Department of Health and Human Services For FDA Use Only Form Approved

Food and Drug Administration . OMB Control Number: 0910-XXXX
Center for Drug Evaluation and Research 8SC Pilot Program

Expiration Date: Xxxxxx xx, 20XX

SECURE SUPPLY CHAIN (SSC) Application Number
PILOT PROGRAM APPLICATION See OMB Statement on page 5.

A. APPLICANT INFORMATION
1. Business Information

Business Name Address

Telephone Number DUNS Number City State ZIP
2. U.S. Primary Contact 3. U.S. Secondary Contact

Name Name

Telephone Number Telephone Number

E-mail Address E-mail Address

4. Importer of Record
Importer Name Address

DUNS Number

5. Importer of Record’s IRS Number (Optional) -OR- Importer of Record’s FDA Establishment Identifier
(FEI) (FEI verified by FDA)

6. Customs Trade Partnership Against Terrorism (C-TPAT)

Supply Chain Validated as C-TPAT Tier Il or | Status Verification Interface (SVI) Number (When available) | Application Date (When available)
Tier 1I? (Select one)

L] Tierll L] Tier i

B. PRODUCT INFORMATION

7. New Drug Application (NDA)/Abbreviated New 8. National Drug Code (NDC) Number |9. FDA Product Code
Drug Application (ANDA) Number

10. Commercial Invoice Description

(Continuation page will be provided.)

11. Foreign Manufacturer
Name Address

DUNS Number

12. CBP Manufacturer ID (MID) (For manufacturer) 13. Foreign Manufacturer FEI or Central File Number (CFN)
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[FDA Use Only] SSC Pilot Program Application Number:

14. Describe methods of product identification, lot designation, and product tracing through the supply chain.

(Continuation page will be provided.)

C. LOGISTICS

15. U.S. Port of Entry

16. U.S. Port of Arrival (If different from Port of Entry)

17. Broker/Customs - Broker/Filer Information

Broker/Customs - Broker/Filer Name

Address

Telephone Number DUNS Number

E-mail Address

18. Ultimate Consignee Information

Ultimate Consignee Name

Address

DUNS Number

19. Ultimate Consignee IRS Number (Optional)

-OR-

Ultimate Consignee FEI (FEI verified by FDA)

20. Foreign Shipper Information

Foreign Shipper Name

Address

DUNS Number

21. CBP Manufacturer ID (MID) (For shipper)

FEI

D. OTHER INFORMATION

22. Provide the full name and address of the location of records confirming the application information and documentation for all
shipments of the product that the applicant is submitting for inclusion in the SSC pilot program. Provide point of contact including

an e-mail address and telephone number.

FORM FDA 3676 (4/12)
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23. Describe Recall/Correction Plans, including the following: point of contact; method of communication; method for product
identification; procedures for returned products; and procedures for controlling and disposing of returned product.

(Continuation page will be provided.)

24. Describe your plan for promptly correcting concerns that FDA identifies regarding specific importations or your secure supply
chain.

(Continuation page will be provided.)
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E. DETAILS OF YOUR SECURE SUPPLY CHAIN

Please provide a detailed narrative of the process by which the active pharmaceutical ingredient (API) and/or finished drug product
will be brought into the United States, from the point of product manufacture to delivery to the ultimate consignee. This narrative
must include, at a minimum, the following information:

A. API source, including DUNS number;

Source of finished drug product;
Master file number (if applicable);

OO0 W

Overview of the supply chain including facilities where manufacturing, packaging, labeling, and storage occur; and their DUNS
number when available or if not already provided above;

Transport from packager to port of lading;
Port of lading process from delivery to un-lading of vessel;
. Transport process to the United States, including stops before arrival in the United States; and

T e mm

Transport from port of arrival to ultimate consignee.

(Continuation page will be provided.)
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F. ACKNOWLEDGEMENT

The undersigned acknowledges that it wishes to participate in the Food and Drug Administration (FDA) Secure Supply
Chain (SSC) pilot program. The undersigned understands the criteria for acceptance in the SSC pilot program, as

set forth in the third FEDERAL REGISTER notice, published on titted “Secure Supply Chain Pilot
mm/dd/yyyy

Program,” and that FDA will determine participation based on the date of application and whether the program criteria
are met. If accepted for participation in the SSC pilot program, the undersigned understands that FDA will monitor its
entries to check for compliance with the program’s criteria.

To participate in the SSC pilot program, the undersigned will maintain records that confirm the information provided in
this application for the duration of the applicant’s participation in the program, and will ensure that these records will
be readily available when requested by FDA. FDA requests that these records be maintained for a period of at least 3
years after the pilot ends or the applicant’s participation in the pilot ends.

The undersigned agrees to submit a modified application detailing any changes to the information contained in this
secure supply chain application and obtain FDA authorization of these changes to continue participation.

The undersigned understands that FDA plans to run the SSC pilot program from to

. . mm/dd/yyyy* mm/ddlyyyy™
although FDA may terminate the program sooner or extend the ending date.

