
 

INSTRUCTIONS FOR COMPLETION OF FORM FDA 3911 – DRUG NOTIFICATION 
(The item numbers below correspond to the numbered areas on Form FDA 3911) 

1. Type of Report – Indicate the type of report by checking the appropriate box. 

• Initial Notification – Your first notification to the FDA of an illegitimate product or product with a high risk of 
illegitimacy 

• Follow-up Notification – subsequent notification to FDA, related to an initial notification already submitted 
to FDA 

• Request for Termination – request for consultation with FDA to terminate a notification of an illegitimate 
product or product with a high risk of illegitimacy 

2. Incident Number – This number will be assigned by FDA when the initial notification is received by FDA and 
sent to the reporter with the FDA receipt acknowledging the initial notification. Please utilize the incident 
number that corresponds to the initial notification in all future correspondence with the FDA about the 
notification, including the request for termination. 

3. Date of Initial Notification to FDA – Enter the date that you are submitting the initial notification to FDA. 
For follow-up notifications or a request for termination, enter the date the initial notification was submitted to 
FDA. Use the calendar function or enter the date in MM/DD/YYYY format. If you do not have the incident 
number, then providing the date of initial notification will allow FDA to associate any follow-up notification or 
request for termination with the initial notification. 

4. Date Illegitimate Product Was Determined by Company – Use the calendar function or enter the date in 
MM/DD/YYYY format that the product was determined to be illegitimate or to have a high risk of illegitimacy 
(manufacturers only). 

5. Classification of Notification – Select the appropriate classification of the illegitimate product or product 
with a high risk of illegitimacy (manufacturers only). 

• Counterfeit – A product is determined to be counterfeit, or has a high risk of being counterfeit. 

• Diverted – A product is determined to be a diverted product, or has a high risk of being a diverted product. 

• Stolen – A product is determined to be a stolen product, or has a high risk of being a stolen product. 

• Intentional adulteration – A product is determined to be intentionally adulterated such that use of the 
product would result in serious adverse health consequences or death to humans, or has a high risk of it. 

• Unfit for distribution – A product appears otherwise unfit for distribution such that use of the product would 
be reasonably likely to result in serious adverse health consequences or death to humans, or has a high 
risk of it. 

• Fraudulent transaction – A product in your possession or control is determined to be the subject of a 
fraudulent transaction, or has a high risk of it. 

Description of Product 

6. Name of Product as it appears on the label– Indicate the name of the product as it appears on the label. 

7. Primary Ingredient(s) – List active pharmaceutical or biological ingredient(s) if known and not listed in item 
6 above. 

8. Drug Use – Select the approved use of the product. If “other” is selected, please provide a description in 
your response to item 17 or 18. Note: Section 582 of the FD&C Act notifications are for human-use products 
only 

• Human use 

• Other
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9. Drug Description – Select the most specific description available from the list that describes the illegitimate 
product or product with high risk of illegitimacy (manufacturers only). 

• Finished prescription drug 

• Vaccine 

• Plasma derivative (coagulation factors, immunoglobulins, albumin) 

• Allergenic (standardized and non-standardized) 

• Multiple 

10. Strength of Drug – Provide the strength of the product, including the unit of measure (e.g., 500 mg, 
1g/10mL). 

11. Dosage Form – Select the dosage form that best describes the product. If “OTHER” is selected, provide a 
description in your response to item 17 or item 18. 

• Tablet 

• Capsule 

• Aerosol 

• Oral Liquid 

• Sublingual 

• Injectable 

• Topical 

• Suppository 

• Other 

• Multiple 

12. Quantity of Drug (Number and Unit) – Provide the quantity of product involved, including the number 
and unit of measure (e.g., 6 cases, 20 bottles, etc.). Additional information may be included in item 17 or item 
18. 

13. NDC Number – Provide the National Drug Code of the product as identified on the product that is subject 
to the notification if known. 

14. Serial Number – Provide the serial number as identified on the product that is subject to the notification if 
known. 

15. Lot Number(s) – Provide any relevant lot numbers of the product that is subject to the notification if 
known. Separate multiple numbers using a comma. 

16. Expiration Date(s) – Provide expiration date(s) as identified on the product that is subject to the 
notification if known. Separate multiple expiration dates using a comma. 

17. For Notification, Description of Event/Issue – Describe the circumstances surrounding the event 
that prompted the notification including, when, where in the supply chain, where geographically, and how 
the product was found. If you are a trading partner other than a manufacturer, you may indicate which 
manufacturer you have coordinated with to make the determination that the product is illegitimate here. If this 
notification is for a product with a high risk of illegitimacy (manufacturers only), indicate it here. 

18. For Request for Termination of Notification: Description of why notification is no longer necessary 
– Explain why the notification is no longer needed including any corrective actions taken, if applicable. If 
expedited consultation with FDA is requested, please indicate the rationale here.
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19. If you have also submitted the information to FDA through an alternative mechanism, check all 
other voluntary or required reporting that apply. Identify any voluntary or required reporting that the 
company has sent to FDA for the related event/issue that prompted the notification. If “OTHER” is selected, 
include a short description in the blank space provided. If the specific case number(s) is known, please 
indicate the number(s) in the response in item 17 or item 18. 

• FAR- Field Alert Report 

• BPDR - Biological Product Deviation Report 

• Medwatch 3500 

• Medwatch 3500A 

• None 

• Other 

Company/Facility Information 

20. Company Name & Address – Provide the following information for the company responsible for making 
the notification. 

• Company Name – Provide the name of the company that is responsible for making the notification. 

• Address – In Address 1, provide the mailing address including number and street name; and (if 
applicable) in Address 2 provide room, suite, or department. 

• City – Self explanatory. 

• State/Province/Region – Self explanatory. (If U.S., use approved postal two letter abbreviation.) 

• Country – Self explanatory. 

• ZIP/Postal Code – Self explanatory. (If U.S., provide 5 or 9 digit ZIP code.) 

21. Company Category – Select the appropriate category that describes the company responsible for making 
the notification (listed in item 20). 

• Manufacturer 

• Wholesale distributor 

• Dispenser (Pharmacy) 

• Repackager 

22. Unique Facility Identifier – Provide the unique identifier for the company making the notification. The 
Unique Facility Identifier should be a D-U-N-S Number for the location of the company named in item 20. If the 
company has not obtained a D-U-N-S number for the relevant location at the time it submits this form, this field 
should be left blank. For a facility that has not been assigned a number, a number may be obtained for no cost 
directly from Dun & Bradstreet (http://www.dnb.com). 

23. Contact Information – Provide the following contact information for a person at the company identified 
in item 20. FDA may use this information to contact a responsible person for follow-up information about the 
notification. 

• Name of Contact Person– Self explanatory. 

• Telephone Number – Provide the telephone number and extension of the contact person or of the 
company listed in item 20. 

• Email Address of Contact Person – Self explanatory

FORM FDA 3911 SUPPLEMENT (5/17)  – FORM INSTRUCTIONS Page 3 of 3 

http://www.dnb.com


<<
  /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




