he shall turn ‘the information over to the
manufacturer. Any manufacturer receiving information purstant to this
subsection concerning first purchasers of products for purposes other
than resale shall treat it as confidentisl and may uge it only if
gg%%s?ary for the-.purpose of notifying persons pursuent to sgetion
q)." 3 y .. . o o~

[ SIS < A &

FORM FDA 482 {8/00}

require manuracturers- o * presetve: “guch " {

e

“gr any of*his duly authorized reprégentatives (g,
“Sudh regbrds, o to permit entryor firispettion, és Tequired

" Sec. 361(a) "The hsisr:gééﬁ General

Sec. 360 B(a It shall be unlawful-

(2) <+

= {8) "for any person 1o fail or to refuse to astabltsh or maintain
records required by this subpart of to permit access by the Secrata

or the._qq ying of,

Or pursuant

to section 360A

v L s R I AR S
=R g L

Part G - Quarantine and Inspection

] ; K C.oh L
i T R YL T S LA}

, vwvi?hj&tﬁ‘e éﬁprml of * the "Secre-
tary, is authorized to.make and enforce such regulations as in his
judgement atethicessary to pravert the introdyubtion, ‘tr&apnission, ar
spread of communicdble diseases-‘from foreigh - dountries Tito the
States or possessions, or from one State or possession into any other
State or possession. For purposes of carrying out and enféreifg such
regulations, the Surgeon Ganeral-may provide for such inspection,
fumigation, disinfection, sanitation, pest extermination, destruction of
animals or artictes found to be so infected or contaminated as to be
sources of dangerous infection to human beings, and. other measures,

as in his judgement may be necessary.”
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

PUBLIC HEALTH SERVICE

FOOD AND DRUG ADMINISTRATION

Ot lenda,

1. DISTRICT ADDRESS & PHONE NUMBER

60 Bt Stneet s NE

ot = 253 — 169

ca. 30309

7. NAME AND TITLE OF INDIVIDUAL
y 7

3. DATE

9[0);2;%4 Jegy

4 SAMPLE NUMBER

1664402

A 002

6. FIRM NAME

/12)

. FIRM'S DEA NUMBER

P/

__gu#a_z_ézt»&
7 NUMBER AN STREET 0 ), Box S 8S

8. CITY AND STATE (Include Zip Code}

.

ol772/

The foliowing sarnples were collested by the Food and Drug Administration and receipt is hereby acknowledged pursuant 1o
Section 704(c} of the Federal Food, Drug, and Cosmetic Act {21 US.C. 374(c)} and / or Ssction 532.(b) of the Federal Food,
Drug. and Cosmetic Act {21 USC 360ii(bl] endfor 21 Code of Federal Regulations (CFR} 1307.02. Excerpts of these are

guotad on the reverse of this form.

INOTE: If you bill FDA for the cost of the Semplels] listed below, plesse attech a copy of this form to your bifl.)

Barnpte Lonacle o5 4f Cases 12//74(70;w Labatsd s
Pd-»ve’, X &&Z Pan PeAnut Byrrer wirH yrsmmns & Muner LS KX
Menerals CRUNCHY WET WT /7.4

6o
Walodorn Jals X 20606 Diewrs: Rossrep

1#LLy HyDLOGENATED VEGETROLE DILS (¢ R

AND RAPESEED), SALT [JITRMING AVD MINGRALS [ MAGNESI m (cormuses
VITAMINE (ACETATE), [Row |
(PALMITATE) ZINC (OxiDe), VIThmm B (PYRID ogine
CoppER, LCL\ Pric Ox/DE), Foue AC«IDJ,

Hunt-we sson, TN Lo, Box ygoo Fulltenton, CH G133¢

PLus § Easewtiad Udamens §
(11b l.bez) 499
PeAnuTs, SUGAR, fJ

[7:Y0)

Y S2gys) Xey

9. SAMPLE COLLECTED Describe fully. List jot, setigl, mode/ numbers and 6her positive idenlil/'c'étion)

FERRIC ORTHOPHOSPHATE), )i Thmiry' A

(0¢10e)

m‘[DfLO C[{La,ejpéé

10

g\movnofzm AT NO CHARGE
{7} puRcHASED
(7] BORROWED (7o be returneds

SAMPLES WERE 1

N

1. AMOUNT RECEIVED FOR SAMPLE
[JcasH

[ voucken

12. SIGNATURE
[MBiien

Cereoir
CARD

o

13

8. Dsugles Brogdesm

COLLECTOR'S NAME (Print or Typel

14. COLLECTOR'S TITLE {Print or Type/

Trest g itor™

providing semple to FOA at no charge.}

16, COLLECTOR'S SIGNATURY

{Persons recelving payment tor semple ot person

. Docsl /&’

FORM FDA 484 (5/98) PREVIOUS EDITION IS OBSOLETE

RECEIPT FOR SAMPLES

pabE OF, PAGES B
[ 7



Section 704 {c) of the Federal Food, Drug, and Cosmetic Act [21 U.8.C. 374{s}] is quoted below:

"If the officer or employee making any such inspection of a factory, warehouse, or -other establishment has obtained any
sample in the course of the inspaction, upon completion of the inspection and ptior to leaving the premises he shall give to the
owner, operator, or agent in charge a receipt describing the samples obtained.”

Section 532(b) of The Faders! Food, Drug and Cosmatic Act {21 USC 360 il {b)] is quoted in part below:

"Section 532{b} In carrying out the purposes of subsection (a), the Secretary is authorized to.
{“ ) % &4
{2) *ttE

(3) LR S .
{4} procure {by negotiation.or otherwise) electronic products for research and testing purposes, and sell or otherwise

dispose of such products”
21 Code of Federal Reguiations 1307.02 is qyuoted below:

"1307.02 Application of State law and other Federal law. .
Nothing in this chapter shall be construed as authorizing or permitting any person to do any act which such person is not authorized
or permitted to do under other Federal laws' or obligations under international treaties, conventions or protocols, or under the law of
the State in which he/she desires to do-such an act nor shall compliance with such be construed as-compliance with other Federal

or State laws unless expressly provided in such other laws.”

Therefore, in the event any samples of controlled drugs are collected by FDA representatives in the enforcement of the Federal
Food, Drug, and Cosmetic Act, the FDA representative shall issue a receipt for such samples on FDA form FDA 484, RECEIPT FOR
SAMPLES, to the owner, operator, ot agent in charge of the premises.

Report of snalysis will be furnished only where samples meet the requirements of Section 704(d} of the Federal Food, Drug, and
Cosmetic Act {21 U.8.C. 374{d)] which is quoted below:

*Whenever in the course of any such inspection of a factory or other establishment where food is manufactured, processed, or
packed, the officer or employse making the inspection obtains a sample of any such food, atid an analysis is made of such sample
for the purpose of ascertaining whether such food consists in whole or in part of any filthy, patrid, or decomposed substance, or is
otherwise unfit for food, a copy of the results of such analysis shall bes furnished promptly to the owner, operator, or agent in

charge.”

FORM FDA 484 {5/98) Back



DAV LT NUL

AFFIDAVIT
fSTaTE OF COUNTY OF
Before me, 6 Mw 6/14’90‘14“ , an employee of the Department of Health and Human Services,

Food and Drug Adminis@ration, desigr(ated by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at Large

803; Reorganization Plan No. 1V, Secs, 12-15, effective June 30, 1940; Reorganization Plan No. 1 of 1853, Secs. 1.9, effective
April 11, 19563; and P.L. 96-88, Sec. 6508, 93 Statutes at Largedﬁﬁ (20 U.5,C. 3508}, effective May 4, 1980; to administer or take
oAPN wf Achbiwy in the county and

oaths, affirmations, and affidavits, personally appearedj’hﬂ

State aforesaid, who, being duly sworn, deposes and says:w@,’ﬂ~da/\4~,\ f A v MW‘“D!?ZI
g: i&;na?/w: M‘. JO] !aw/( WW, P O.Box 585, %«?gz.ﬁul AAa 31791,
» Mﬂ, W0 dun Walk tlcs forw e 4:34',,,6-7&'[3,0,

Ha arwcs 2w padinialsen. ' WMW wwufu;:%?/
m + 1] ) —
Wau Y “mm y ,/’Wdl Mﬂzméemfmﬁmﬂ
M% l;éu.wrsz 1z/:7.L630‘ww o our f Yo Feavudt
Wt Vtomune sarals o M 1, 2002.. Tt bonple wao »
e b Lot Lonaistn "5"1‘1"/""?‘“ sgzemsg/z/n.écﬁruhmm
m\s:qsr,a‘wf) WWSZL{S‘/WM[WW./@&J}nP

fam Pemmut BUTTER WiTH UITAmns £ MnERALS ¥ PLS § Eoaailiod Uiuing £ Mewirale
CRuNcky NET WT (7602 ([1b 1.6 02) 4999 Nalidion Jads %7 T0628p 1017 -

| ROM Ccherc OLTHOPHOSPHA T , VIDAMis A (PRLmiTHTE ), 2me (ax/oe) UrTHmip ;8
‘ ¢

(PyRIDOWNE HydRocHLOBpe Coppah (Cupryc. OxID

f:ic’ Po. Box Hgoo, pﬁjuezmm,(m Fq,z s?;:; i)»'efﬁqc AL Hawr. v
A : * | ’

ij«fi\w by e lmnedigols wes bainy Al fn B0l Ol Gppled.

/ < c‘m‘]/ Lol g o l34 mw&wmwdﬂhw
. : /2&02' b‘)b“"“ Lot Qlract 1344 Cages, !‘L,Q./lw
FDA's Wé&odﬂguwaf Lodist Aol dnclyyed s danple Cott T
51
2D s g B T NS Cder i i

F‘DA%MM&MJ&'% . S,
H8[17-605 sulmple Coste Td i dTE Pt et coth i 4 1

VIR AL

STRM'S WAME AND ADURESS (Include 7 Code}

Covaspu Jorbs, (015 dealirsot. Brivs., bo. Box 85, S undie BA 31711
Soliedie S 31791 7

Subscribed and sworn to before mie at
) (City and State)
this l/l/}. day of %a"ﬂﬂf Zéﬁb [S
e {Emplovee's Sighbture} /7

Employee of the Department of Health and Human services designated under Act of January 31, 1925, Reomganization Plan [V effective
June 30. 1940; Reorganization Plan No. 1 of 1953, effective April. 11, 1953; and P.L. 96-88 effective Mav 4, 1980.

PREVIOUS EDITIONS ARE OBSOLETE

PAGE / OF PAGES,
LR RS O TN EER ST AR

FORM FDA 463a {4/83)



SYLT ST ™ s L N

AFFIDAVIT

STATE OF
2]4&?44 Wodt
6 . @@u-fc;u M , an employee of the Department of Health and Human Services,

COUNTY OF

Before me,
Food and Drug Adminisgation, designatgé by the Secretary, under authority of the Act of January 31, 1925, 43 Statutes at Large

803: Reorganization Plan No. 1V, Secs. 12-15, effective June 30, 1940; Reorganization Plan No, 1 of 19563, Secs. 1.9, effective

April 11, 1953; and P.L. 96-88, Sec. 509, 93 Statutesat L.arge 465 (20 U.S.C. 3&08} ffective May 4, 1980; to administer or take
oaths, affirmations, and affidavits, personally appearedmérgam f Cfmvyu in the county and

State aforesaid, who, being duly sworn, deposes and says:
P Walini sl ruceph e el neepds WM&WM
WW%&.@WM /f’,u.» lopgrade Pal ,(/p&mlwif‘
Cuthpuzed o frovesde. DA Wtk Fhd oLim . %roﬁfwbﬂi
M%«Mjﬂm can | G (wadline se Ashanry P < oL,
Shantd b dudndlid S0 W Wuﬁm 2, Qscseial Hiwnsd
Lok | Lonoopu ovdo | 3353 pretdor s, Lutdns, A
g a6le-

The. « toTmiid i i iArlinsnt s topedt fo #u Lot sf
Mt Chasged fo T Vomple totteded £k ST,

T anedigaler Wo2 et -
ot o8 Dol e Thistllamsias Sbipposy Tardo 88 SRS DT Soc

/

/

-u./

%s SIGNATURE AND BT

Lo

EIRNTS NAME AND ADORESS rzm-zg;{zur Code)

Em&;,aa Fords, 0] Seutd dadinsoh Drure P.6. Box $BS %a&a,L,}/ F179/

Syledee, bt 31791

Subscribed and sworn to before me at
, E {City und State)
day of lﬂ’\&“é}- —t9 L0027~

B, Poccaloci [Sars fo)

(I«,"mﬂo yee's Signafure}

this

Employee of the Department of Health and Human services designated under Act of January 31, 1925, Reorganization Plan IV effective

June 30. 1940; Reorganization Plan No, 1.of 1953, effective April. 11, 1953;and P.1. 96-88 effective May 4, 1980.
PAGE p  OF PAGES,

FORM FDA 463a {4/83) PREVIOUS EDITIONS ARE OBSOLETE
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FOR COLLECTION 0F SAMPLE S

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

1. DISTRICT OFEICE ADDRESS & PHONE NQ..

60 8 : /»A)C

aﬂmﬁs —//©9

NAMEAND TJTLE OF INOJVIDUAL,
4, . adRd

Watsy Quatds CoTp

)Ml 3. DATE

4 /FIAM NAME
st /%/WW

{I,'IS_ o

frocdee o
s}tg;/mm :rib STREET y Z .

fo. Sey ggg

, 0>/ 07,/@3
éow g

5. HOUR

7. CITY AND STATE & ZIP CODE

Heswa. 3179/

8 PHONE ¥ & AREA CODE

229 ~ 776 ~88& 1]

1
Notiye of Inspection Is hereby givenypursuant to Section 704{al 1} of the Federal Food, Drug, and Cosmetics Act [21
U.S.C. 374{a)l” and/for Part F or G, Title !li of the Public Health Service Act [42 U.S.C. 262-264f

9. SIGNATURE fFood ent! Drug Administretion Employeels})

10. TYPE OR PRINT NAME AND TITLE (FOA Employee(s))

B‘Doq /as‘ ?roydbn / ﬁuesf{?wia( ‘

¥ Applicable portions of Section 704 and other Sections of the Federal
Food, Drug, and Cosmetic Act {21 U.5.C. 374] are quoted below:

Sec.704. {a){1) For purposes of enforcement of this Ast, officers or
employees duly designated by the Secretary, upon presenting ap-
propriate credentials and a written notice to the owner, opecator, or
agent in charge, are asuthorized {A) to enter, st reasonable times, any
factory, warehouse, or establishment in which food, drugs, devices, or
cosmetics are manufactured, processed, packed, or held, for intro-
duction into interstate commerce or after such introduction, or to enter
any vehicle being used to transport or hold such food, drugs, devices, or
cosmetics in interstate commerce; and (B} to inspect, at reasonable
times and within reasonable limits and in a reasonsbie manner, such
factory, warechouse, establishinent, or vehicle and all pertinent
equipment, finished and unfinished materials, containers, and labeling
therein, in the case of any factory, warehouse, establishment, or
consuiting taboratory in which prescription drugs, nonprescription drugs
intended for human wuse, or restricted devices are manufactured,
processed, packed, o held, inspection shall extend to all things therein
fincluding records, files, papers, processes, conirols, and facilitiss)
bearing on whether prescription drugs, nonprescription drugs intended
for hurnan use or, restricted devices which are adulteratad or misbranded
within the meaning of this Act, or which may not be manufactured,
introduced. into interstate commercse, or sold, or offered for sale by
reason of any provision of this Act, have been or are being
manufactured, processed, packed, transported, or held in any such place,
or otherwise bearing on violation of this Act. No inspaction authorized by
the preceding sentence or by paragraph {3} shall extend to financial data,
sales data o?her than shipment data, pricing data, personnel data fother
than data as to quelifications of technfeal and professional personnel
performing functions subject to this Act), and research data (other than
data relating to new drugs, antibiotic drugs and devigss and, subject to
reporting and inspection under regulations lawfully fssued pursuant to
section 505(i) or (k], section 5()7{2’;’) or {g), section 8513, or 520(g), and
data relating to other drugs or devices which in the case of & new drug
would be subject to reporting or inspection under fawiul regulations
issued pursuant 10 section 505{/’) of the titls). A separate notice shall be
given for each such inspection, but a notice shall not be required for
each entry made during the period covered by the inspection. Each such
inspection shall be commenced and completed with reasonable
promptness.