*Insert date 180 days after date of publication in the FEDERAL REGISTER announcing that FDA is accepting applications.
Mnsert date 30 months after date of publication in the FEDERAL REGISTER announcing that FDA is accepting applications.

Signature of applicant or applicant’s authorized representative Date

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 3.5 hours per response, including the time to review
instructions, search existing data sources, gather and maintain the data needed and complete and review the collection of
information. Send comments regarding this burden estimate or any other aspect of this information collection, including suggestions
for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
1350 Piccard Drive, Room 400

Rockville, MD 20850

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB number.”

i - This is the new PRA
Designer note: This is th
purden statement, keeping the 3.5 hpurs
estimated response time noted previ-
ously for this specific form.
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Instructions for Completion of FORM FDA 3676
SECURE SUPPLY CHAIN (SSC) PILOT PROGRAM APPLICATION

Note: Applicants must file a separate application for each finished product or active pharmaceuti-
cal ingredient (API) for which inclusion in the SSC pilot program is sought.

A. Applicant Information dosage unit, dosage description (special markings, color,
. . . and tablet), and dosage package for the product that the

1. This is the legal name of the applicant to the SSC pilot applicant is submitting for inclusion in the SSC pilot
program. Provide the full name, address, DUNS number, program.
and telephone number of the applicant.

) ) 11. Provide the full firm name and site-specific address of the

2. Provide the U.S. primary contact full name, phone number, foreign manufacturer of the product that the applicant is
and e-mail address. submitting for inclusion in the SSC pilot program.

3. Provide the U.S. s§condary contact full name, phone 12. Provide the U.S. Customs and Border Protection (CBP)
number, and e-mail address. Manufacturer Identification Code (MID) for the foreign

4. Provide the full firm name, DUNS number, and address lrcr;:?;li?sZ?;iri?]ilz};espsrgd;iclgtlgtotg}lrzra:lpphcant is submitting
for the Importer of Record. The importer of record is the '
person, establishment, or representative responsible for 13. Provide the FDA Establishment Identifier (FEI) or facility
making entry of imported goods in accordance with all Central File Number (CFN) for the foreign manufacturer of
laws affecting such importation. the product that the applicant is submitting for inclusion in

5. The IRS Number is optional. If not provided, contact FDA the SSC pilot program.
to determine the appropriate FEIL. 14« Describe the methods of product identification, lot

) i ) designation, and product tracing through the supply chain

6. Cus.toms.Trade Partnershlp Ag'funst Terrorism (C_TPAT) ) of the product that the applicant is submitting for inclusion

Indicate in the space provided if the supply chain is in the SSC pilot program.
C-TPAT Tier II or Tier IIT Validated (either Yes or No).
For more information on C-TPAT see http://www.cbp.gov/ C. Logistics
xp/cgov/trade/cargo_security/ctpat/ . .

15. Provide the U.S. port of entry where a consumption entry
Status Verification Interface (SVI) Number — Indicate the will be filed with CBP for the product that the applicant is
SVI number of the space provided when available. submitting for inclusion in the SSC pilot program.
Application Date — Indicate in the space provided the date 16. Provide the U.S. port of arrival (if different from the
that the applicant applied for C-TPAT Tier II or Tier I1I U.S. port of entry) for the product that the applicant is
status when available. submitting for inclusion in the SSC pilot program.

B. Product Information 17. Provide the full firm name, DUNS number, address, and

o ) e-mail of the firm (Broker/Customs - Broker/Filer) that will
New Drug Application (NDA)/Abbreviated New Drug be filing entry of the product identified in the application
Application (ANDA) Number — Provide the NDA and/ with CBP.
or ANDA number for the product that the applicant is
submitting for inclusion in the SSC pilot program. For 18. Provide the full firm name, DUNS number, and address of
APIs, submit the NDA/ANDA number for the approved the Ultimate Consignee of the product that the applicant is
products in which the API will be used. submitting for inclusion in the SSC pilot program.

8. National Drug Code (NDC) Number — Provide the NDC 19. The IRS Number is optional. If not provided, contact FDA
number for the product that the applicant is submitting for to determine the appropriate FEI.
inclusion in the SSC pilot program.

20. Provide the full firm name, DUNS number, and address

9. Provide the FDA product code for the product that the for the foreign shipper of the product that the applicant is
applicant is submitting for inclusion in the SSC pilot submitting for inclusion in the SSC pilot program.
program.

21. Provide the U.S. Customs and Border Protection (CBP)

10. Commercial Invoice Description (also known as the Manufacturer Identification Code (MID) for the foreign
Product Description) — Provide the complete product shipper of the product that the applicant is submitting for
name (trade name and chemical name), dosage strength, inclusion in the SSC pilot program. Also, provide the FEI.
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D.

22.

23.

24.

