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	Date
	Version No.
	Description
	Page Number
	Author

	11/25/2014
	1
	Initial Version
	129
	FDA

	1/02/2015
	1.2
	Updated all mandatory record types to match FDA business rules for CBP processing
	Multiple pages
	FDA

	1/22/2015
	1.3
	Updates based on feedback from Trade in the 1/6 and 1/13 meetings; based on feedback from FDA’s review of draft. Added Commodity type to Commodity sub-type mapping table.
	Multiple pages
	FDA

	2/9/2015
	1.4
	Updates based on feedback from CDRH on Medical Devices and from CBP on all chapters; enforced consistence of same PG record types across commodities where there is no special handling from one commodity to another (example, PG06, PG20, PG21); updates based on feedback from Trade in the 1/20, 1/27 and 2/3 meeting.
	Multiple pages
	FDA

	3/5/2015
	1.6
	Updates to Drugs chapter based on CBP’s feedback; removed references to MID as the identifier for Trade; re-aligned the Processing Codes for Medical Devices
	Multiple pages
	FDA

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



[bookmark: _Toc404262158][bookmark: _Toc409711085][bookmark: _Toc404262160][bookmark: _Toc404181029]General Introduction
This document is intended as a supplemental guide to the CBP Customs and Trade Automated Interface Requirements (CATAIR), PGA Message Set chapter (also referred to as an implementation guide). The PGA CATAIR chapter outlines the overall data relationships and rules for Biologics data submission on a CBP system level. 

The PGA Message Set chapter/implementation guide and its related Appendix PGA can be found on CBP.gov at:
http://www.cbp.gov/document/guidance/appendix-pga

The ACE ABI CATAIR – Custom and Trade Automated Interface Requirements:
http://www.cbp.gov/document/guidance/pga-message-set

Appendix V Government Agency Codes:
http://www.cbp.gov/document/guidance/appendix-v-government-agency-codes


Appendix R Intended Use Codes for ACE:
http://www.cbp.gov/document/guidance/appendix-r-intended-use-codes-ace


Appendix B Valid Codes:
http://www.cbp.gov/document/guidance/appendix-b-valid-codes

Appendix C:
http://www.cbp.gov/document/guidance/appendix-c-tariff-abbreviations




This PGA supplemental guide provides PGA-specific guidance regarding PGA’s business requirement for data submission. 

There are times when FDA and CBP reporting may require the same data. In those instances, FDA will not ask for the data to be provided again in the PGA Message Set, if it is already collected by CBP. That is, the PGA Message Set data requirements for FDA will not duplicate those common data elements. Instead, the PGA Message Set is used to provide the additional data elements required for FDA reporting. In some instances, however, FDA’s reporting requirements may require more specificity than CBP filing requirements. In those cases, FDA standardized format, provided for by the CATAIR, must be used regardless of how the data was captured by Customs.

[bookmark: _Toc409711086]FDA Overview
FDA is responsible for:
· Protecting the public health by assuring that foods (except for meat from livestock, poultry and some egg products which are regulated by the U.S. Department of Agriculture) are safe, wholesome, sanitary and properly labeled; ensuring that human and veterinary drugs, and vaccines and other biological products and medical devices intended for human use are safe and effective,
· Protecting the public from electronic product radiation,
· Assuring cosmetics and dietary supplements are safe and properly labeled,
· Regulating tobacco products, and
· Advancing the public health by helping to speed product innovations.
Primary responsibility for administering the nation’s laws relating to import, export, and the collection of duties is given to the United States Customs and Border Protection (CBP). FDA, however, is responsible for determining whether or not an article offered for importation is in compliance with or in violation of the acts enforced by the FDA. This includes the responsibility of determining whether or not a violative article may be brought into compliance with the appropriate statute and/or regulations, and authorizing reconditioning in order to bring an article into compliance. 
In order to fulfill their respective responsibilities, CBP and FDA must work in close cooperation. 
Points of Contact
If you have questions about the content of these data samples, please contact:

Sandy Abbott
Director Division of Compliance Systems
Office of Enforcement and Import Operations
Food and Drug Administration
301-796-3240
Sandra.Abbott@fda.hhs.gov

Max Castillo
Business Process Manager, ACE/ITDS Liaison 
Food and Drug Administration 
301-796-6675
Max.Castillo@fda.hhs.gov
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Legends

[bookmark: _Toc408235778][bookmark: _Toc409711088]Field Requirements
	Abbreviation
	Name
	Description