Ssc. 704{e} Every Cf)erscm required under section 519 or 520(g) to
maintain records and every person who is in charge or custody of such
records shall, upon request of an officer ot emplorea designated by the
Secretary, permit such officer or employee at all reasonable times to
have access to and to copy and verify, such records,

Section 704 (fil1) A person acoredited under section 523 to review
reports made under section B10(k} and make recommendations of initial
classifications of devices to the Secretary shall maintain records
documenting the training qualifications of the person and the employees
of the person, the procedures used by the person for handling
confidential information, the compensation arrangements made by the
person, and the procedures used by the person to jdentify and avoid
conflicts of interest, Upon the request of an officer or employee
desi?nated by the Secretary, the person shall permit the officer or
employee, at all reasonsble times, to have access to, to copy, and to
verify, the records.

Section 512 {1}{1) In the case of any new animal drug for which an
approval of an application filed pursuant to subsection (b} is in effect, the
applicant shall establish and maintain such records, and make such
reports to the Secretary, of data relating to experience, including
experience with uses authorized under subsection (a}{4)(A}, and other
data or information, received or otherwise obtained by such applicant
with respect to such drug, or with respect to animal feeds bearing or
containing such drug, as the Secretary may by general regulation, or by

order with respect to such application, pre[oﬁbe on the basis of a finding
that such records and reports are necessary in order to enable the
Secretary to determine, or facilitate a determination, whether there is or
may be gsround for invoking subsection (e} or subsection {mH4} of this
section, Such regulation or order shall provide, where the Secretary
deems it to be approgriaw, for the examination, upon request, by the
persons to whom such regulation or order iy applicable, of similar infor-
mation received or otherwise obtained by the Secretary.

(2) Every person required under this subsection to maintain
records, and every person in charge or custody thereof, shall, upon
request of an officer or employee esignatad by the Secretary, permit
such officer or employee at all reasonable times to have access to and
copy and verify such racords.

z.d.pp!icabls sections of Parte F and G of Title It Public Health Service
Act (42 U.8.C. 262-264] are quoted below:

Pa(rjt“F - 'Licensing - Biological Products and Clinical Leboratories
andreenes

Ssc, 351{ci "Any officer, agent, or employee of the Department of
Hoalth & Human Services, authorized by the Secretary for the purpose,
may during all reasonable hours enter and inspect any establishment for
the propagation or manufacture and preparation of any virus, serum,
toxin, antitoxin, vaccing, blood, blood component or derivative,
alfergenic product, or other product aforesaid for sale, barter, or
exchange in the District of Columbia, or to be sent, carried, or brought
from any State or possession into any other State or possession or into
any foreign country, or from any foreign country into any State or

. "

possession,

Part F - ******Control of Radiation.

Sec. 360 Ala) "If the Secretary finds for good cause that the methods,
tests, or programs related to electronic product radiation safety in a
particular factory, warehouse, or establishiment in which electronic
products gre manufactured or held, may not be ada%uate or reliable,
officers or employees duly designated by the Secretary, upon
presenting appropriate credentials and a written notice to the ownaer,
operator, or agent in charge, are thersafter authorized (1) to enter, at
reasonable times any area in such factory, warghouse, or establish-
ment in which the manufacturer’s tests for testing programs) required
by section 35B{h! are carried out, and {2} to inspect, at reasonable
times and within reasonable fimits and in a reasonable manner, the
facilities and procedures within such area which we related to
electronic product radiation safety. Each such inspection shall be
commenced and completed with reasonable promptness. In addition to
other grounds upon which good cause may be found for purposes of
this subsection, good cause will be considered to exist in any case
whare the manufacturer has introduced into commerce any electronic
product which does not comply with an applicable standard prescribed
under this subpart end with respect 1o which no exemption from the
notification requirements has been granted by the Secretary under
section 358(a){2} or 35%(e).”

{b) "Every manufacturer of electronic products shall establish
and maintdin such records fincluding testing records], make such
reports, and provide such information, as the Secretary may reasonably
require to enable him to determine whether such manufacturer has
acted or is acting in compliance with this subpart and standards pre.
scribed pursuant to this subpart and shall, upon request of an officer or
employee duly designated by the Secretary, permit such officer or
employee to inspect appropriate books, papers, records, and documents
relevant to determining whether such manufacturer has acted or is
acting in compliance with standards preseribed pursuant to section

359(al.

“vedlkw

FORM FDA 482 {9/00) PREVIOUS EDITION 18 OBSOLETE

NOTICE OF INSPECTION
{Continued on Reverse) B
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E [ H

4 ) "ThesSecigtary may by regulation {1] require dealers and
disbributors of ‘glectrohit ffoducts, to ,which ther§ are applicable
standards prescrifizd. under this subpart and the-qtail prices of which
is not less than $50, to furnish manufacturers of sdch products such
information.as may be necassary to identify and locate, for purposesof

than ‘resale, ani ‘require manurgcture’s 1o preServe  such
" information, Any regulation establishing a requirement pursuant to

clause (1) of the -preceding sentence shall {A] authorize such deglers .
immediately: furnishing®&uch

and distributafg. 16.:elect, in lieu of
information to the manus facturer to” hold and preservé such
information until advised by the manufacturer, or Secretary that such
information is needed by the manufacturer fot purposes” ol section’;
359, and (B) provide that the dealer or distribbtor shalf, .upon making”
such, election, give prompt notice of such election frogether wit
information._Jdentifying. .the notifier and the product) to the
manufdoturéy . and-~shéll. when advised by the manufacturer or
Secretary, 6f the need therefor for the pur- poses of Section 358,
immediately furnish the manufacturer with the required information. It
a dealer or distributor discontinues the dealing in or distribution of
electronic products, he shall turn the information over to the
manufacturer. Any manufacturer receiving information pursuant to this
subsection concerning first purchasers of products for purposes other
than resale shall treat it as confidential and ‘may use it only if
necessary for the purpose of notifying persons pursuant to section
358(a)." , : T : e

. P Foe e s

o & AR .
LR e e L e ) R PR ]

FORM FDA 482 {9/00]

sectioff 359 the J’rs‘% 2r;uq:hasms of such products for purposes. other . ..

Sec. s(c%s?g_.,(a; it shall be unlawful-

(2) LR
{3y "for any person to fail or to refuse to establish or maintain

. records™equired by, this, subpait,or to permit access by the Secratar
. praany. of his @Iv?as:tﬁ‘oﬁr :’ﬁa}x

! orized representatives. 1o, or“the copying of,
such sedords, or to. permit entry or inspéction,” as réquired or pursuant
to section 360A."

e i

s

Part G - Quarantine and. Inspection . e

L1
S

e‘neré}, with the app;ocal of the Secre-

©
LR il

Sec. 361(a) *Ths Surgoon G

. Lary is_authorized to make and enforce .sugh ragulations as in his
~“judgerrient are ngggega(\{. to prevent the in

ntrodugtion,, transmission, of
spread ~of  cordimunicable diseasés from Toreign countries ‘into the
States or possessions, or from one State.or possession irto any other
State or possession. For plrposes of carrying out and enforcing such
regulations, the Surgeon General may provide for-such inspection,
fumigation, disinfection, sanitation, pest extermination, destruction of
animals or articles found to be so infected or contaminated as to be
sources of dangerous infection. to human beings, and other measures,
as in his judgement may be necessary.”

i AR .,._~‘\A"‘ s e Ty



1 DISTRICT ADDRESS & PHONE NUMBER __

DEPARTMENT OF HEALTH AND HUMAN SERVICES bo <Zﬁ\ U(g
PUBLIC HEALTH SERVICE w t ’ % 303 07
FOOD AND DRUG ADMINISTRATION
204 ~ asg - 167
3. DATE 4 SAMPLE NUMBER

2. NAME AND TITLE OF INDIVIDUAL .
M Q C. Mancaem |02/07]03 see b6&Low

6. FIRM'S DEA NUMBER 7.FDA'S DEANUMBER

5. FIRM NAME
) AR V.

S. CiTY AND STATE (include Zip Code)

B. NUMBER AND STREET

. g
(0] Soudh Seahnsoh Srure 2k 31751
i s and other positive identification)

10. SAMPLES COLLECTED {Describe fully. List fot, serial, mode! nu

The following samples were collected by the Food and Drug Administration and rece:pt is hereby acknowledged pursuant to
,and Cosmetic Act{21 U.S.C. 374 (c}} and 7 or Part F, Sub Part 3, Section 356{b} of

Section 704(c) of the Federal fFood, Dru
The Public Health Service Act[42 U 5.C. 63d] and/or 21 Code of Federal Requlations (CFR} 1307.02. Excerptsof these are

quoted on the reverse of this form.
{NOTE: if you bifl FDA for the cost of the Sample(s) listed below, pléase attach a copy of this form to your bill) .
Sersw Loda

%05‘7. /0/4005 pjwjmoc&uﬁ,wﬂt.odtmo

D PeamuT Buire R CREAMY AET WT

# p
5‘(}.40 M}‘ . jﬁ[&é@bﬂf‘“m QOASTE D FERMLTS, Jts{é':ﬁ'ﬂ

2 ks ?02 /3

/’427': Aieg AyDROGENATED USLETABLE O1es (¢
\f WESson, [N £ 0. Box H4goo F’uuﬁéﬂw c_A- <7L_33zh Uu.s. 4.‘

Wil Fads X7 ¢ loT S3037 XK B .

' » Lo
19605¢ ¢ 11/i3 £ Mruw edond vt R pladees peredd -
. M#sgoaﬁﬁ A il on LA paped Qated offiy

g aNQ“ %,(IC.» Pan PetuT QuiTER C_ju(uchfx/

B,
‘i lh 2 02 5‘/0 THGREDIENTS & ROAsTe D PERNU
k;zakkT }’Arziiu(y fy DROGENATED VEGE TRBLE DIt (c,onmsegb oD
gp,pussvb) SALT, (Con Para Foods O Box 57078 IRVINE, CR

2419 7578 u.5. A p’Bem pAD 15 A REGISTIRED Tmo&mn»m oF
20NA&£A BRANDS, Ine XYY O GRAMS TRANS FAT PBR SBAUING

[/\ZZ 4 Z—K&’J%’/

13 SIGNATURE (Person receiving payment for sample or

12. AMOUNT RECEIVED FOR SAMPLE
person providing sample to FDA at no charge }

11 SAMPLES WERE

KPROVIDED AT NO CHARGE ] CASH [ BILLED
[] PURCHASED A) C/{’l] VOUCHER [ CREDIT M%
CARD

{1 BORROWED (To be returned)

Y

16. COLLECTOR'S SIGNATURE

14, COLLECTOR'S NAME (Print or Type) 15. COLLECTOR'S TITLE {Print or Type)

§ Decugles Brogd Luwestigufor— 8 Lortan
M &5 lfogd eyl ?}%‘C‘E'Tﬁm SAMPLES mc,s oF 4 PAGES

FORM FDA 484 (10/87) PREVIDUS EDITION MAY BE USED



:
{ . R s i 1
v
k) 1 H
A g B P N A
X - 3 3 L S e, I
- TR AN T D LA B
B
3
s X 5, i 4 N
IR RV N IR S Y PP SEL R
. ) i
w o . ” ) %
R I e “ e 4 A %, 2 -

Secuon 704(c} of the federal Food, Drug, and Cosmetic Act [21 U.5.C. 374(c)] is quoted below:

5 d the oificer griemployed making ary such inspection of & facary, warehouse, or ather establishment has obtained any sample in_
the coursé of the wispectidh, upbh cdmplétion ot the m$péctnon and proith 1eavmg the.prethises he'shall ¢ gwe to the ownar, oaerator :
e Oragentmn charge a, receupt uescnbmg the sampies obtamed . .

e o

Paa F Sub Part 3 Semon 356(b) of The Pubhc Heaith Semce Ad [é? U. S C ﬁ63d Tis quoted in panhe!ow S P N

Sectnon 356 b) In carrying out the purposes ofsubsed on a) f‘ne Sééretary 15 authonzed xo R PR i
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21 Code edefa' Pegu!atiom 1’97 02 is quoted beiaw' e I L e

“1307.02 Apphication of State law and other Federai law
Noth'ng 10 Parts 13011308, 1311, 1312, 0r 1316 of this chapter shall be construed as authorizing or permitting any person to do any act
which such person is not authorized of permjtied to de, under other Federal laws- or obhgatnons under international treaties,
" Conventiong orprototols, eiinder the. Hw of'the State. i wh;gh he, desires g, do. sych }é}nor shal. comg}uaﬁce vmh sach Qartssbe e
construed as cumphance with other Federa! or State iaws unless expressly prov:ded in sucﬁ Flatvs o A

“an ag“reremem between the Foc)d and Orug Ad‘l{mmsﬂatxon (FDA‘) and the Drug Enfor(ement A@mmtsxratton {DEAS pré’osdes thai in me
eventany samples of cantrolled drugs arecoligcted by FDA representatives in, th%‘enforcement of the Federal Food, Drug, and Cosmetic
alt, the FDA representativeshall issiea redeigt fol Sich samales on FDA form FDA 484 RECEIPT FOR SAMPLES, inligu, of -DEA form,; 400, "

to the owner, operamr,or agentmcharge othe premmes R -
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Report of gnalysis will be furnished, ogaiyij ere: sampl
C’osmenc At 121 t 374((1)] ‘whichiis quoié beld
'Wherever in the ¢ourse of an‘ 5uch mspecmn of 2 factéry or cther esxabhsh,mept&wheye fodd is manufaéwred pt’étessed‘
packed, the gtficeroremployge malmg gHg-inspactitin ubtajns.a sample of such faod, dnd an analysis.is made of such sample far the
purpose of ascertaining whethér such Tood tonsists in wholle or in-part of ’ény Ailthy; {mtr(d or detampdsed substa“née, Bf s athemse T
X unﬂt fO( food a copy Qi the resutts of such analyszs shall be fumlst)gd promptiy to the owner, operator or agem in charge

Vgt

o

- P R P .
N 2 3 L L PR SR |




For. Colleoton OF Fowow -Uyf StmpLe

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION
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Oab%w,ﬂ*‘ 30309
4-04-2S3 1167

Qudts

TITLE OFINDIVIQUAL i
4. AN NA 4

7

1O 38 om

W },M ; ’ 3. DATE

TO

6. NUMBER AND STREET .
[0 " Sabines). Orwres , 0

. Box 585

02/57/63

\

p.m.