Other Information

Provide the full name and address of the location of records
confirming the application information and documentation
for all shipments of the product that the applicant is
submitting for inclusion in the SSC pilot program.

Provide a point of contact including an e-mail address and
telephone number.

Provide Recall/Correction Plans that would be used
for returned products and procedures for controlling
and disposing of returned products that the applicant is
submitting for inclusion in the SSC pilot program.

Provide a plan that would be used to correct deficiencies
identified by FDA regarding specific importations or the
firm’s secure supply chain process.

Details of YourSecure Supply Chain

Provide a detailed narrative of the process by which the
active pharmaceutical ingredient (API) and/or finished drug
product that the applicant is submitting for inclusion in the
SSC pilot program will be brought into the United States,
from the point of product manufacture to delivery to the
ultimate consignee. The narrative must include at least the
following information:

e API source;

* Source of finished drug product;

Master file number (if applicable);

* Overview of the supply chain including facilities where
manufacturing, packaging, labeling, and storage occur;

 Transport from packager to port of lading;

* Port of lading process from delivery to un-lading of
vessel;

* Transport process to the United States, including stops
before arrival in the United States;

* Transport from port of arrival to ultimate consignee; and

¢ Include DUNS number for each business entity identified
in the application when available.

. Acknowledgement

Sign the acknowledgement if you wish to participate in
the SSC pilot program. The applicant, by signing the
acknowledgement, understands the criteria for acceptance
in the SSC pilot, as set forth in the third FEDERAL
REGISTER notice, published on (insert Month, Day, Year)
titled “Secure Supply Chain Pilot Program,” and that FDA
will determine participation in the pilot program. The
acknowledgement also contains terms for participation

in the SSC pilot program that include maintaining and
making records available to FDA, and notifying FDA
with information about any changes to the secure supply
process.

FORM FDA 3676 (4/12)

Page 7 of 7




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /None
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Error
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /DetectCurves 0.0000
  /ColorConversionStrategy /CMYK
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedOpenType false
  /ParseICCProfilesInComments true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveDICMYKValues true
  /PreserveEPSInfo true
  /PreserveFlatness true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /CropColorImages true
  /ColorImageMinResolution 300
  /ColorImageMinResolutionPolicy /OK
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageMinDownsampleDepth 1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /CropGrayImages true
  /GrayImageMinResolution 300
  /GrayImageMinResolutionPolicy /OK
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageMinDownsampleDepth 2
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /CropMonoImages true
  /MonoImageMinResolution 1200
  /MonoImageMinResolutionPolicy /OK
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /CheckCompliance [
    /None
  ]
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputConditionIdentifier ()
  /PDFXOutputCondition ()
  /PDFXRegistryName ()
  /PDFXTrapped /False

  /CreateJDFFile false
  /Description <<

    /BGR <>
    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>
    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>
    /CZE <>
    /DAN <>
    /DEU <>
    /ESP <>
    /ETI <>
    /FRA <>
    /GRE <>

    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)
    /HUN <>
    /ITA <>
    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>
    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>
    /LTH <>
    /LVI <>
    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)
    /NOR <>
    /POL <>
    /PTB <>
    /RUM <>
    /RUS <>
    /SKY <>
    /SLV <>
    /SUO <>
    /SVE <>
    /TUR <>
    /UKR <>
    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)
  >>
  /Namespace [
    (Adobe)
    (Common)
    (1.0)
  ]
  /OtherNamespaces [
    <<
      /AsReaderSpreads false
      /CropImagesToFrames true
      /ErrorControl /WarnAndContinue
      /FlattenerIgnoreSpreadOverrides false
      /IncludeGuidesGrids false
      /IncludeNonPrinting false
      /IncludeSlug false
      /Namespace [
        (Adobe)
        (InDesign)
        (4.0)
      ]
      /OmitPlacedBitmaps false
      /OmitPlacedEPS false
      /OmitPlacedPDF false
      /SimulateOverprint /Legacy
    >>
    <<
      /AddBleedMarks false
      /AddColorBars false
      /AddCropMarks false
      /AddPageInfo false
      /AddRegMarks false
      /ConvertColors /ConvertToCMYK
      /DestinationProfileName ()
      /DestinationProfileSelector /DocumentCMYK
      /Downsample16BitImages true
      /FlattenerPreset <<
        /PresetSelector /MediumResolution
      >>
      /FormElements false
      /GenerateStructure false
      /IncludeBookmarks false
      /IncludeHyperlinks false
      /IncludeInteractive false
      /IncludeLayers false
      /IncludeProfiles false
      /MultimediaHandling /UseObjectSettings
      /Namespace [
        (Adobe)
        (CreativeSuite)
        (2.0)
      ]
      /PDFXOutputIntentProfileSelector /DocumentCMYK
      /PreserveEditing true
      /UntaggedCMYKHandling /LeaveUntagged
      /UntaggedRGBHandling /UseDocumentProfile
      /UseDocumentBleed false
    >>
  ]
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