	M
	Mandatory
	Transaction Create Date/Time

	C
	Conditional
	Action Code

	O
	Optional
	Entry Date




[bookmark: _Toc408235779][bookmark: _Toc409711089]Field Data Types
	Abbreviation
	Name
	Description

	A
	Alpha
	Letters A-Z

	N
	Numeric
	Numbers 0-9

	AN
	Alphanumeric
	Letters A-Z and Numbers 0-9

	X
	Alphanumeric and Special Characters
	Letters A-Z, Numbers 0-9, special characters (*,!,@, etc)

	
	
	




























[bookmark: _Toc408235780][bookmark: _Toc409711090]Required Data Elements for All FDA Commodities
	Level of Data
	Record ID
	Data Element
	Length/ Class
	Position
	Field Type

	Entry
	Header
	Transaction Create Date/Time
	 
	 
	 

	Entry
	Header
	Action Code
	 
	 
	 

	Entry
	Header
	Entry Date
	 
	 
	 

	Entry
	Header
	Dist. Port of Entry 
	 
	 
	 

	Entry
	Header
	Filer ID
	 
	 
	 

	Entry
	Header
	Entry Number
	 
	 
	 

	Entry
	Header
	Entry Type Code
	 
	 
	 

	Entry
	Header
	Arrival Date
	 
	 
	 

	Entry
	Header
	Transport Mode
	 
	 
	 

	Entry
	Header
	Value
	 
	 
	 

	Entry
	Header
	Release Date
	 
	 
	 

	Entry
	Header
	Vessel Name
	 
	 
	 

	Entry
	Header
	Entity Number
	 
	 
	 

	Entry
	Header
	Entity Name
	 
	 
	 

	Entry
	Header
	Contact Name
	 
	 
	 

	Entry
	Header
	Contact Phone
	 
	 
	 

	Entry
	OI
	Record Identifier
	 
	 
	 

	Line
	PG01
	PGA Line Number
	3N
	5-7
	incremental

	Line
	PG01
	Government Agency Code
	3AN
	8-10
	code

	Line
	PG01
	Government Agency Program Code*
	3X
	11-13
	code

	Line
	PG01
	Government Agency Processing Code*
	3AN
	14-16
	code

	Line
	PG01
	Intended Use Code*
	16X
	42-57
	code

	Line
	PG01
	Intended Use Description*
	22X
	58-79
	text

	Line
	PG02
	Item Type
	1A
	5
	code

	Line
	PG02
	Product Code Qualifier
	4AN
	6-9
	code

	Line
	PG02
	Product Code Number
	19X
	10-28
	text

	Line
	PG04
	Constituent Active Ingredient Qualifier
	1A
	5
	code

	Line
	PG04
	Name of the Constituent Element
	51X
	6-56
	code

	Level of Data
	Record ID
	Data Element
	Length/ Class
	
Position
	
Field Type

	Line
	PG04
	Quantity of Constituent Element 
	12N
	57-68
	number

	Line
	PG04
	Unit of Measure (Constituent Element)
	5AN
	69-73
	code

	Line
	PG06
	Source Type Code
	3AN
	5-7
	code

	Line
	PG06
	Country Code
	2X
	8-9
	code

	Line
	PG07
	Trade Name/Brand Name 
	35X
	5-39
	text

	Line
	PG19
	Entity Role Code 
	3AN
	5-7
	code

	Line
	PG19
	Entity Identification Code 
	3AN
	8-10
	code

	Line
	PG19
	Entity Number
	15X
	11-25
	text

	Line
	PG19
	Entity Name
	32X 
	26-57
	text

	Line
	PG19
	Entity Address 1
	23X 
	58-80
	text

	Line
	PG23
	Affirmation of Compliance Code 
	5X
	5-9
	code

	Line
	PG23
	Affirmation of Compliance Description
	70X
	10-79
	code

	Line
	PG25
	Temperature Qualifier
	1A
	5
	code

	Line
	PG25
	Lot Number Qualifier
	1AN
	15
	code

	Line
	PG25
	Lot Number 
	25X
	16-40
	text

	Line
	PG25
	Production Start date of the Lot
	8N
	41-48
	date/time

	Line
	PG25
	Production End Date of the Lot
	8N
	49-56
	date/time

	Line
	PG25
	PGA Line Value
	12N
	57-68
	number

	Line
	PG25
	PGA Unit Value
	12N
	69-80
	number

	Line
	PG26
	Packaging Qualifier
	1N
	5
	code

	Line
	PG26
	Quantity
	12N
	6-17
	number

	Line
	PG26
	Unit of Measure (Packaging Level)
	5X
	18-22
	code



· *Not Required for a Disclaimer entry












[bookmark: _Toc408235781][bookmark: _Toc409711091]FDA Commodities and Commodity Sub-Types
	Government Agency Code
	Commodity Type
	Government Agency Program Code
	Commodity Sub-Type
	Government Agency Processing Code