8. PHONE # & AREA CODE

229 - 776 - Q8!1

7§%ejc)sm§§ & zm;ooz , . 3/77 /

Notice of Inspection is hereby given pursuant to Section 704{al{1} of the Federal Food, Drug, and Cbsmetics Act [21
U.S.C. 374(al)" andlor Part F or G, Title Il} of the Public Health Service Act [42 U.S.C. 262-264f

9. SIGNATURE {Food and Drug Administration Employee,

B Qocrles Procye)

0. TYPE OR PRINT NAME AND TITLE (FDA Emzloyee(s}}

R. :Doa?[g, Bfo? /Ld?/ o

' Applicable portions of Section 704 and other Sections of the Federal
Food, Drug, and Cosmetic Act {21 U.5.C. 374] are quoted below:

Sec.704. (al{1} For purposes of enforcement of this Act, officers or
employees duly designated by the Secretary, upon prasenting ap-
propriate credentials and a written notice to the owner, operator, or
agent in charge, are authorized (A) to enter, at reasonable times, any
factory, waréhouse, or establishment in which food, drugs, devices, or
cosmetigs are manufactured, processed, packed, or held, for intro-
duction into interstate commerce or after such introduction, or to enter
any vehicle being used to transport of hold  such food, drugs, devices, or
cosmetics in interstate commerce; and (B) to inspect, at reasonable
times and within reasonable limits and in a reasonable manner, such
factory, warehouse, establishment, or vehicle and all pertinent
sguipment, fnished and unfinished materials, containers, and lebeling
therein. In the wcase of any factory, warghouse, establishment, or
consuiting laboratory in which prescription drugs, nonprescription drugs
intended for human use, or restricted devices are manufactured,
processed, packed, or held, inspection shall extend to ail things therein
fincluding records, files, papers, processes, controls, and facilities)
bearing on whether prescription drugs, nonprescription drugs intended
for human use or, restricted devices which are adulterated or misbranded
within the meaning of this Act, or which may not be manufactured,
introduced. into interstate commeice, or sold, or offered for sale by
reason of any provision of this Act, have been or ae being
manufactured, processed, packed, transported, or held in any such place,
of otherwise bearing on violation of this Act. No inspection authorized by
the preceding sentence or by paragraph {3} shall extend 10 financial data,
sales data o?her than shipment data, pricing data, personnel data {other
than data as 1o _gualifications of technical and professionsl personnel
performing functions subfect to this Act, and ressarch data fother than
data relaung to new drugs, antibiotic drugs and devices and, subject to
reporting and inspection under reguiations lawfully issued pursuant to
section 5Q5(i) or tki, section BO7(d) or (g), section 518, or 520(g), and
data relating o other drugs or devices which in the case of a new druy
would be subject to reporti'n‘)g or inspection under lawful regulations
issued pursuant to section BOS(} of the title). A separate notice shall be

or each such inspection, but a notice shal he required for

not

given
each entry made during the period covered by the inspection. Edch such
inspection shall be commenced and completed with reasonable

prompiness,

Sec. 704{e} Every person required under section 519 or 520(g) to
maintain records and every person who is in charge or custody of such
records shall, upor request of an officer or emploraa designated. by the
Secretary, permit such officer or employee at ali reasonable times to
have access to and to copy and verify, such records.

Section 704 {f}{1) A person accredited under section 523 to review
raports made under section 510(k} and make recommendations of initial
classifications of devices to the Secretary shall maintain records
documenting the training qualifications of the person and the employees
of the person, the procedurss used by the person for handling
confidential information, the compensation arrangements made by the
person, and the procedures used by the person to identify and avoid
conflicts of interest. Upon the request of an officer or employee
desi?nated by the Becretary, the person shall permit the officer or
employee, at all reasonable tirnes, to have access to, to copy, and to
verify, the records.

Section 512 {1 H1] In the case of any new animal drug for which an
approval of an application filed pursuant to subsection (b} s in effect, the
applicant shall establish and maintain such records, and make such
reports to the Secretary, of data relating to experience, inciuding
experience with uses authorized under subsection (g){4)(A), and other
data or information, received or otherwise obtained by such applicant
with respect to such drug, or with respect to animal feeds bearing or
containing such drug, as the Secretary may by general regulation, or by

order with respect to such application, prescn’ée on the basis of a finding
that such records and reports are necessary in order to enable the
Secretary to determine, or facilitate @ determination, whether there is or
may be ground for invoking subsection {#) or subsection {m}{4} of this
section. Such regulation or order shall provide, where the Secretary
deems it to be appro?riate, for the examination, upon requést, by the
persons to whom such regulation or order is applicable, of similar infor-
mation received or otherwise obtained by the Saecretary.

{2} Every person required under this subsection to maintain
records, and every person in charge or custody thereof, shall, upon
request of an officer or employee designated by the Secretary, permit
such officer or employee at all reasonable times to have access to and
copy and verify such records.

? Applicable sections of Parts F and G of Thle Il Public Health Service
Act {42 U.8.C. 262-264] are quoted below:

Part F -
angrere

Sec. 351{c) "Any officer, agent, or employee of the Department of
Health & Human Services, authorized by the Secretary for the purpose,
may during all reasonable hours enter and inspect any estsblishment for
the propagation or menufacture and preparation of any virus, serum,
toxin, antitoxin, vaccine, blood, bﬁ)od component or derivative,
allergenic product, or other product aforessid for sale, barter, or
sxchange in the District of Columbia, or to be sent, carried, or brought
from any State or possession into any other State or possession or into
any foreign country, or from any foreign country into any State or
possession.”

!:icfensing - Biological Products and Clinical Laboratories

Part F- ******Controf of Radiation.

Sec. 360 Afa} "If the Secretary finds for good vause that the methods,
tests, or programs related to electronic product radiation safety in &
particular factory, warehouse, or establishment in which sdlectronic
products are manufactured or held, miay not be adequate or reliable,
officers or employees duly dasignated by the Secretary, upon
presenting appropriate credentials and a written notice to the owner,
operator, Or agent in charge, are thereafter authorized (1) to enter, at
reasonable times any area in such factory, warehouse, or establish-
ment in which the manufacturer’s tests (or testing programs) required
by section 358{h} are carried out, and {2) to inspect, at reasonable
times and within reasonable fimits and in a reasonable manner, the
facilities and procedures within such area which afe related to
electronic éaroduct radiation safety. Each such inspection shall be
commenced and completed with reasonable promptness. In addition to
other grounds upon which good cause may be found for purposes of
this subsection, good cause will be considered to exist in any case
where the manufacturer has introduced into commerce any electronic
product which does not comply with an applicable standan! prescribed
under this subpart and with respect to which no exernption from the
notification requirements has been granted by the Secretary under
section 358(a}{2} or 358(e}.”

{b} "Every manufacturer of electronic products shall establish
and maintan such records {fincluding testing records), make such
reports, and provide such information, as the Secretary may reasonably
require to enable him to determine whether such manufacturer has
acted or is acting in corpliance with this subpart and standaids pre-
scribed pursuant to this subpart and shail, upon request of an officer or
employee duly designated by the Secretary, permit such officer or
employee to inspect appropriate books, papers, records, and documents
relevant to determining whether such manufacturer has acted or is
gg%gg} in compliance with standards prescribed pursuant to section

aj.

sxess s

FORM FDA 482 (9/00) PREVIOUS EDITION 1§ OBSOLETE
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. {f} “The. Séb?é’ary 'ﬁ%}ab.y, regd‘riiqn.,( 1) requirs deaers and
disbributors of electroniq. products! to.. which  thete are ap licable
standards prescribed under this:subpait ant theJetafiprices of which
is not tess than $50, to furnish manufacturers of such products sygh
information as may be necessary to identify and locate, for purposes; of
section 359, "the girsy urchasers of such products'for purposes ether
than resafe, . ari (ﬁ require manuracturérs 1o . preserve stth
information. Any regulation establishing a requirement pursuant to
clause (1) of the preceding sentence shall {A} authorize such dealors
and distributofs to “elect, in lieu of immediately furnishing such..’
information to_the manu- facturer to hold and preserve such ™
information untl advised by the manufacturer or Sacretary that such
information_is needed by the manufacturer for purpdses: of _segtjor
358, and (B) proyide that the desler or distributor Shalf, upon mékang
such election, give prompt notice of such election (together wit
infermation .Jdentifying. the notifier and the product) to the
manufacturer: and shall, when advised by the manufacturer _or
Secretary, of the need therefor for the pur- poses of Séction 359,
immediately furnish the manufacturer with the required information, If
a dealer or distributor discontinues the dealing in or distiibution of
electronic products, he shall turn the information over to the
- manufacturer, Any manufacturer receiving information pursuant to this

subsection concerning first purchasers of products for purposes other

than resale shall treat it as confidential and may use it only if
gg(é?s?qyy for the purpose of notifying persons pursusnt 1o section
a). o N R :
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Sec. 'égo Bial it shall be unlawful- -
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person to fail or to refusé to establish or maintain
~this subpart-or to permit access by the, Spcretar
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General, with the appro ;a! of the Secre

:gh regulations as in his
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“spread “of communic easte from -foreigh “coufitries “inte the
States or. possessions, or from one Stafe or pogsession iNt6.any other
State or possession. For purposas of carrying out and enforcing such
ragulstions, “the Surgeon Gendral may provide for such. inspection,
fumigation, disinfection, sanitation, pest extermination, destruction of
animals or articles found to be so infected or contaminated as to be
sources of dangarous infection to Auman beings, and other measuris,
as in his judgerhent may be nBcessary.” - ~
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1. DISTRICT ADDRESS & P MBER
LEPARTMENT OF HEALTH AND HUMAN SERVICES Lo ! 244 w ,ué’"

PUBLIC HEALTH SERVICE ? <
\ 7 oS 6
FOOD AND DRUG ADMINISTRATION Otfesta % / 6}3‘ - 5e 7
KOt - A53 {167

2. NAME AND TiTLE QFINDIVIDUAL 3 DATE 4 SAMPLE NUMBER

7%4; AVE M /O(',‘ My 04“7/05 /76 06 Z2—

M NAME 6 FIRM'S DEA NUMBER 7 FDA'S DEA NZMBER

8 NUMBERAND STREET 9. (iTY AND STATE (include Zip Code)

M&MM%@% bt 3179

10. SAMPLES COLLECTED (Describe fully. Listlof, serial, model numbkrs and other positive identification)

The following samples were collected by the Food and Drug Administration and receiptis hereby acknowledged pursuant to
Section 704(c) of the Federal Food, Drug, and Cosmetic Act?ﬂ 1S C. 374 ()l and 7or Part F, Sub Part 3, Section 356(b) of

The Public Health Service Act {42 U.S €. 263d] and/or 21 Code of Federal Regulations (CFR) 1307 02. Excerpts of these are
quoted on the reverse of this form.

(NOTE: If you bill FDA for the cost of the Samplels) listed below, please attach a copy of this form to your bl”)

;,,,,24, W o/12-/803 Cases fotate. L,ag//s
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/’é’frWT wrrwf wr /foz (/15 2 0 INGREDIENTS ;
ROASTED PEANLTS, SUGAR. PARTIALLY HyD 65 75D VELETRRLE OJLS
(CeoTTONSEED AND W?SE‘L’D), Sﬁrt.'r Comﬁ re. Poed-s P.0. Box ¥ 3707¢,
[RumNE, CA FLLIT-TOR U.SA. K¥x 5302,/*‘7‘/} krk AL

S R Y |
(Mw ere- W  X%A - Wearon e d‘,ul,le:&""
¥ Mj W 202 2L7000-45>2
Ch QL3¢ U.S. A ¥X (1 pasTic Thes 12 ap ;
Yys300- 299 [ 2 2113 02{ 0P A CRUN Y o Paae

Peamdt Bulln X1

11 SAMPLES WERE 12 AMOUNT RECEIVED FOR SAMPLE 13. SIGNATURE {Person receiving payment for sample or
PROVIDED AT NG CHARGE 0] Cask [ BILLED person prowdmg sample to FDA at no charge.)

(] PURCHASED r\)} [) VOUCHER [7] CREDIT % 7

{71 BORRQWED (TG be returned) CARD ‘e

14. COLLECTOR'S NAME (Print or Type) 15 COLLECTOR'S TITLE (Print or Type) 16, COLLECTOR'S SIGNATURE

2. Dowiles Brogdm %5[\2%%413/ A . Dewlow éwovﬁ«//

FORM FDA 484 {10/87) PREVIOUSEDITION MAY BE USE0 EIPT FOR SAMPLES PAG[{)‘ orI PAGHS



Section 704{c} of the Federal Food, Drug, and Cosmetic Act {21.U.5.C. 374(¢}} is quoted below:

tkthe omcer or employ«ee making any such mspectyn of a tar,tory warehquse, or gther establishment has obtained any sample in
. th@‘ caufse, of the: mspeqtmn up%n completiofn? tha:mspectton ahd’ prior taléavj fthe premisesvbe ;bq!hgw}e 1o ’che owper opecator
oragent in charge a receipt describing ti‘e samp!es obtained.” - e B :

PartF, Sub Part 3, Section 356(b) of ThePubhc Rea‘ith Seivice Aé{[42 US C 263g}is: qumed in pad Belows .1 L R .
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"1307.02 Apphcatoon uf State law and other Féderallaw.
Nothing in Parts 1301-1308, 1 3 11, 13 2, 0r 1316 of this chapter shall be construed as authonzmg oF permitting any person; to dc» -any act

conventions, or protowls, or under the law of the State in which he desires to do such act nor shall comphance with such ?dns be
canstried ast compﬁamce with othea {»ederal Of. State laws un!ess éxprésssy prog:dedm such other 1aws
AR agreement between the Foad and Drug Administration (FDA) and the Drug Enforcement Admmlstratncn (GEA') pmwd@s that in tHe
evént any safples bf conteoled drigs drescoliected byf\?A represéntatwesifithe epforcementofithe Federal Food, Drug, and Cosmetic -
Act, the £DA represematnve shallissue a receipt for Suth'samples on FDA form FDA‘484 RECEIPT FOR Sh PUES, inlied ot (DEA form 409,

to the Gwaer 'Oherator, or agbfitincharge o the premises. 5o
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Cosmetic Act [21 U.5.C. 374{d)] which is quoted below: SR VD ;

el

Repaort of analysis will be furnished only where samples meet the requ;rements of Sectlon 704(d} of the ’éderal Food, Déu& "an‘é:f
by -

“Whenever in the course of any such inspection of a factory ot other establishment where food is manufactured, processed ar
packed, the officer ar employee making the inspection obtains a sample of such food, and an analysns is made of such sample for the
purpose of ascertaining whether such food consists i whole or in part of any fitthy, pumd ar decomposed substance, or 15 otherwise
unfit for food, a copy ot the results of such analysis shall be furnished promptly to the ow'wer operator, or agentin charge.”
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§ 20:9 Foop anp DRUG ADMINISTRATION

§ 20:9 Inspection of records and documents

The Food and Drug Administration (FDA) does not have
general authority to inspect all records of all firms subject to
its control. The Food Drug & Cosmetic Act and the Public
Health Service Act—the two statutory bases of FDA inspec-
tional authority—are not complete grants of authority for
the agency to examine records.' The Food Drug & Cosmetic
Act delegations of inspection authority are granted as to
“pertinent” items? and broader authority is given for pre-
scription drugs, restricted medical devices, and infant
formulas.® Records inspection is specifically authorized for
those categories, but it is not unlimited power* and there is
no corresponding reference for other products, such as drugs
sold over the counter, cosmetics, food, food additives, or color
additives.

Specific records authority exists for biological products
under the biological establishment inspection powers of the
Public Health Service Act.® The same statute empowers the
FDA to include in its radiological products inspections the
records of persons manufacturing or assembling such
radiological products as X-rays and color television sets;
however, the Act does not authorize inspections of the users
of radiological products.®

Carriers of products regulated by the Act are required by
§ 703 to provide records of interstate shipment which the

- Winter Associates, Inc. v. Department of Health & Human Services, 497
F. Supp. 429 (D.D.C. 1980) (declaratory judgment denied to firm challeng-
ing inspection of clinical study records).
[Section 20:9]

21 U.S.C.A. § 374; 42 U.S.C.A. §§ 262(c), 263i. Each statutory basis
for inspection is subject to some limitations, explicit or implicit.

291 U.S.C.A. § 374 grants authority “to inspect . . . all pertinent equip-
ment, finished and unfinished materials; containers, and labeling” within
the physical premises, as well ag the premises themselves.

321 U.S.C.A. §§ 374, 355, 360j(e), 350a.
*Matter of Medtronic, Inc., 500 F. Supp. 536 (D. Minn. 1980).
%42 US.C.A. § 262(c).

%21 U.S.C.A. § 360nn; see FDA, Investigation Operations Manual
§ 501,13 (1992).

20-54
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INSPECTIONS § 20:9

FDA can copy.” If the records are not provided, the carrier
may be penalized. If they are, the records cannot be used as
evidence against the carrier in a prosecution by the FDA
arising out of the transportation® of the goods. But this is a
limited immunity for a limited class of persons.’

Apart from these directly inspectional authorities, the FDA
also has certain substantive powers with ancillary inspec-
tional provisions. Section 505 on new drug approval specifies
{hat information required to be maintained as records of the
new drug application (NDA) process shall be available to
FDA inspectors to “copy and verify such records.”” In the
area of medical devices, Congress gave the FDA broad pow-
ers to require records to be kept and included the power to
require firms to make reports and “provide such information
as the Secretary may be regulation reasonably require” from
the device firm."" This authority allows the FDA to specify
what device information will be inspectable, based on its
seeing a need for that information to assure the device’s
safety and effectiveness.’> However, this authority depends
on final regulations, and the FDA lost a dispute over
restricted device inspections for lack of valid authority."”

The 1987 Prescription Drug Marketing Act also empowered
the FDA to conduct extensive paperwork inspections regard-
ing diversions of drug samples.” These are intense audits of
the sales representative’s activities to assure no diversion
will occur.™

Apart from questions of strict statutory construction—and
the statute would be construed strictly in favor of the defense
in criminal prosecutions for refusal of records—is the broader

91 US.C.A. §373.

821 U.S.C.A. § 373 proviso; see U.S. v. Arnold’s Pharmacy, Inc., 116 F.
Supp. 310 (D.N.J. 1953).

*J.S. v. Gel Spice Co., Inc., 601 F. Supp. 1205 (E.D. N.Y. 1984).
21 U.S.CA. § 355(G)2).

921 US.CA. § 360i.

2Matter of Medtronic, Inc., 500 F. Supp. 536 (D. Minn. 1980).

SBecton, Dickinson & Co v FDA, 448 F Supp 7 (NDNY), affd, 589 F2d
1175 (2d Cir 1978).

1421 U.S.C.A. § 353()(2XC0).

BEDA, Lipnicki, Summary of the FY-90 Drug Manufacturer PDMA As-
signment (1989).

¢ 2005 Thomson/West, 5/2005 20-55
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§ 20:9 Foobp anp DruG ADMINISTRATION

matter of statutory intent. Congress moved from the 1906
sample-collection power™ into the 1938 inspectional power,”
into the 1953 amendments,” and finally into the 1962" and
1976 grants® of specific records-inspection powers over pre-
scription drugs and restricted devices. Congress chose not to
expand the records power into records for foods,” or cosmet-
ics,” or food or color additives, or most over-the-counter
(OTC) drug® or unrestricted device categories.

The general construction of the Act to favor its health-
protective goals tempts courts to construe inspectional provi-
sions broadly; at the same time, however, a countervailing
constitutional interest of the inspected firm opposes that in-
clination and favors an exclusive reading of the present Act.

Although the FDA lacks authority to demand certain re-
cords, its investigators are still instructed to ask for them.*
However, a partial refusal or total refusal of inspection can
only be charged where the FDA had clear statutory author-
ity to demand that which was refused. FDA internal manu-

®Act of June 30, 1906, ch 3915, § 4, 34 Stat 768.

Y Act of June 25, 1938, ch 675, § 704, 52 Stat 1040

®act of Aug 7, 1953, ch 350, 67 Stat 476.

®Drug Amendments of 1962, Pub L No 87-781, § 201, 76 Stat 780.

20Meadical Device Amendments of 1976, Pub L. No 94-295, § 6, 90 Stat
539.

“'Despite FDA’s repeated desire that it do so, see HR Rep No 10358,
95th Cong, 1st Sess § 8 (1977); and Goodrich, The Case for the Factory
Inspection Amendment, 17 Food Drug Cosm LJ 516 (1962). See the Food
Good Manufacturing Practice (GMP) records inspection upheld, in
National Confectioners Ass’n v. Califano, 569 F.2d 690 (D.C. Cir. 1978).

2Nyespite FDA’s repeated desire that it do so. See Goodrich, The Case
for the Factory Inspection Amendment, 17 Food Drug Cosm LJ 516 (1962);
S 1681, 94th Cong, 1st Sess (1975); HR Rep No 1993, 95th Cong, 1st Sess
(1977).

BEDA has also sought this authority for over-the-counter (OTC) drugs
in S Rep No 2755, 95th Cong, 2d Sess § 175 (1978). As Goodrich, The Case
for the Factory Inspection Amendment, 17 Food Drug Cosm LJ 516 (1962),
noted in 1962, the burden remains on FDA to establish that any records
request is “reasonable and within the scope of things relating to actual or
potential violations of the Act,” even if it falls within the inspection of re-
cords authority of the second sentence of § 704 or future expansions of
that power.

Mgwanson, How to Handle an FDA Inspection—The Investigator’s View,
33 Food Drug Cosm LJ 109 (1978); see FDA Investigation Operations
Manual § 501.1. (1992).
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als admit that a records refusal will not be classed as a
“refusal of inspection” where the agency lacked a clear statu-
tory power of access to the requested record.” Counsel should
be alert for end-run maneuvers; instead of prosecuting the
firm for its refusal, the FDA is more likely to use broad boil-
erplate language including records inspection in ex parte
requests for search warrants.” If the firm recognizes the
ploy and moves to stay the execution of the warrant, it
should simultaneously move to quash the overbroad warrant
and to suppress any records obtained under the warrant for
which the Act does not provide statutory access authority. A
serious confrontation between firm and investigator over re-
cords access should be brought to the attention of the firm’s
counsel immediately so that a warrant defense strategy can
be prepared.”

What is the value of records inspection over mere physical
observation by the investigator? First, a firm’s internal
expressions about problems make damning evidence in any
court case where a safety or efficacy problem is being prose-
cuted under the Act’s standard of individual liability. If the
violation is known to the firm and is not sufficiently cor-
rected, the FDA could build its case upon the documentary
admissions of the firm’s officials.® As the criminal prosecu-

®EDA Investigation Operations Manual ch 514 (1992), “It is not a
‘refusal’ for management to refuse to provide formula information, lists of
shipments, codes, etc. except where the law specifically requires them to
furnish this.”

®Compare Becton, Dickinson & Co. v. Food and Drug Administration,
448 F. Supp. 776 (N.D. N.Y. 1978), order aff'd, 589 F.2d 1175 (2d Cir.
1978), in which the warrant’s validity was questioned and subsequently
the warrant was quashed, with a prosecution case for refusal which was
thrown out by the court, United States v Iwen, No 77-CR-47, Food Drug
Cosm L Rep (CCH) { 38,119 (ED Wis 1977).

*In at least one case, after counsel encouraged the firm to refuse the
inspection of an allegedly restricted device, the FDA responded by naming
the counsel as an individual codefendant in an injunction action. United
States v Sherwood Medical Indus, Civ No 77-0890-CV-W-2, pending (WD
Mo 1977).

BNote that the FDA could not obtain those documents by subpoena
since the agency lacks subpoena power, and would have to prepare a crim-
inal case and get the Justice Department to arrange for grand jury
subpoenas duces tecum ad testificandum.

¢ 2005 Thomson/West, 5/2005 20-57
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tion in the U.S. v. Park,® case demonstrates, the existence of
records may be a vital link between the criminal charge and
the responsible official of the inspected firm. It is agency
policy not to warn firms about the use to which records can
be put in enforcement cases.*

The FDA’s means of collection are important. Internal
manuals warn FDA investigators that certain inspections
“may require the obtaining of voluminous copies of records
in order to document evidence of deviation. All of these
become part of the government’s case should it go to
litigation.”™" Investigators are urged to produce “impressive”
exhibits, and none are so impressive as written admissions
of known breaches of regulations or product-specific approval
requirements.* Records inspection is vital to many exten-
sions of FDA enforcement efforts into new and stronger
fields. The matter of records inspection deserves careful
advance attention from regulated firms.

Special categories of records deserve special consideration.
First, trade secrets and proprietary information, such as line
speeds or product quantitative formulas, should be kept well
out of reach unless the firm is aware of a statutory obliga-
tion to share them with the FDA (or unless the FDA has
them already, e.g., in an NDA filing).* If the records of the
trade secret are shared with the FDA, the record should be
marked confidential—trade secret, the firm’s counsel should
be notified, and the inspector’s notes should state that the

®S. v. Park, 499 F.2d 839 (4th Cir. 1974), judgment rev'd, 421 U.S.
658, 95 S. Ct. 1903, 44 L. Ed. 2d 489 (1975), involved letters to and from
the grocery firm which Park headed regarding its sanitation problems,
which were important, according to the Supreme Court, to the establish-
ment of individual liability based on responsibility of the top official for
the violation.

®Former FDA Acting Chief Counsel S. H. McNamara said after leaving
FDA: “Don’t expect the inspector to warn you that you need not provide
something he asks for. A good inspector is like a good salesman; he will
push . . .. It is not improper for him to ask. It is your responsibility to
know the limits on an inspector’s rights.” McNamara, How to Survive an
FDA Inspection, 10 Cosm Toiletries & Fragrances Assn Cosm dJ 3, 5 (1978).

$FEDA Investigation Operations Manual ch 527 (1992).
2EDA Investigation Operations Manual ch 522 (1992).
$Gee Ch 22 for an extensive discussion of confidentiality.
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particular information was claimed to be confidential.** As
discussed elsewhere, the FDA’s desire to take photographs
should be uniformly opposed, as a matter of policy and right,
so that visible secrets are not revealed.*® :

Secondly, medical privacy is an important value.* Medical
records of patients should be protected wherever possible by
deleting individual identifiers from files delivered to the
agency. This was a primary issue of congressional concern in
the medical device records section of the Act, and special
rules apply to patient identity in device-related inspections.”
Clinical practices inspections may seek access to the patient
records, but the firm should hold the investigator to the
promises of confidentiality expressed in the FDA’s own
documents.® In a rare case, patient identity records will be
demanded because, in the words of the head of the FDA’s
clinical monitoring program: “Every now and then we run
into a clinician who insists on testing an investigational new
drug on fictitious patients; others are more daring, they
prefer to use deceased patients, probably because they gen-
erally exhibit fewer adverse reactions to the drug and they
don’t usually bring malpractice suits.”*® The FDA has author-
ity to examine the NDA records.*

In those cases, the patient identity goes to the central
purpose of the inspection, and disclosure may be justifiable.
However, patient privacy calls for caution in permitting re-
cords inspection of patient-identifiable records except in very
unusual circumstances. These privacy considerations should

*FDA Investigation Operations Manual § 516.1 (1992); see O’Keefe,
Legal Issues in Food Establishment Inspections, 33 Food Drug Cosm LJ
121, 133 (1978).

%Gee § 20:4; and O’Keefe, Legal Issues in Food Establishment Inspec-
tions, 33 Food Drug Cosm LJ 129-30 (1978).

31 S. v. Device More or Less Labeled Theramatic, 641 F.2d 1289 (9th
Cir. 1981).

921 US.C.A. § 360i(a)4).
#®Regulations on clinical practices will be found at 21 C.F.R. pts 52, 54.

FDA, E. L. Brisson, FDA’s Bioresearch Monitoring Program 3 (Dec
14, 1977) (Address to Food and Drug Law Institute 3).

“Leo Winter Associates, Inc. v. Department of Health & Human Ser-
vices, 497 F. Supp. 429 (D.D.C. 1980).

¢ 2005 Thomson/West, 5/2005 20-59
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not be jeopardized by allowing routine government access to
sensitive medical information in patient files.*'

A final set of records deserving special consideration are
those relating to developmental, nonmarketed products. The
FDA may penalize a firm indirectly for standing in defense
of its rights to refuse records inspection.*” Where a new prod-
uct may someday be the subject of food additive petitions,
but at the time of inspection is not yet subject to the FDA,
the agency may threaten reprisals for noncooperation.*® The
indirect penalty is a future refusal to consider the results of
the tests being conducted by the firm when they are submit-
ted to the FDA some years or months after that inspection.*
This may affect the persons who conducted the test or their
institution and its testing review board. Legal decisions
about developmental projects are close judgment calls, and
merit special attention for their potential effects on the firm’s
future business.

Finally, as a practical matter, firms which submit to
ingpection of their records must decide whether to permit
photocopying or to make inspectors hand copy the
information. The Act is silent on this matter, and permission
for copying without photocopying is literally unobjectionable
as a compliance with § 505’s copying rule.*® Of course, since
the FDA lacks subpoena power, its hand copies might be its
only evidence, unless grand jury subpoenas are available.
But the longer the investigator stays at the firm to hand
copy records, the more likely the firm is to face problems

“O’Reilly, Medical Privacy and Medical Research, 12 U Dayton L Rev
243 (1986).

“2Gee Leo Winter Associates, Inc. v. Department of Health & Human
Services, 497 F. Supp. 429 (D.D.C. 1980); Ross, FDA Inspections: The
Limits of Authority, 8 Pharm Tech 58 (Mar 1984).

“SRoss, FDA Inspections: The Limits of Authority, 8 Pharm Tech 58
(Mar 1984):

We may not accept safety studies performed by a foreign laboratory in support
of American products if that laboratory refuses to permit an inspection of its
facilities, We believe that we must adopt this position in fairness to the domes-
tic laboratories and to discourage any trends to shift the conduct of safety test-
ing to overseas laboratories.

The major reprisal is disqualification, see 21 C.F.R. § 58.202(a), 43 Fed
Reg 60019 (Dec 22, 1978).

#4921 C.F.R. § 58.202(a).
%591 U.S.C.A. § 355(GX2).
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How to Handle -
an FDA Inspection—
The Investigator’s View

By JAMES W. SWANSON

Mr. Swanson Is a Food and Drug Admin‘istrgtioﬁ Regional Di-
rector.

HERE YOU SIT in your office at the plant.: It’s ning o’clock and

_-the morning hasn’t gone too badly so far. Not too badly, that is,
1f you discount the fact that half the night clean-up crew didn’t show
up; one of the can lines went berserk, and presented all the empty cans
to the filler .upside down, and you already had a telephone call from
a newspaper reporter regarding .a consumer complaint of a railroad
spike in a can of green beans. - :

But your moment of respite is short-lived as a call comes for you
6n the intercom: “Mr. Peterson there’s a gentleman here to see you;
he says his name is Swanson and he’s from the Federal Food Company—
What was that, sir? — Oh — Mr. Peterson he says it’s the Federal
Food and Drug Administration. He’s here to make an inspection.”

1 assume for some of you, this is a rather familiar scenario. The
reasons for your aggravation may be different; the type of plant may
be different ; and the names would be changed to protect. the innocent ;
but, it’s not at all an unfamiliar scene. The Mr. Peterson of our little
tragedy is now allowed to slowly beat his head on the desk and moan,
“Oh, why me? Why today? Oh why can’t he come back next week
after I have this place cleaned up?” Oh “Why me,” indeed! That
ques'tlon, and the other two, can be answered by briefly descrlbmg a
process:and two policies of the Food and Drug Administration ( FDA).

INVESTIGATOR’S VIEW' : PAGE 109
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Planning an Inspection

The process leading to Mr. Peterson’s dilemma began almost three
years before that fateful day. The development of a schedule of work
for the FDA field districts is preceded by an intricate process of long-
range planning, priority setting, budget submissions, and resubmis-
sions, and resubmissions; program development and refinement,
resource allocations according to program priority, and, finally, the
issuance to the districts of a fiscal year workplan that directs that
certain work be done. We are not yet, however, to the point of having
Mr. Peterson’s plant selected for inspection. This is done in the field
at the district level. Here, the bureau programs are translated from
total numbers and man-hours by type of industry to lists of names of
specific firms projected for coverage during that particular planning cycle.