	FDA
	Biologics
	BIO
	Allergens
	ALG

	FDA
	Biologics
	BIO
	Blood and Blood Products
	BLO

	FDA
	Biologics
	BIO
	Cell & Gene Therapy
	CGT

	FDA
	Biologics
	BIO
	Human Cells & Tissue
	HCT

	FDA
	Biologics
	BIO
	Vaccines
	VAC

	FDA
	Biologics
	BIO
	Xenotransplant
	XEN

	FDA
	Combined Products
	COP
	Device, Drug & Biologic
	DDB

	FDA
	Combined Products
	COP
	Device & Biologic
	DEB

	FDA
	Combined Products
	COP
	Device & Drug
	DED

	FDA
	Combined Products
	COP
	Drug & Biologic
	DRB

	FDA
	Cosmetics
	COS
	All Products
	

	FDA
	Medical Devices
	DEV
	Radiation Emitting Devices
	RED

	FDA
	Medical Devices
	DEV
	Non-Radiation Emitting Devices
	NED

	FDA
	Drugs
	DRU
	Bulk
	DBK

	FDA
	Drugs
	DRU
	Generic
	GNC

	FDA
	Drugs
	DRU
	Over the Counter
	OTC

	FDA
	Drugs
	DRU
	Prescription
	PRE

	FDA
	Foods
	FOO
	Additives and Colors
	ADD

	FDA
	Foods
	FOO
	Dietary Supplements
	DSU

	FDA
	Foods
	FOO
	Bulk
	FBK

	FDA
	Foods
	FOO
	Feed
	FEE 

	FDA
	Foods
	FOO
	HACCP
	HAC

	FDA
	Foods
	FOO
	LACF
	LSC

	FDA
	Foods
	FOO
	Natural State Food
	NSF

	FDA
	Foods
	FOO
	Processed
	PRO

	FDA
	Radiation Emitting Products
	RAD
	All Products
	

	FDA
	Tobacco
	TOB
	Natural State Food
	NST

	FDA
	Tobacco
	TOB
	Processed
	PRO

	FDA
	Veterinary Drugs
	VME
	Generic
	GNC

	FDA
	Veterinary Drugs
	VME
	Medical Devices
	MDE

	FDA
	Veterinary Drugs
	VME
	Medicated Feed
	MFE

	FDA
	Veterinary Drugs
	VME
	Over the Counter
	OTC

	FDA
	Veterinary Drugs
	VME
	Prescription
	PRE

	FDA
	Veterinary Drugs
	VME
	Bulk
	VBK



[bookmark: _Toc409711092]Biologics Commodity Data Elements and Values

Biologics commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Biologics
	BIO
	Allergens
	ALG

	FDA
	Biologics
	BIO
	Vaccines
	VAC

	FDA
	Biologics
	BIO
	Human Cells & Tissue
	HCT

	FDA
	Biologics
	BIO
	Xenotransplant
	XEN

	FDA
	Biologics
	BIO
	Cell & Gene Therapy
	CGT

	FDA
	Biologics
	BIO
	Blood and Blood Products
	BLO


Table 1 – Biologics commodity hierarchy


The following are the potential PGA records associated with submitting Biologics data:

	PG Record
	Description

	OI
	The commercial description of the shipment is provided.

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	The item type and Product Code detail are provided. 

	PG04
	Product Constituent Active Ingredient

	PG05
	Scientific Genus Names

	PG06
	Product Source information is provided 

	PG07
	Trade/Brand Name

	PG10
	Description of items in the lot number

	PG19
	Entity Role (manufacturer, consignee, shipper, etc.) Entity Identification, Entity Name, and Entity Address 1 are provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	The entity (manufacturer, consignee, shipper, etc.) of Record’s individual point of contact, phone number and email is given.