Now, what would make a district supervisory investigator select
Mr. Peterson’s plant for inspection on this particular occasion? The
answer is simple—*“It depends.” It depends on several factors.

(1) The main selection criteria involves potential for health
risk to the public. If your firm is producing a product which
could become a health hazard to the public if not properly pro-
cessed, we will be much more likely to schedule you for an in-
spection. Given no other problem, we’ll be around at least every year.
Low' Acid Canned Foods, for example, belong in this category. '

(2) Secondly, we will be scheduling firms that have established
a poor track record, firms with a history of borderline sanitary
conditions, shaky quality control systems, or a series of consumer
complaints. These will get our attention promptly and repeatedly
until something changes.

(3) And, of course, there is subjective judgment also applied
to this process. The supervisory investigators are aware of the
general conditions in the various industries, such as: a rodent
population explosion. in a locality, insect invasions of fields of raw
produce and the pesticides used to control them, weather condi-
tions, or labor disputes. These can all affect the condition of your
plant and products and we may well come to see how much.

(4) Lastly, firms that have a good track record generally, go
on the back burner for a while. We’ll get to you, but not very often.

So, to try to shorten up a long story, that’s generally how we get
_a plant scheduled for inspection. . But why today? Why, to quote
Mr. Peterson, didn’t we let him know we were coming? Well, that’s
wheré one of the policies comes in. It has been our policy as long

PAGE 110 FOOD DRUG COSMETIC LAW JOURNAL—MARCH, 1978
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as I can remember, that unannounced inspections are the best proce-
dure for us to follow. We have found that over the years, unannounced
inspections give us a much truer picture of what is going on in a
plant than if we had made an appointment two or three weeks in advance.
We much prefer to observe the operation of a food plant as it would
normally be on any day. Being somewhat suspicious by nature, we
have a feeling that conditions might be somewhat altered if we made
an appointment. Not that anyone in this room would find the need
to make a change in their operations strictly because the FDA inspec-
tor was coming, but there are some who would.

Unspoken Rules

And that brings us to the other policy covering Mr. Peterson’s
question, “Why don’t you come back next week when I have this place
cleaned up ?” The answer lies in one of our unspoken rules of planning
the work. That is, try to inspect a firm when they are potentially at
their worst. We like to get into warehouses after the cold weather
has driven the rodents inside. We like to get into canning plants
when they are glutted with an overwhelming flow of raw materials.
We like to get into firms that have a potential for microbiological
problems when it is boiling hot outside. This, I know, creates problems,
The poor plant manager is beset with dragons on all sides and, lo
and behold, comes another one to add to his woes. We know it is
disruptive ; we know it is inconvenient. However, it is highly probable
that any time we make an inspection of one of your plants, you would
consider it to be inconvenient. But, we maintain that if we find that
you are able to produce a good product under good control under the
worst of conditions, we can be much more confident that you can
produce a good product when things are less hectic. Let’s face it—
we just don’t get around that often, unless it is for some specific rea-
son. And, since it is your responsibility to comply with the law, you
should be able to do so, even under the worst of conditions.

Meeting the Investigator

Now we understand more about why the investigator is at Mr.
Peterson’s plant and now comes a rather critical part of the inspection.
That is, meeting the investigator and getting started. There are sev-
eral real good tips that I can give you which will insure that you have
an amicable relationship with the investigator.

INVESTIGATOR'S VIEW PAGE 111
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First, and probably the cardinal rule which you should not vio-
late ; keep him waiting, at least a half an hour, but be sure there is
nothing to read in the waiting room except four-year-old issues of
trade periodicals. -

Item number two, give him a challenge. Make statements like
“You’'ll not find anything wrong with our plant, why waste your time
here?” Or, “My shop is in great shape—you really want to see my
competitor six blocks down the street.”

Invariable rule number three. Insist that a specific person ac-
company the investigator throughout the inspection and then: A)
make sure that the person is not available for at least an hour; and
B) that that person cannot answer any question unless he first checks
with ‘higher authority.

And, finally, be sure to discuss, in general terms of course, how much
your firm pays in federal taxes, and relate that somehow to the in-
vestigator’s salary. '

Now that you have established a good relationship with the investiga-
tor, it is time for him to begin the regulatory inspection of your plant.

For those of you taking notes, I hasten to point out that the pre-
ceding was all tongue-in-check and was meant to convey a different
message than the words actually stated. T have been an inspector a
long time. Every one of these things has happened to me over and
over again, and, frequently all together in the same plant. You do. not
have to welcome an investigator to your plant with open arms, but
I advise you that it is probably unwise to make him feel that he is in
enemy territory. The investigator is a real, live person. Depending
upon the size of your plant and the experience he has had in your
particular industry, he is probably as wary of you as you are of him.
So, treat the investigator like a human being! You may even be re-
warded by finding out that he is one.

Throughout the inspection, you'll notice one thing about our in-
vestigators—they ask a lot of questions. It’s not that they are unknowl-
edgeable about your industry—it’s just the old forest and tree syn-
drome. After all, you live in that forest and you know where those
trees are every day. Now, our people have been in many of the same
kinds of forests but the trees are placed in different locations in each
different forest they get into, even though the species remain the same.:
Therefore, in order to get an accurate lay of the land, they ask questions.
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The Law and Company Policy

Some of these questions, and maybe all of them, will send you
scurrying for your manual entitled “What to do when the investigator
comes” (or words to that effect). In this manual; youll find that
many of the questions asked by the FDA investigator are listed as
no-no’s. The manual will tell you that the answers to these questions
are not required by law and are certainly prohibited by company policy.
Why in the world would a person be as presumptive as this investiga-
tor to ask such questions that fly in the face of both the law and com-
pany policy? Well, it’s because we told him to. The investigator has
a good number of questions that he is going to ask you; questions
about your volume of business, amount of interstate commerce, prod-
uct formulations, lists of consignees, code breakdown, and the like.
Now, the majority of questions of this caliber are probably not in the
category of those where the law requires an answer. However, you
can expect that the investigator will ask the questions. If you wish,
a polite refusal might be in order; but we would much prefer that you
cooperate. '

Photography

Photography is an entirely separate matter. It is‘our view, and
it is our instruction to our investigators, that photography is part
of an inspection and will be used if the investigator deems it necessary.
Our people are told not to ask permission to take photographs in a -
plant. They are instructed to be equipped to do so, if the occasion
arises during the inspection where photographs would be of value to
the understanding of an inspection. Presently, if you as plant man-
agement object to the use of the camera in your plant, the investigator
is supposed to reason with you over your objections to taking photo-
graphs. Such reasoning includes the philosophy that a picture is worth a
thousand words: meaning that it is a much more accurate depiction of
the condition. than are the written words which will be used by the
investigator to describe the same condition. You will have to recog-
nize that the investigator is a fact finder, He reports what he sees and
these reports are reviewed by others for decisions. The reviewers,
obviously, have not been in your plant and must rely on the findings
reported by the investigator. These, then, should be as factual and
accurate as possible for the best understanding of the existing condi-
tions. Photographs are very useful in understanding the facts.
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If you still object after the reasoning process is over, the investi-
gator might well point out a couple of recent court cases that have
sustained the use of photography in inspections. If this doesn’t turn
the trick, the investigator is instructed to put his equipment away and
continue with the inspection without use of the camera. He will, how-
ever, report this as a refusal in his report and, one of these days, we
will wind up in court again on the issue of refusal to permit inspec-
tion, to see if we can not get this finally resolved. In the meantime,
the investigator is instructed to use the camera where he thinks it
is needed.

The Final Discussion

When the inspection is over and the time comes to sit down and
have a critique of what occurred, we find that all too often the plant
management feels that they have already spent enough time, and want
to get the process over with as quickly as possible. This is a mistake.
It is during the final discussion, after an inspection, when. the issues
can come out and be thoroughly understood by both parties, the man-
agement and the investigator. The investigator’s job is to discuss
with you his findings; to explain the comments that he has made on
his observation sheet, the form FD 483, and to see to it that he is not
misunderstood. Remember, he may not be familiar with your unique
terminology and later you may be puzzled by a statement made on
the 483.

This does not mean that you cannot disagree with the investiga-
tor’s findings or his statements made about them. By all means, if you
disagree, speak up. But as we instruct our investigators to be as tact-
ful and courteous as possible, we would like to expect as much from
you. I can recall being in a plant back east, many years ago, where,
after carefully explaining to the plant manager an observation I had
made, he started his response with: “Look, you dumb Swede, you
really loused up on that!” These discussions are not easy. In fact, they are
frequently difficult. After all, the plant manager is faced with someone who
is being critical of his operation, and the investigator knows he is in a
somewhat hostile environment as well. These are conditions that can rapidly
create misunderstandings, sharp disagreements and animosity.

Although I cannot guarantee that an investigator will not lose
his cool once in a while, they most certainly are instructed not to, and
most certainly make every attempt to keep the situation under control.
Disagreements will arise. Our people are instructed to listen to such
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disagreements and, unless they are resolved on the spot, report them
as part of their inspection report. Above all, our people are instructed
not to get into arguments with the plant personnel over different per-
c¢eptions of the same situation. This is, obviously, non-productive and
does not serve to create a climate where the true facts can come out.

Conclusion

One last thought. Our investigators are trained to be just that,
investigators. They are finders of fact and most of them are good at
it. They are not, however, plant design and construction engineers.
They are not vermin control experts. They are not process control
experts. They are investigators. During the final discussion you have
with them about their findings, they will recommend what they see
needs to be done. They will not recommend how to do it. That is
your responsibility. So, if Mr. Peterson is a bit frustrated by the fact
that the investigator will not tell him how to keep railroad spikes out
of the canned green beans, and will only stoically maintain that he
should, we will all forgive him. [The End]

FALSE ADVERTISING CHARGED IN
"'NO HUNGER'" BREAD SEIZURE

Alleging that advertising claims for “No Hunger” bread mix are
illegal and grossly deceptive, U. S. marshals seized more than 20,000
cartons of the product in Cleveland on March 2. According to a complaint
filed by the Food and Drug Administration, medical claims made in
newspaper advertisements for the mail-order product are unsubstan-
tiated by scientific evidence and are violative of both the food and drug
sections of the Federal Food, Drug, and Cosmetic Act. The ads claim
that the bread will aid in weight reduction, induce ‘“regularity,” and
improve the circulation. However, the Agency stated, the bread is
simply a form of whole wheat bread with added fruit oil.

CCH Foop Drug CosmeTic LAW REPORTER, 42,202
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A Trade Association View
of the FDA Food Inspection
Programs

By LAURIE BURG

Ms. Burg Is Staff Counsel for Scientific Affairs at Grocery Manu-
facturers of America, Inc.

HAVE BEEN ASKED to give you the “trade association” view
of factory inspections. This is an interesting assignment considering
that many may think the industry and associaton views are synonymous.
Let me take a moment at the outset to explain what I believe the trade
association view is, and to put the Grocery Manufacturers of America

(GMA), and my role there, into perspective.

Trade associations are organizations of individual companies which
seek to accomplish as a group what they find difficult or impossible to
accomplish alone. What makes GMA a particularly interesting trade
association is that its membership consists of the manufacturers of the
entire range of products which are marketed through retail grocery outlets.

Since it is GMA’s policy to involve a cross-section of the membership
in the internal debate over public policy issues, the development of
well-balanced positions is usually a nightmare for the GMA staff. But
for the very same reason, once they are formed, GMA positions usually
carry. quite a bit of clout. .

I believe trade associations perform 4 uniquely valuable service.
We provide a middle ground between Washington’s peculiar brand
of reality and the reality of the food plant out in the tangible world.
Most importantly, GMA's internal policy formation process serves
. to exclude extremist points of view and focuses our efforts on what
is actually achievable.
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It is from this unique middle ground that I will view factory
inspections as a part of overall quality assurance.

GMA Technical Committee

To give you some idea of my frame of reference, my beat at GMA
is regulatory rather than legislative and primarily involves working
- with the FDA. Although I work on a variety of corporate and legal
matters other than food issues, I spend the bulk of my time serving
as counsel to GMA’s Technical Committee for Food Protection. This
is a group of top notch technical people who are responsible at high
management levels within their companies for product development,
production, and quality assurance and control.

Because of their expertise, the GMA Technical Committee members
have been active throughout the 1970s in developing and implement-
ing high industry standards for quality assurance. Wherever possible,
the Committee has encouraged self-regulation and enforcement in
cooperative efforts with the FDA,

For example, GMA has published industry-wide Voluntary Recall
Guidelines, Voluntary Transportation Guidelines, and Voluntary Sanita-
tion Guidelines. The latter was implemented through a series of training
seminars. GMA similarly supported the FDA’s Cooperative Quality
Assurance program with training workshops and educational materials.

The Technical Committee has also been involved with the FDA’s
development of good manufacturing practices. GMA’s comments on
the FDA'’s current proposal support the concept of good manufacturing
practlces (GMPs). But because the Technical Committee members
deal regularly with factory inspections. they know that the GMPs
must be refined. While the GMPs should set appropriate standards
for quality ‘control, they should not be needlessly detailed in areas
which bear no direct relationship to product adulteration. Such details
only serve to increase the already high level of mlsunderstandmg be-

tween plant managers and inspectors.

One of the nicest things the Technical Committee does is help
prepare its ﬂedglmg attorneys for talks hefore august bodies such as
this. Today’s panel presents me with an opportunity to communicate
some of the membership’s real life problems with the FDA inspections.
In line with my trade association perspective, I will focus not on the
extreme, but on the practical and the achievable.
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Inspection Problems

I spent a great deal of time on the phone with Technical Com-
mittee members over the past few months, asking them about their
experiences with the FDA inspections. Their complaints boiled down to a
few basic reasonable prob'ems. But in reflecting on their reactions, I could-
n't help but think about the last time I was pulled over to the side
of the road by a policeman for one of those random, road-block, on-the-
spot automobile compliance checks.

I knew that the gentleman with the holster and badge was just
doing his job. and that his purpose was to assure that my vehicle was
not a public hazard. T also knew that he was perfectly entitled to peer
into every part of my automobile. But no matter how reasonable I
tried to feel. his mere presence made me immediately and irrationally
defensive. When he whipped out a form and started writing, I became
downright nervous. The fact that he had the power to take my car
off the road made me resentful. To top it off, his authority to render
me wheelless must have made him just a little hit overconfident,

This is the position the FDA inspectors and plant managers find
themselves in as the inspection begins. Unfortunately, instead of recogniz-
ing this, both sides often react in a way which only makes matters
worse. What is too often forgotten is that both the company and the
FDA have precisely the same goal in mind: to assure the production
of safe; wholesome food. :

The fact is, America’s food supply today is the safest, most whole-
some and most abundant in the world. Naturally, industry has an’
economic incentive, aside from its obvious responsibility to consumers, to
prevent product adulteration. A single production mishap could put
billions of dollars’ worth of product development and advertising on

the line.

Inspection Process

But the inspection process is also a significant factor in maintaining
_the high quality of American food products. GMA members recognize
this. And while I can’t say they enjoy the FDA inspections, our members
do admit that a thorough, professional inspection can be useful. A
fresh, outside view can sometimes improve a company’s existing self-

inspection procedure or QA program.
The FDA could also benefit from the inspection process. GMA
members are quite willing to help train new FDA inspectors. As one
Technical Committee member said to me, “no one knows a food plant -
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better than someone who’s been in it for twenty years.” A well-trained
inspection team ultimately serves both industry and the FDA in their
common goal.