	PG23
	FDA affirmation of Compliance criteria is provided

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Additional data on Container number

	PG29
	Weight of lot number 

	PG30
	Inspection location, date and time

	PG55
	Additional roles performed by entity or individual

	PG00
	Entry header


[bookmark: _Toc404262161]
[bookmark: _Toc409711093]Biologics Sample 


Biologic Message Set Layout for Sample

[image: ]


Because of the flexibility of the PGA Message set, the PGA Records and Data Elements that are required may vary both from program to program and within a single program. For a more expansive set of examples of FDA PGA Message Sets, please refer to the document FDA Supplemental CATAIR Guidelines.docx.
[bookmark: _Toc409711094]
Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	Must be “OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example,  BLOOD DERIVATIVES
	



[bookmark: _Toc409711095]
Record Identifier PG01 (Record Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	  “PG”
	

	Record Type
	2N
	3-4
	M
	 “01”
	

	PGA Line Number
	3N
	5-7
	M
	 “001”
	

	Government Agency Code
	3AN
	8-10
	M
	 “FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	 “BIO”
	
1, 2

	Government Agency Processing Code
	3AN
	14-16
	C
	 Allowed values for Biologics sub-types:
ALG, VAC, HCT, XEN, CGT, BLO
	
1, 2,3

	Intended Use Code
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	




Note 1

See Biologic table 1 above for the commodity hierarchy for Biologic commodities

Note 2

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory

Note 3
If Government Agency Processing Code = “XEN” Then PG05 record type is Required

[bookmark: _Toc409711096]
Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 

For Biologic entries, the Blood Derivative number is provided within this record. 

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to the product or a component.  
Enter P  for product
Enter C for Component.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”

	

	Product Code Number
	19X
	10-28
	M
	Product Code  Must be equal to or less than 7 alphanumeric characters 
	



[bookmark: _Toc404505294][bookmark: _Toc409711097]
Record Identifier PG04 (Product Constituent Element)

This is a conditional PGA input record that provides data pertaining to Constituent Active Ingredient Qualifier, Name of the Constituent Element, Quantity of Constituent Element, Unit of Measure, and Percent of Constituent Element.  This record can be repeated.

	Record Identifier PG04 (Product Constituent Element)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“04”.
	

	Constituent Active Ingredient Qualifier
	1A
	5
	C
	Active ingredient = “Y” if yes, blank if no.
	1

	Name of the Constituent Element
	51X
	6-56
	C
	
	1

	Quantity of Constituent Element 
	12N
	57-68
	C
	
	1

	Unit of Measure (Constituent Element)
	5AN
	69-73
	C
	
	1

	Percent of Constituent Element
	7N
	74-80
	C
	
	1, 2



Note	1
IF Government Agency Program Code = BIO and Government Agency Processing Code = VAC or ALG 
Then Constituent Active Ingredient Qualifier and the associated 4 fields are Mandatory
Else Constituent Active Ingredient Qualifier and the associated 4 fields are not valid for any other Biologic sub-types.


Note	2
Examples of Percentages:

	1000000	=	 100%
	0990000	=	   99%
	0090000	=	     9%
	0009000	=	    .9%
	0000900	=	  .09%
	0000090	=	.009%
	0000009	=        .0009%
[bookmark: _Toc377362295][bookmark: _Toc409711098]
Record Identifier PG05 (Scientific Genus Names)

This is a conditional PGA input record that provides data pertaining to Scientific Genus Names, Scientific Species, Scientific Sub Species Name, Scientific Species Code, and FWS Description Code. This record may be used in conjunction with the PG06 to describe the relationship between the genus/species and country of origin, as necessary.  

For Biologics this is required only for Government Agency Processing Code = ‘XEN’ 
For the Lacey Act, the filer must submit a corresponding genus/species (PG05/PG06) for each Country of Harvest. APHIS does not allow common name for Lacey Act declarations.

	Record Identifier PG05 (Scientific Genus Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“05”.
	

	Scientific Genus Name
	22X
	5-26
	C
	Scientific Genus Name of the merchandise being entered.
	1

	Scientific Species Name
	22X
	27-48
	C
	Scientific Species Name of the merchandise being entered.
	1

	Scientific Sub Species Name
	18X
	49-66
	C
	Scientific Sub Species Name of the merchandise being entered.  
	1

	Scientific Species Code 
	7AN
	67-73
	C
	This includes Fish and Wildlife Service (FWS) Wildlife Category Codes.  See Appendix PGA (FWS Wildlife Category Codes) of this publication for valid codes.
	1



Note	1

Required Only iF Government Agency Program Code = BIO AND Government Agency Processing Code = “XEN”.  
[bookmark: _Toc409711099]
Record Identifier PG06 (Product Origin)

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin, in addition to Processing dates, Processing Type and Processing Description. This record may be used in conjunction with the PG05 to describe the relationship between the genus/species and country of origin, as necessary.  