, :

-Since the FDA inspections are a fact of life, both the inspector
and the industry representative should do their best not only to make
the process as thorough and professional as possible, but aiso to benefit
from it.

For its part, industry should accept the fact that the FDA will
inspect their plants from time to time and should be prepared to cope
with a certain amount of bureaucratic detail. Companies cannot rea-
sonably expect all inspectors to be perfect. Some will be unreasonable,
just as some plant managers will be unreasonable.

But it would be helpful if the FDA would recognize the initial
confrontational tension between its inspectors and companies and modify
its inspections policy to discourage behavior which only makes an
uncomfortable situation worse. As matters stand, the FDA’s Inspector
Operations Manual trains inspectors not to be direct, but to actively
seek information to which they are not clearly entitled. In doing so,
the FDA places the burden of ensuring due process under a criminal
statute on the party being inspected.

The plant manager responds by concentrating his efforts on catching
the inspector in improprieties rather than on displaying his or her plant,
which—after all—is the purpose of the inspection. With each addi-
tional request, the plant manager becomes increasingly defensive, which
in turn makes the inspector more suspicious, and causes him to make
additional requests. This atmosphere of mistrust accelerates through-
out the inspection and usually results in a standoff. In the end. neither
the FDA nor industry benefits.

What is worse, the entire process is recorded in infinite regulatory
detail which both parties must then process through their respective
bureaucracies. What is finally committed to paper becomes the subject of
a Freedom of Information Act scramble which both the FDA and in- -
dustry dread.

It is no wonder that the significance of plant inspections has been
lost in the increasing mistrust between the parties. From my perspective
as a trade association lawyer, it seems that a few basic policy changes
on the FDA’s part, along with some attitudinal adjustments on in-
dustry’s part, could go a long way toward turning this trend around
and making inspections more productive for all concerned.
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In the remainder of my time, I would like to look briefly at five
such areas where change would be constructive: records inspection.
photographs, inspectional purpose, trade secret problems, and the Form 483. -

Records Inspection

The battle over the inspection of industry records is an old one,
the details of which I don’t need to tell you. What makes it a bitter
battle is the fact that the FDA is well aware of the fact that the Food,
Drug, and Cosmetic Act does not authorize inspectors to see any com-
pany records other than those of inbound shipments.

Yet, the FDA inspectors routinely persist in seeking access to
such vital company records as formula files, personnel files, complaint
files, sales data files, and production volume files. In fact, the Inspec-
tor Operations Manual goes into great detail regarding the proper way
to record information obtained from company records.

What is more, inspectors routinely request records access orally
. rather than in writing. By doing so, the FDA is obviously trying to
avoid the protection provided by Section 703 of the Act which shields
information obtained by written request from use in criminal prosecu-
“tions. As inspectors are carefully taught, the voluntary relinquishment
of such information waives the statutory immunity.

By sanctioning such a policy, the FDA is tampering with the most
basic due process guarantees. The fact that some companies permit .
access to their records is not sufficient justification for the infringe-
ment of the rights of companies which do not. The matter of records
access is one of the few on which Congress has spoken plainly. GMA
goes on record once again today asking the FDA to listen.

Photographs

The permissibility of photographs during inspections is not so
clearly resolved. The FDA and industry each have their own inter-
pretation of the Acri* case. It is crystal clear to the Agency that Acri
authorizes the taking of photographs, while it is just as clear to industry
that it does not. The matter has been repeatedly discussed in this and
other forums, with most authorities concluding that the question will
remain unresolved until it is further litigated.

Nonetheless, the FDA’s Inspector Operations Manual sets out an
elaborate and argumentative scheme designed to overcome industry

YU, S, v. Acri Wholesale Grocery Co.,
409 F. Supp. 529 (D. C. Iowa 1976).
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objections to photographs. The inspector is instructed not to ask per-
mission to use a camera, but simply to use it. In the face of an objec-
tion from management, the inspector is to explain that photographs
may be taken as part of an inspection and why they are necessary.

If management objects again, the inspector is to cite the Aecri case.
If the name of the case does not sway the company management, the
inspector must then “. . . advise them that you will report this to
your district as a refusal to permit part-of the inspection.” If this
threat doesn’t work, and “management is still adamant” in its refusal,
the inspector is permitted to “put away the camera”.

The FDA’s policy on photographs is a prime example of the way
in which the flames of mistrust between-the regulators and the regu-
lated industry are fanned. It would be unreasonable to expect that the
FDA would not seek to take photographs pursuant to its own inter-
pretation of the law. Company policy, in many cases, permits photographs.

But the elaborate argument set out in the Inspector Operations
Manual will not instantly change the policy of a company which does
not permit photographs. At best, it will intimidate an unknowledgeable
individual into permitting them.

The issue of the permissibility of photographs cannot be resolved at the
plant level. The FDA should therefore respect individual company policy
once it is asserted and instruct its inspectors not to engage in legal argu-
ments for which neither they nor the plant manager are qualified.

Inspectional Purpose

As one Technical Committee member told me, there are a hundred
ways to walk through a food plant: you walk through one way if
you're looking for the answer to a specific question, another way if
you're looking at the overall operation, and an entirely different way
if your tour is intended to train someone who knows nothing about
your process. It would benefit both the company being inspected, and
the FDA, if the inspector informed the plant manager when he arrives,
if not before, of the specific purpose of his visit.

This is especially true when the inspector is responding to a com-
plaint. The company is just as anxious as the FDA to rectify com-
plaints, if net more so. Certainly the consequences are more serious
for the company than for the Agency. The identification of the com- .
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plaint would enable the company to rectify it immediately without
impairing the inspector’s ability to conduct a full investigation if he

chooses to do so.

Knov\ing the purpose of the visit is no less important when a new
inspector is utilizing the inspection as a training exercise. In fact,
both the FDA and the company could benefit from some advance
notice. The company could then be sure that a knowledgeable individual
is available to the inspection team to orient them to the product and

process and to answer questions.

Questions are a crucially important part of education and should
be encouraged whenever possible. But it is wasteful and unfair to
occupy a busy plant official for several extra days during the course
of a regular inspection answering detailed questions which are being
asked for anothér purpose.

The Agency could benefit more by entering into an open, coopera-
tive training program with industry. In fact, there are long term
benefits in such an approach for all concerned. Companies are gen-
erally quite proud of their operations and are more than willing to
show them off. The FDA should take advantage of this instead of
backing the plant official into a training role and subjecting him at
the same time to the rigors of a formal inspection. -

Trade Seéret Problems

It’s no secret that the burdens engendered by the Freedom of
Information Act (FOIA) far outweigh the Act’s usefulness as a tool
of public access to government, The FDA is forced to allocate a signi-
ficant portion of its budget to filling these requests, while industry is
forced by the FDA policy to make them.

It is not a secret that the food industry is extraordinarily sensitive
to the release, under FOIA requests, of what it considers to be trade
secret information. In an industry where complete ingredient label-
ing is required, the only proprietary information left to a company
is the details of its manufacturing process. Industry and the Agency
regularly clash on this issue. The FDA believes that most processes
are basically the same, and that industry is overly sensitive.

It may be that the two sides will never see eye to eye on the defini-
tion of a real trade secret. But industry’s sensitivity is really quite
easy to accommodate.
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One simple solution would be to provide a company with a copy
of the Establishment Inspection Report (EIR) before it is permitted
to be released to the general public. But whethef or not the Agency
adopts such a policy, it would be a simple matter to increase the level
of inspectors’ sensitivity to the issue. Inspectors should be encouraged
to be aware of trade secret information during the inspection and they
should be trained to include only clearly non-proprietary information.
The inspector should also mark those portions of the EIR which, in
his opinion, should be withheld from disclosure by the FOIA clerk.

At the very least, the FDA should not dismiss so casually a sub-
ject which it knows is of extreme importance to those it regulates.

Form 483s

The 483, or the “I observed”, report is the statutorily mandated
instrumcnt which sums up the results of the inspection. It is used to
list violations of Section 402A(3) and (4) of the Act. Because of the
official nature and focus of the document, it generates a great deal of
follow-up effort within the company and the FDA as well. The 483
should therefore he as specific as possible. We have a few sugges-
tions along that line: ‘

First, the inspector should keep a sense of perspective in listing
violations. One 483 was recently returned to a member company with
the notation that two dead rats were found in the plant. The 483 did
not note, however, that the rats had been found in traps set for that purpose.

Second, the appropriate section of the Code of Federal Regulations
should be included on the 483 wherever possible. This would help to
refine the form to include only actual violations. -

Third, if a violation has been corrected hefore the inspection concludes,
the correction should he noted on the 483 along with the violation.

Finally, the inspector should familiarize him or herself with all
special arrangements between the Agency and the company before
conducting the inspection. In many cases, the 483s list conditions
which are not actually violative because of special regulatory inter-
pretations. But once something is listed on the 483, the company is
required to hattle the FDA bureaucracy in order to clarify the matter.

While none of these suggestions are particularly shocking, their
implementation may go some distance toward improving the relation-
ship between the inspectors and the inspected.

TRADE ASSOCIATION VIEW : PAGE 177

HeinOnline -- 35 Food Drug Cosm. L.J. 177 1980



Summary _
I would like to close with a rendition of what I feel, from the
trade association perspective, are the facts of life.

Policemen will continue, as ldng as there are drivers, roads, and
government, to pull drivers over to the side of the road. They will
continue to peer into automobiles in ways that the drivers find un-
reasonable, The policeman is likely to continue the search until he
has found something to write down on the forms his superiors require
him to fill out. And, if policemen are lucky people, they will enjoy
their jobs and make zealous efforts to perform their duties well,

And drivers? Well, they will listen to a lot of speeches by people
who will tell them to relax about the whole thing. And if they know
someone who knows the Chief of Police, they will try to get some
insight into his public-minded motives in order to accept it all a little
. better. But no matter how sincere the purpose, drivers will in alt
probability continue not to like being pulled over very much. They
will continue to bristle a bit during the process, and, in fact, the happier
and more zealous the policeman, the more the drivers will bristle.

If the FDA and the regulated industry could take an honest
look at this situation, and accommodate it with a few changes in their
attitudes and approaches to inspections, I believe both sides could
benefit more from the process.

Industry should not set company policies which prevent the FDA
from obtaining information to which it is entitled. Plant personnel
should be helpful to inspectors, should be open about displaying their
production processes, and should share their expertise with new in-
spectors whenever possible. '

The FDA should take another look at the way in which it trains
inspectors to seek access to records and photographs and should respect
company policy when it is in accordance with the law. Inspectors
could be more open about what they are trying to accomplish during
the inspection, and more sensitive to the issue of trade secret informa-
+ tion and the workload created by Form 483.

But most importantly. individuals who work for the FDA and for
. the companies it regulates must bear in mind that they are not operat-
ing at cross-purposes. but rather are seeking to achieve a mutual goal.
It is therefore important for both parties to eliminate attitudes and
tactics which detract from the achievement of that goal. They should
seek instead to encourage a positive, working relationship. [The End]
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An FDA Inspection:
Preparing for the Inevitable

By ARTHUR W. HANSEN

Mr. Hansen is Director of Consumer and Environmental Protection
at the Del Monte Corporation.

F YOU ARE IN THE FOOD BUSINESS, an FDA inspection is

indeed inevitable. An FDA inspection should not be cause for
alarm—provided you are properly prepared at all times. Prior prepara-
tion is the first key for assuring that you will come through an inspection
successfully. The second key is response or follow through.

Only effective prior preparation and effective response can provide
management with reasonable assurance that an FDA inspection will
not result in legal action against the firm or its products. We must
never forget that violations of the Federal Food, Drug, and Cosmetic
Act (FDC Act) can undermine the reputation of a food company.
causing a loss of consumer confidence and, subsequently, a loss of
business, Preparation for an FDA inspection can be divided into two
parts: '

1. People Preparation
2. Facilities Preparation

People Preparation

People preparation must start with the highest level of manage-
ment and proceed on through to the lowest level of management ina
production facility. At the beginning, company management must
decide what its basic policy will be toward an FDA inspection. Will
it be a very strict policy of allowing an inspector only to inspect and
to receive such information as mandated by the Food, Drug, and Cos-
metic Act and its regulations? Will it be a policy of complete openness
and cooperation to the point of allowing an inspector complete freedom
to inspect and to receive any information he wants? Or will it be a
policy somewhere between those two extremes?

T believe most companies have a policy that is somewhere hetween
those extremes. Certainly each company must consider all of the facts
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and decide what policy best serves their interests. There are people
in industry who are tempted to give the inspector total freedom and
to allow him access to any and all files and records in the belief that
this will best protect them from getting into trouble with the FDA.
Your legal counsel, however, will probably warn you that this approach
may place your company in unnecessary jeopardy.

In my company, our policy is to maintain a cooperative and friendly
attitude towards any inspector. and there are certain records and in-
formation which we give even though we are not legally required to
do so. We also have limitations and. in all cases, we make every effort
to clearly define what may or may not be freely given to an inspector.

This brings me to one of the most important principles—you must be
certain that all employees who may be involved with an inspection
know and fully understand whatever ground rules the company has
established. Merely having them set forth in an instruction manual
is not good enough. A plant manager should not have to consult a
manual while an inspector is on his premises. This is awkward and
burdensome to both parties. We have experienced difficulties where
a plant manager didn’t know and understand company policy. A con-
tinuous effort must be made to keep plant management fully informed
about your company's current policies regarding FDA inspections. If
you don’t, you will soon find that through changes in personnel you
will have someone who “didn’t get the message”. A strong training
program is particularly important in a multi-plant operation to assure
uniformity in the application of company policy.

We believe a company training program should stress that em-
ployees dealing with FDA inspections:

1. Know and understand company policy and ground rules.
2. Know his rights and responsibilities.
3. Know the inspector’s rights and responsibilities.

We believe a plant manager with those three principles under his belt
can best serve the interest of his company and the FDA.

Obviously a training program must impart a thorough knowledge
of the regulatory requirements which must be adhered to in a food
production plant such as the Good Manufacturing Practices regulations.
In addition, the training program will include the more detailed and
often more restrictive requirements set by the company, not merely
to meet regulatory requirements, but to meet the standard of quality

and performance established by the company for business reasons.
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It may be interesting to note that we occasionally test the effec-
tiveness of our training by putting on a mock inspection where the
role of the FDA inspector is played by one of our own employees. The
results have been most interesting. In one case, our own “FDA in-
spector” was so clever he obtained from an experienced plant manager
several significant items of information not to be released according
to company policy. T will not reveal his identity to the FDA !

Facilities Preparation
Now I would like to discuss the other kind of preparation—facilities
preparation. This must really begin when a plant, a new production
line, or a specific piece of equipment is designed. Preparation must
continue through to the day-by-day, hour-by-hour operation of the plant,
the production line, or the specific piece of equipment.

This is not the time or place to go into the details of engineering
design. I do want to emphasize, however, the importance of having
someone involved in the design stage who is thoroughly versed in plant
sanitation requirements and capabilities. All good things to engineers,
they often have other priorities in mind, and if someone with sanitation
knowledge and experience isn’t looking over their shoulders, you may
get a plant or equipment with built-in regulatory problems.

Fortunately, we see an increasing use of stainless steel and other
types of non-corrosive and easy to clean materials. We also see more
‘use of built-in cleaning systems that make it possible for plant man-
agement to maintain a higher level of sanitation with fewer people
and without serious loss of production time. You must constantly
guard against the design of production lines and equipment with over-
head structures and motors that could have been reduced or eliminated
with the use of better design techniques. Such overhead structures are
a common and very old source of product contamination and, conse-
quently, regulatory problems.
] The finest plant and equipment in the world won’t operate and

keep clean by itself. You must have a detailed program that will assure
the production of safe, wholesome products in conformity with all
regulations. What level of quality you want above that is up to your
individual company. You must have a program which identifies and
monitors all critical control points. You must also have an auditing
program to assure your company that each facility is, in fact, func-
tioning as you want it to function. You cannot put a good program
in place and assume it will continue to function effectively. Your
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programs for controlling processing safety, sanitation, and other aspects
of your operation are run by people, and that is why you must have
an ongoing training and auditing program.