For the Lacey Act, the filer must submit a corresponding genus/species (PG05/PG06) for each Country of Harvest.  

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  
294 (Country of Refusal) is MANDATORY if previously refused.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.
	

	Country Code
	2X
	8-9
	M
	FDA requires the location of manufacture for all Biologics.  
	1



Note 1

[bookmark: _Toc377362297][bookmark: _Toc404505296]Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names)

For Biologics, this is a mandatory PGA input record that provides data pertaining to Trade or Brand Name. 

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“07”.
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	The make of the product (or component) by manufacturer or distributor from the label or invoice.
All Biologics must have either a Trade or Brand name.
	


[bookmark: _Toc406744208][bookmark: _Toc409711101]
Record Identifier PG10 (Product Characteristics)

For Biologics this is a mandatory PGA input record that allows for importer to report the description of the product at the line level to capture the information currently collected in multiple OI records. This record can be repeated if there are more Commodity Characteristic Descriptions

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
	



[bookmark: _Toc409711102]
Record Identifier PG19 (Entity Data) 

For Biologics, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1. 

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example, IM.
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example: 016, 47
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X 
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2




Note 1
Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Biologics Message Sets is below;

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *





See Note 3

List of Entity Role codes also applicable to FDA Biologics Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CN 
	Consignee*

	
	CR
	Consolidator

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	OV
	Transport means owner 

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party



Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Biologics Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	016
	D&B-assigned (DUNS number); must be 9 digits

	
	047
	FDA-assigned (FEI number); must be either 7 or 10 digits

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned




FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA
The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL

*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3
[bookmark: _GoBack]
[bookmark: _Toc409711103]FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to Entity identification such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code.  This record is used when additional address information for the entity needs to be entered.
	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“20”.
	

	Entity Address 2
	32X 
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	Apartment/Suite number of the entity.  
	

	Entity City
	21X
	42-62
	C
	City of the entity.
	

	Entity State/Province
	3AN
	63-65
	C
	State/Province of the entity.  See Appendix B in the ACS ABI CATAIR for valid codes.
	

	Entity Country
	2A
	66-67
	C
	ISO Country Code.  See Appendix B in the ACS ABI CATAIR for valid codes.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	Zip/Postal Code of the entity.
	

	Filler
	4X
	77-80
	M
	Space fill
	



[bookmark: _Toc409711104]
Record Identifier PG21 (Point of Contact)

This is a conditional PGA input record that provides data about an Individual and may also be related to an entity (the party) in the PG19 or PG22 record, or an inspection location referenced in the PG30.  Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. If multiple Individuals related to a single entity are required by an agency, this record can be repeated and should follow each entity designated in the PG19 record. This record can also be repeated in cases where multiples of these data elements need to be reported for a single Individual. (For example, for reporting two phone numbers or an email and fax number). A typical example will be if a POC is needed for the Filer. 


	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“21”.
	

	Individual Qualifier
	3AN
	5-7
	C
	Identify the type of party or facility the Individual represents.  For example, person is associated to the grower, producer, I-house or filer, etc.  For valid codes, use the Entity Role Codes from PG19 (See Appendix PGA of this publication.)
	

	Individual Name
	23X
	8-30
	C
	Name of the Individual. If the name will not fit, complete PG24 and fill out the remarks code (Individual name) and then enter the name in the remarks text field.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	Telephone number of the Individual
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	Option to either submit the Fax number or Email Address of the individual.
	



[bookmark: _Toc409711105]
Record Identifier PG23 (Affirmation of Compliance) 

For Biologics, it is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable.