I will describe some aspects of our procedure for managing FDA
inspections, and then also discuss the vitally important response or
follow through after an FDA inspection. I'm not saying our system
is perfect, but it has been effective for us and is similar to many other

companies’ procedures.

The Plant Manager's Role

We have an FDA inspector accompanied at all times during an
inspection by the plant manager or, if he is not available, then the
assistant manager or the general foreman. We believe that the plant
manager can provide the best assistance to an inspector because of
his knowledge of the plant operations and the company. Also, the
plant managers are responsible for the operation of the plant, and if
there are any problems, he should be the first to know and is in the
best position to institute any corrective action that may be necessary.

If an inspector wants records or information not allowed to be
given by company policy. the plant manager so informs the inspector.
If the inspector does not want to accept the refusal, our manager is
not to argue with the inspector but simply tell him that he does not
have authority to deviate from company policy. He may also tell him
that if he puts his request in writing, it will be forwarded to higher
management for a decision.

If it is an unusual or difficult request, it may be referred to our
Corporate headquarters. In that case, I would receive the request and
would recommend a response if necessary after consultation with the
executive in charge of that area of our operations. Our managers are
instructed that whenever practical, they should immediately correct
any deficiencies noted by the inspector. At the conclusion of an in-
spection, the manager should carefully review the results of the in-
spection to insure there is no misinformation or misunderstanding in

the inspector’s report.

The plant manager then prepares his own report of the inspection,
including what corrective action he has taken or plans to implement.
This report, along with any documents left by the FDA, is sent in
duplicate to my office in the Corporate headquarters. These reports are
reviewed and one copy forwarded to the executive in charge along
with any recommendations for further action that may be warranted.
This represents the heart of our response procedure. Every inspection
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report is reviewed by management at the division level and at the
Corporate headquarters. This provides assurance that prompt and adequate
corrective action is implemented.

When a letter is sent by FDA to the Corporate President, such as
a Notice of Adverse Findings, I have been desigriated to respond for
the President and to provide him a copy of the response. Such letters
usually come long after the corrective action has been implemented.
However, I always check again with the plant involved to be absolutely
certain that what we tell FDA we have done is completely factual. If
we disagree with any aspect of the inspection report covered by a
letter from FDA, we also take that opportunity to explain our position.

In all our contacts with the FDA, we follow the principle that the
fewer you have contacting the FDA, the better your communication
will be. Obviously our plant management must deal directly with the
FDA during an inspection, but beyond that point, virtually all liaison
with the FDA is centered with me and one other individual in my
department. By following this practice, we can always know precisely
what business we have ongoing with the FDA and can be assured that
it is being handled in complete accord with the corporation’s best interest.
This practice also provides the FDA with the most prompt and effective
response possible from the corporation. Let me emphasize again in
coping with an FDA inspection, there is no substitute for a prompt
and effective response. If you doubt this, read the Park case!

' Product Recall
Finally, T would like to briefly discuss what hopefully is not in-

evitable—a product recall. Being able to quickly and effectively recall
a product may in some instances be necessary to protect public health
and, perhaps, in all instances necessary to protect your company’s health.
Your Corporate officers bear the ultimate responsibility and could be
subject to criminal prosecution if hazardous or illegal products are on
the market place. The FDA has published guidelines covering three
classes of recalls plus market withdrawals and stock recoveries. These
are defined as follows:
Class I Recalls

A Class I Recall is a situation in which there is a reasonable probability
that the use of or exposure to a violated product will cause serious
adverse health consequences or death.

Class II Recalls
A Class IT Recall is the situation in which use of or exposure to a
violative product may cause temporary or medically reversible adverse
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health consequences or where the probability of serious adverse health
consequences is remote.

Class 111 Recalls
A Class III Recall is the situation in which use of or exposure to
a violative product is not likely to cause adverse health consequences.

Market Withdrawals

Market withdrawal means a firm’s removal or correction of a
distributed product which involves a minor violation that would not
be subject to legal action by the FDA or which involves no violation,
such as normal stock rotation practices, routine equipment adjust-
ments and repairs, etc.

Stock Recovery

A stock recovery means a firm’s removal or correction of a prod-
uct that has not been marketed or that has not left the direct control
of the firm, such as the product which is located on premises owned
by or under the control of the firm where no portion of the lot had been

released for sale or use.

The FDA will determine the health hazards, if any, associated
with products being recalled. They will also determine whether the
recall is a Class I, II, or III. This will determine to a large degree
how a company must proceed with a recall. Specifically, that will
dictate the depth of a recall, that is, consumer level, retail level, or
wholesale level. It will dictate what type of publicity is required and,
finally, what kind of effectiveness checks will be necessary in the end.

No food company should operate without a recall plan. In fact,
if you are a packer of low acid canned foods, you are required by
regulation to have such a plan on file. This plan must be written
and must be practiced until you are confident that your company has
the ability to effectively recall a product should it ever be necessary.
This is a situation that can’t be “played by ear”. You must have an
effective plan ahead of any need and a designated staff to carry it out.
Even then, the experience of many companies indicates that recall
plans seldom function perfectly.

I would like to make one final point. If you do a first-class job
of preparing for and responding to the inevitable—an FDA inspection
—you will minimize the probability of having to conduct a product
recall. This proves a point we sometimes are hard pressed to believe—
the FDA’s inspectional activities really are in our own best interest.
I really believe that—but not all of the time. [The End]
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- The FDA Inspection:
What You Need to Know
to Protect Your Company

By STEPHEN H. McNAMARA

Mr. McNamara Is Vice President for Lega! Affairs and General
Counsel of the Cosmetic, Toiletry and Fragrance Association, Inc.

HIS PAPER DISCUSSES the Food and Drug Administra-

tion (FDA) inspection. It explains the extent of FDA’s author-
ity to conduct inspections of cosmetic and cosmetic drug manu-
facturers, and it also provides suggestions for manufacturers con-
cerning how most effectively to cope with the FDA inspection.

FDA inspections have a serious regulatory purpose. The in-
spector comes, usually, to determine whether the inspected company
is complying with the requirements of the Federal Food, Drug, and
Cosmetic Act (FDC Act) and FDA regulations. He is not a “friend”.
who comes to “help”. Your company must regard him as a police-
man gathering evidence, evidence that ultimately may be used
against the company. Almost every FDA-initiated recall, civil sei-
zure action, injunction action, and criminal prosecution has as its
basis data acquired by an FDA inspector during an inspection. Ac-
cordingly, it is critically important that you have a good under-
standing of FDA’s rights and your company’s rights during an in-
spection, and that you act accordingly to protect your company.

Every FDA-regulated company should have a standard operat-
ing procedure, a written plan, for coping with the FDA inspection.
The plan should explain for affected personnel (1) FDA’s rights,
(2) the company’s rights, and (3) company policies and practices
to be followed during the FDA inspection. This paper is intended
to help you to develop such a plan for your company, or to review
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and refine your existing inspection procedures. A useful way to
approach this subject is to discuss a hypothetical FDA inspection,
from start to finish.

(1) Receiving the Inspector

Before beginning an inspection, the FDA inspector is required
by the FDC Act to present credentials identifying himself and a
written notice of inspection (Form FD-482) to the owner, operator,
or agent in charge of the establishment to be inspected.! Your com-
pany’s inspection plan should designate the person to receive and
accompany the inspector. “Back-up” personnel should also be identified.
These persons should be trained so that they understand thoroughly
the extent of FDA’s rights, your company’s rights, and your com-
pany’s policies with respect to the various matters likely to arise
during an inspection.

Upon receiving the inspector, your company representative (“you”,
hereafter for convenience) should begin immediately to compile a
comprehensive record of the inspection. This record should open
with the notice of inspection provided by the inspector. Examine
his credentials, to be certain they conform to the signature on the
notice of inspection. Record the full name of each inspector. If, later,
FDA should institute an enforcement action based upon the inspec-
tion, you will want to know the identity of each FDA inspector,
for depositions or other pre-trial discovery.

(2) What About Insisting Upon a Warrant?

The FDC Act provides that FDA inspectors are authorized...

“ ..to enter, at reasonable times, any factory, warehouse, or establishment
in which food, drugs, devices, or cosmetics are manufactured, processed, packed,
or held, for introduction into interstate commerce or after such introduction,
or to enter any vehicle, being used to transport or hold such food, drugs, devices,
or cosmetics in interstate commerce; and . . . to inspect .. ."*
The FDC Act makes no mention of requiring a warrant from a United
States district judge or magistrate to authorize the inspection. Further-
more, the FDC Act provides that “refusal to permit entry or inspection”
is a criminal offense3 Accordingly, most companies permit an FDA
inspection without attempting to insist upon the presentation of a warrant.

‘However, in 1978 the United States Supreme Court, in Marshall
v. Barlow’s, Inc., ruled that it is unconstitutional for inspectors of the

! §704(a) of the FDC Act, 21 U.S.C. *§301(f) of the FDC Act, 21 U.S.C.

374(a). 331(f).
*1d.
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Occupational Safety and Health Administration (OSHA) to conduct
an inspection without a warrant unless the inspected company con-
sents to the inspection.* In this decision, the Supreme Court stated
that “warrantless searches are generally unreasonable” and that “this
rule applies to commercial premises as well as homes.”

Nevertheless, the Supreme Court stated that warrantless inspec-
tions are permitted in the exceptional circumstance of certain “perva-
sively” or “closely” regulated industries “long subject to close supervision
and inspection,” The Court identified the “liquor” and “firearms”
industries as examples of the exceptional industries in which warrantless
inspections are permitted without the consent of an inspected firm.

FDA asserts that companies subject to regulation under the FDC
Act come within the exception in Marshall v. Barlow's, Inc. permitting
unconsented warrantless inspections of pervasively regulated industries, in
that companies regulated under the FDC Act have long been subjected
to close federal regulation. However, the United States district courts
have ruled “both ways” on the issue of whether an unconsented and
warrantless inspection under the FDC Act is constitutional in light
of the Barlow's decision.® Since FDA can probably obtain an inspection
warrant anyway, by telling a United States district judge or magistrate
that the Agency has not inspected your company for a while and that
they want to see what you’re doing, most companies decide to permit
an inspection without attempting to insist upon a warrant.

FDA does not routinely obtain a warrant before attempting to conduct
an inspection. If an FDA inspector should arrive at your company
armed with a warrant, this would be a most unusual and suspicious
circumstance, requiring prompt and careful attention. If the warrant
should provide for photographs, for access to manufacturing records, or
for other FDA activity you otherwise would refuse to permit, it is
especially important to react immediately; you may find it necessary
to comply with the warrant until you can reach the official who issued
the document.

(3) Before the Inspection Begins

Before the inspector begins his inspection, ask him why he is

there and attempt to determine what he intends to review. It some-

* Marshall v. Barlow’s, Inc., 436 U. S.
307 (1978).

rant if the company does not consent)
with United States v. New England Gro-

® Compare United States v.'Roux Lab-
oratories, Inc., 456 F. Supp. 973 (D.C.
M.D. Florida 1978) (ruling FDA may
not conduct an inspection without a war-
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cers Supply Co., 488 F. Supp. 230 (D.C.
Mass. 1980) (ruling that neither a war-
rant nor consent was required for an
FDA inspection of 2 grocery warehouse).
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times happens, for example, that he is interested only in a particular
subject, and that you can provide desired information without “open-
ing the door” for him to wander generally through your establishment.
In such a case, you may want to get the information for him and let
him depart as quickly as possible.

Also, before allowing an inspection to commence, you should tell
the inspector of your company’s policies that will control the inspec-
tion. For example, you may want to tell the inspector that company
policy prohibits taking cameras into the plant and that he must leave
his camera in his car or in your office, that any questions or requests
for information are to be directed only to you and not to other com-
pany employees, etc. (In sections (7)-(9) below, this paper reviews
several such policies that you should consider adopting.)

(4) Conduct of the Inspection—FDA's Limited Rights

Suppose the inspector states that his purpose is to conduct a routine
surveillance inspection of your establishment: What is the extent of
his inspection authority?

The FDC Act provides FDA authority “to inspect, at reasonable
times and within reasonable limits and in a reasonable manner, such factory,
warehouse, establishment, or vehicle and all pertinent equipment, finished
and unfinished materials, containers, and labeling therein.” [Emphasis
added.]®

Note particularly what the Act does not state. It does not mention,
for example, any FDA access to master formula records, batch production
records, results of analyses, or complaint files. You are not required
to show such records to the FDA inspector. (Caveat: The Act does
authorize inspection of such records in the case of prescription drugs
or restricted devices, but not in the case of cosmetics or non-prescription
drugs.)? _

Technically, the law does not require even that you talk to the
inspector. However, when an inspector asks reasonable questions
about the type of products you manufacture, your manufacturing pro-
cedures, etc.,, you probably will want to respond. After all, you may
save yourself a lot of time. It is time out of your productive day during
which you accompany an inspector. If he has to stand in your plant
for two weeks to determine the kinds of products you manufacture,
he may decide to do just that, when you could avoid such an extended
FDA presence simply by answering reasonable questions.

°§704(a) of the FDC Act, 21 U. S. C. *Id.
374(a).
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(5) Taking of Samples

The FDC Act provides that the inspector is authorized to collect
samples.® During an inspection FDA inspectors routinely take samples
of finished and unfinished materials and of labeling, and companies
generally permit the taking of reasonable samples of this type. The courts
have recognized that this is an appropriate inspection function.? You
may insist that the inspector pay for the fair value of samples taken,
but most companies do not bother.

(6) ‘‘Holding'’ a Suspect Product

While he may take samples of materials in your establishment,
the FDA inspector does not have the authority to detain or embargo
materials that he believes to be in violation of the FDC Act. The in-
spector may request that you voluntarily hold a cosmetic or cos-
metic drug that he believes to be adulterated or misbranded, but he
cannot require that you do so.

“Seizure” of an article in your establishment pursuant to the FDC
Act requires the institution of a civil proceeding in a United States
district court. In general. hefore an article can be “seized” under the
FDC Act, the following chain of events must occur: The FDA district
office recommends to FDA headquarters that a civil seizure be instituted,
and if FDA headquarters agrees, the FDA chief counsel writes to the
local United States attorney, requesting the initiation of a civil seizure
action. Assuming the United States attorney agrees (as he usually
does), he files a complaint for forfeiture in the local United States
district court, and then the United States marshall serves upon the
article a “warrant for arrest”. Service of this warrant upon the article
accomplishes seizure, Thereafter, there will be a hearing before the
court to determine, on the merits, whether the article is adulterated
or misbranded and should be condemned as alleged by FDA. How-
ever, FDA may ask state health officials to detain goods until a
federal civil seizure action is accomplished. State officials may exer-
cise authority under state law to embargo goods pending FDA action.!®

88§ 702(h), 704(c) and (d) of the
FDC Act, 21 U. S. C. 372(b), 374(¢c)
and (d).

® United States v. 75 Cases . . . Peanut
Butter, 146 F. 2d 124 (CA-4, 1944), cert.
den. 325 U. S. 856 (1945); United States
v, El Rancho Adolphus Products, 140 F.
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Supp. 645 (D.C. M.D. Pa. 1956), affd.
243 F. 2d 367 (CA-3, 1957), cert. den.
353 U. S. 976 (1957); United States v.
Roux Loboratorics, Inc., supra.

19See, e.g., United States v. An Article
of Food . . . 345/50-Pound Bags, 622 F.
2d 768, 769 nt. 1 (CA-5, 1980).
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(7} Conduct of the Inspection—Protecting
Your Company's Rights

Let’s now consider several policies or procedures you can adopt
to control the conduct of the FDA inspection, in order to protect your
company’s rights and interests:

¢ You should accompany the FDA inspector at all times. Do not
allow him to proceed unattended by the company representative.

e Advise the inspector that any questions or requests for data are
to be directed only to the company’s designated representative.

The FDC Act authorizes only “reasonable” inspections, and, surely,
it is not reasonable to permit someone who is not an employee to roam
unattended through your establishment asking questions of whom-
ever he pleases. Such activity could be disruptive of production and
perhaps even dangerous to someone unfamiliar with your plan.

o Employees other than the company representative should be
instructed not to speak to the inspector. They should not volunteer
conversation, and if asked a question by the inspector, they should
respond that it is company policy not to discuss their work with
visitors and that any questions should be directed to the company
representative designated to accompany the inspector.

o Keep a detailed record of everything the inspector says or does.
This information may bhecome important in the future, especially if
FDA should undertake regulatory action based upon the inspection.

e Whenever the FDA inspector takes a sample of anything, you
also should take a sample of the same article, to be maintained as a
part of your company's record of the inspection. For example, if FDA
samples a particular lot of finished product, or a particular label, you
want to be certain that you have an identical companion sample in
your records, readily available for reference if FDA subsequently asks
questions or undertakes regulatory action,

e Do not sign or initial “affidavits” or other documents. FDA in-
spectors frequently enter information that they believe to he important on
a form entitled “Affidavit” (Form FD-463a) and then ask a company
representative to sign or initial the form, thereby acknowledging the
accuracy of the statement. There is no obligation for you to sign or
initial any such affidavit, and there is no good reason to do so. Any
admissions in the statement could be used against your company in court.

Many companies have a standard policy that their employees are
not authorized to sign or initial any documents for the FDA inspector.
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If the inspector asks for written acknowledgment with respect to a
particular matter, ask the inspector to submit a written request for the
information to your company, for review and consideration by man-
agement and company counsel. In practice, this usually will be the end
of the matter because FDA inspectors appear to be loath to request
anything. in writing.

e Corrections during the inspection. If the FDA inspector calls
your attention to a violation of law that is easily correctable, most
companies would try promptly to correct the situation during the course of
the inspection.

e Do not volunteer information. It may be reasonable to provide
certain information in response to questions from the inspector, but
there is no reason to suggest new avenues of interest that otherwise
might not be investigated.

e Always be honest in everything you say to the inspector. For
example, it is one thing to tell an inspector that he has no statutory
right to demand production of certain information, and to decline to
provide it. It is a quite different matter to give the inspector a poten-
tially devious, or dishonest, response. The former should be understood
and respected. The latter just invites trouble.

o Finally, be polite. You may need to be firm in asserting your
company policies or in protecting your rights in some other respect,
but you should always remain courteous. Personal animosity cannot
help you.

(8) Photographs

FDA asserts that it has the right to take photographs, and the
inspector probably will argue with you if you tell him not to bring
his camera into the plant. The FDA Inspection Operations Manual
(IOM) includes a section instructing the inspector to insist that he
has a right to take photographs, and to cite a particular judicial deci-
sion if a company refuses to permit photography.!! However, a state-
ment appearing earlier in the Manual, which the inspector is unlikely
to mention, explains why FDA really wants those photographs: The
IOM tells the inspector that “Good photographs are one of the most
effective and useful forms of evidence of violations.”2

The judicial decision that the inspector will cite to you if you
refuse to permit photographs, United States v. Acri Wholesale Grocery

11 FDA Inspection Operations Manual 2 FDA Inspection Operations Manual
Sub Chapter 520, Section 523.1 “In-Plant  Sub Chapter 520, Section 523 “Photo-
Photographs” (TN 79-22; 10-19-79). graphs-Photocopies” (TN 79-22; 10-19-

79).
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Co., actually stands for the proposition that if a company permits FDA
to take photographs without objection, the photographs may be used
in evidence against the company in a judicial enforcement action
such as a criminal prosecution.!® Neither that case nor any other FDA
case has penalized a company that refused to permit photographs
during an FDA inspection.

It appears that most companies that are knowledgeable about their
rights under the FDC Act do not permit photographs during an inspection.
The Cosmetic, Toiletry and Fragrance Association (CTFA) commends
that policy to its member companies. Photographs may overemphasize
a particular detail in a misleading way, or may reveal trade secret
manufacturing procedures that you do not want to release outside of
your control. If you are firm about it, the FDA inspector will put
away his camera and proceed with the inspection.

(9) Access to Company Records—Generally

You are not required to provide access to manufacturing records
(master formula records, batch production records, analytical data,
complaint files, etc.). The FDA inspector may make repeated efforts
to examine and copy such records, but (unless, as discussed in Section
(4) above, the records concern prescription drugs or restricted devices)
he is not entitled to require you to let him see or copy any of your manu-
facturing records.

There is, however, a “middle ground” approach you may wish to
consider for responding to requests for such records. If, for example,
the FDA inspector states that he wants to see your master-formula
records and batch production records to verify that you include in
your products the ingredients listed on the labels, you may elect to
follow a selective “look but don’t copy” policy. That is, in order that he
may verify that your company does put the ingredients in its products
that it lists on the labels, you may want to let the inspector very briefly see
a few pertinent records from your files, but not permit him to copy the
information. This approach has the advantage of allowing-the inspector to
confirm that you follow appropriate procedures in a responsible manner,
without releasing from your control documents that may include trade
secret information.

18 United States v. Aeri Wholesale Gro-
cery Co., 409 F. Supp. 520 (D.C. S.D.
Iowa 1976).
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(10) Shipping Records

There is a limited exception to the general rule that FDA is not
entitled to require production of manufacturing records for cosmetics
and non-prescription drug products: The FDC Act provides that persons
receiving FDA-regulated articles in interstate commerce or holding
such articles so received, shall, upon written request, permit the FDA

inspector . . .
“at reasonable times, to have access to and to copy all records showing the move-
ment in interstate commerce of any food, drug, device, or cosmetic, or the holding
thereof during or after such movement, and the quantity, shipper, and consignee there-
of.” [Emphasis added.]*

Accordingly, if FDA so requests in writing, you must provide access

to records concerning interstate shipment.

However, the Act provides that evidence obtained in this manner
may not be used against you in a criminal prosecution (although it
may be used in a civil seizure action or injunction). If the inspector
does request such information, it is important that you insist that the
request be made in writing before providing the documents, so that
you assure yourself of the protection afforded by the statute with respect
to any resulting criminal prosecution.

(11)  FDA iInspection Tactics re Company Records

Be especially alert with respect to FDA inspection tactics con-
cerning company records. When faced with a refusal by a cosmetic
manufacturer to provide manufacturing records, on the grounds that
FDA is not entitled to demand production of such records for cos-
metic products, FDA inspectors have been reported to shift tactics
and to assert that a particular product is a drug and that they want to
see the manufacturing records for the designated product.

It is extremely important for you to remember that, insofar as
FDA’s rights to demand involuntary production of your manufactur-
ing records are concerned, the distinction between “cosmetic” and
non-prescription “drug” is a distinction without a difference.’® Gen-
erally, FDA does not have the right to compel production of manufac-
turing records either for a cosmetic or for a non-prescription drug.

You may need to be especially careful to protect yourself here.
FDA’s drug Good Manufacturing Practices (GMP) regulations have

14 £703 of the FDC Act, 21 U.S.C.  “When Is a Cosmetic Also a Drug—What
373. You Need to Know, and Why”, 35

18 In many other respects the distince CCH Foop Druc iCosmETIC LAW JOUR-
tion is significant. See, &g, McNamara  NAL 467 (August 1980).
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been written in a misleading manner to suggest to the unwary reader
that he has an obligation to permit inspection and copying of manu-
facturing records for all drug products. Indeed, the drug GMP regula-

tions state as follows:

“All records required under this part, or copies of such records, shall be
readily available for authorized inspection during the retention period at the
establishment where the activities described in such records occurred.”*®

Be careful!! The “key” word in this regulation is “authorized”.
FDA is not “authorized” to require production of manufacturing records
for non-prescription drugs. Indeed, FDA’s preamble to the drug GMP
regulations explicitly concedes as much. In the preamble, the FDA
Commissioner states that “Congress did not include in the scope of
the inspection authority . . . authority to inspect records regarding
the manufacture of OTC (“over-the-counter” or non-prescription)
drug products . . .”17 Furthermore, FDA’s Inspection Operations Manual
tells the same story: “In general Section 704 of the Act [ie., the sec-
tion of the FDC Act authorizing FDA inspections] does not provide
mandatory access to: Formula files . . . Complaint files.”?® Don’t be
fooled by an inspector’s asserntion of “drug” status! Remember, you
must know your rights to be protected. When the FDA inspector asks
for such records, he does not advise you that you are not required to

provide them.

(12) The "'Exit Interview"

At the completion of the inspection, the FDA inspector will meet
with the “owner, operator, or agent in charge”. At this time, the FDA
inspector provides an FDA form entitled “Inspectional Observations”
(Form FD-483), listing observations the inspector believes are viola-
tions.1®

It is prudent to discuss with the inspector this list of observations.
If you do not understand an item, ask about it. If you do not agree
with a particular observation, explain your position. If you have cor-

1821 CFR 211.180(¢).

3743 F. R. 45066 (September 29, 1978).

3 EFDA Inspection Operations Manual
Sub Chapter 500, Section 501.1 “Author-
ity to Enter and Inspect” (TN 79-22;
10-19-79).

12 8704(b) of the FDC Act, 21 U.S.C.
374(b), provides that “Upon comple-
tion of any such inspection , . . and prior
to leaving the premises, the officer or
employee making the inspection shall give
to the owner, operator, or agent in
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any conditions or practices observed by
him which, in his judgment, indicate that
any food, drug, device, or cosmetic in
such establishment (1) consists in whole
or in part of any filthy, putrid, or de-
composed substance, or (2) has been
prepared, packed, or held under in-
sanitary conditions whereby it may have
become contaminated with filth, or where-
by it may have been rendered injurious
to health.”
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usually will destroy any notes he may have made during the inspection.
The EIR thus becomes FDA’s primary record of the inspector’s visit
to your firm, and it will be reviewed by FDA compliance officers look-
ing for violations of law. (If product samples were taken, they may
be examined in an FDA laboratory. Also, labeling taken by the in-
spector may be examined at FDA offices.)

You will, of course, be interested to know what the inspector has
said about your establishment in his EIR, and you may obtain a copy
of the EIR when FDA has closed its file on your inspection?® If
FDA refuses to release a copy of the EIR coricerning your inspec-
tion, the Agency still has an “open” file on the matter, i.e, the Agency
is still considering whether to institute some form of regulatory action.

One reason to request a copy of the EIR is that EIRs are subject
to release under the Freedom of Information Act to any member of the
public, including your competitors. Accordingly, you may want. to
review the EIR to determine whether FDA has inadvertently failed
to purge the document of trade secret information before release. If
you find FDA releasing an EIR that reveals trade secret information con-
cerning your establishment, you should object to the Agency immediately.

(15) FDA Analyses

If FDA performs analytical work on a sample of an ingredient or
finished product taken during the inspection, you are entitled to a
copy of the nesults of analysis upon request.2! Note that you should be
able to obtain such reports of analyses without waiting until FDA
“closes the file” concerning the inspection.?? Thus you may be able to
obtain analytical results before you can obtain the EIR. (If FDA performs
analytical work, you generally can also obtain from FDA a portion of
the sample subjected to analysis, so that you may perform analytical
work on the same sample tested by FDA.)23

(18) Conclusion

If FDA should conclude that an inspection has revealed significant
violations of the FDC Act or of FDA regulations, the Agency may
initiate regulatory action (e.g., request a recall, recommend a civil
seizure action, etc.). It is precisely because of the serious enforce-
ment actions that can arise out of an inspection that it is so important

%0 21 CFR 20.64, 20.101. 338 702(b) of .the FDC Act, 21 U. S. C.
2121 CFR 20.105(c). 372 (b); 21 CFR 2.10(c).
2 1d.
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rected an observation during the course of the inspection, tell the
inspector. Ask the inspector to make any appropriate changes in the
list of observations at this time. Also, if you intend to correct certain
observations, explain this. Even if the inspector does not amend his
list of observations, he should include your comments in his report
of the inspection (the Establishment Inspection Report (EIR), dis-
cussed in Section (14) below). Such comments may affect the way he
and his superiors at FDA evaluate the inspection. You want to satisfy
FDA that you are taking all reasonable steps to manufacture safe and
accurately labeled products.

Also during the exit interview, the FDA inspector will provide a
“Receipt for Samples” (Form FD-484) for all samples taken during
the course of the inspection (unless he has already provided such docu-
mentation when the samples were taken). At this time you should
confirm that you have taken companion samples of all articles sampled
by the inspector.

e Caveat: If during an exit interview you promise the inspector
to make certain corrections, be certain to do as you have promised.
The next time an FDA inspector visits your plant, he will determine
and report whether promised corrections have been made.

(13) After the Inspection

Promptly after the inspection, appropriate company personnel
should meet to discuss the inspection. Was your company in compliance
with the requirements of law? If not, what corrective steps should be
taken? Were the inspector’s “Inspectional Observations” accurate?
If you disagreed with the inspector’s observations during the exit inter-
view, did he make appropriate changes in his observations? If the
inspector noted violations, were they of such significancé that some
type of follow-up regulatory action might be expected from the Agency?
Who in corporate management should be advised of the inspection
and its outcome? Depending upon the nature of the “Inspectional
Observations” and the exit interview, after the inspection you may
want to send FDA a written response to the observations, thereby
making certain that the FDA record includes a considered statement
of your views.

(14) The “EIR"

After departing, the FDA inspector returns to his resident post
or to the FDA district office and prepares a detailed Establishment
Inspection Report (EIR). After the EIR is completed, the inspector
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for you to understand and to exercise you rights during an inspection,
and to keep detailed records of each inspection.

Never forget the potentially serious nature of any FDA inspec-
tion. In order to protect your company’s rights and interests, you
should establish standard operating procedures for your company for
the conduct of FDA inspections, and affected company personnel should be
thoroughly trained to follow these procedures. This paper should help
you to provide an effective inspection plan for your company.

[The End]

CHANGES IN INSPECTION RULES FOR NONCLINICAL
STUDIES SOUGHT

The quality assurance inspection system required by the good lab-
oratory practice regulations for nonclinical laboratory studies is inefhicient
and excessive, according to the Pharmaceutical Manufacturers As-
sociation. In a recent petition submitted to the Food and Drug Ad-
ministration, the nonprofit group urged that routine operations be excluded
from study-specific inspections, provided that the operations are in-
spected on a regular basis by a quality assurance unit.

Rigidly scheduled inspections of routine and repetitive operationsare
excessively time-consuming and burdensome, PMA argued, and the adher-
ence to detailed standard operating procedures coupled with adequate
personnel training and review of documentation obviate the need for many
routine inspections, A PMA poll of firms revealed that only a very
small percentage of inspections resulted in significant findings.

CCH Foop Druc CosMETIC LAW REPORTER, | 41,004

TEMAZEPAM ADDED TO CONTROLLED SUBSTANCES
SCHEDULE IV

Based on the recommendation of the Secretary of Health and
Human Services, the Drug Enforcement Administration has placed the con-
trolled substance tempazepam in Schedule IV. According to 'DEA, tema-
zepam has a currently accepted medical use in treatment in the U. S, and
the drug has a lower potential for abuse than do drugs listed in Sched-
ule III. The proposed placement of temazepam in Schedule IV was sup-
ported by the American Society of Hospital Pharmacists.

CCH Foop Druc CosMETIC Law REPORTER, 1 40,993 and 80,864
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