	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	A code used to affirm compliance with FDA requirements.  See Appendix PGA (Food & Drug Affirmation of Compliance Codes) of this publication for valid codes.
	1, 2

	Affirmation of Compliance Description
	30AN
	10-39
	C
	Text describing the information required by the FDA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	



Note 1
List of Affirmation of Compliance codes Conditional to FDA-Biologics Message Sets

	Data Element
	AoC Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	AND
	Abbreviated New Drug Application Number
	"BA"+4-6N
	IF Government Agency Program Code = BIO THEN EITHER  AND or NDA or BLN or HRN is MANDATORY

	
	BLN
	Biologics License Number
	4N
	IF Government Agency Program Code = BIO THEN EITHER  AND or NDA or BLN or HRN is MANDATORY

	
	HCT
	Biologics Human Cells, Tissues/Cellular and Tissue-Based Products
	indicator only
	IF Government Agency Program Code = BIO AND Government Agency Processing Code = HCT THEN HCT IS ALLOWED
IF HCT submitted then HRN IS MANDATORY

	
	HRN
	HCT/P Registration Number
	10N
	IF Government Agency Program Code = BIO AND Government Agency Processing Code = HCT THEN HRN IS MANDATORY

	
	NDA
	New Drug Application Number
	6N
	IF Government Agency Program Code = BIO THEN EITHER  AND or NDA or BLN or HRN is MANDATORY

	
	STN
	Submission Tracking Number
	6N
	IF Government Agency Program Code = BIO AND IF AND or NDA are submitted THEN STN is MANDATORY 



Note 1.1: 

IF Government Agency Program Code = ‘BIO’ THEN EITHER ‘AND’ or ‘NDA’ or ‘BLN’ is MANDATORY (only one can be passed)

IF Government Agency Program Code = ‘BIO’ AND IF ‘AND’ or ‘NDA’ are submitted THEN ‘STN’ is MANDATORY ELSE ‘STN’ is not allowed

IF Government Agency Program Code = ‘BIO’ AND IF Government Agency Processing Code = ‘HCT’ is submitted THEN ‘HCT’ is MANDATORY

IF Government Agency Program Code = ‘BIO’ AND IF Government Agency Processing Code = ‘HCT’ is submitted THEN ‘STN’ is MANDATORY


Note 2
List of Affirmation of Compliance codes ALLOWED for FDA-Biologics Message Sets

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HDE
	Humanitarian Device Exemption
	‘H’+6N
	IF Government Agency Program Code = BIO THEN HDE IS ALLOWED

	
	HTS
	Harmonized Tariff Number
	4N
	 

	
	IFE
	Import For Export
	 indicator only
	

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code of Appendix B



[bookmark: _Toc406744211][bookmark: _Toc409711106]
Record Identifier PG25 (Product Condition)

For Biologics, it is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production, Date, Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.

A= Ambient, F=Frozen
R=Refrigerated/Chilled, D=Dry Ice
H=Fresh, U=Uncontrolled 
P=Flashpoint
	

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature 
	6N
	8-13
	C
	Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 

A = product 
B = container
C = conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	M
	Code of the entity that assigned the Lot number. For Biologics the only valid value is:
1 = Manufacturer
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer/ producer/grower assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	




Note 1

If Temperature Qualifier = F, R or D then these data elements are required  
[bookmark: _Toc406744212][bookmark: _Toc409711107]
Record Identifier PG26 (Product Packaging)

[bookmark: _Toc394585689]For Biologics, this is a mandatory PGA Record that provides data pertaining to Packaging Qualifier, Quantity and Unit of Measure.  This record can be repeated up to six times per unique package size.  The first record is used to describe the largest container (outermost container) and the number of containers.  The second record is used to describe the contents of the next largest container.  If needed, records 3-6 are used in a similar manner (largest to smallest container).  The last quantity record used must describe the actual amount of the product in the smallest container.

When reporting a different package size of the same product, repeat this record using the method described above.
[bookmark: Record_47]
	Record Identifier PG26 (Packaging Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“26”.
	

	Packaging Qualifier
	1N
	5
	M
	This code identifies the level of packaging for the product.  Outermost (largest=1) packages to the innermost (smallest=6) packages.  There can be up to 6 levels of packaging.  If reporting only one level, show the total quantity for the item and report that as level 6.
	1,4

	Quantity
	12N
	6-17
	M
	The total quantity for the packaging level.  Two decimal places are implied. The base quantity must always be the last quantity transmitted.  
	2,4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3,4



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. 

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Devices Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 


Below are FDA valid units of measure for Biologics: 


	Code
	Code Name

	AE
	Aerosol

	AM
	Ampoule, Nonprotected

	AP
	Ampoule, Protected

	AT
	Atomizer

	BA
	Barrel

	BC
	Bottle crate, Bottle rack

	
	

	BQ
	Bottle, Protected, Cylindrical

	BS
	Bottle, Nonprotected, Bulbous

	BV
	Bottle, Protected Bulbous

	BX
	Box

	
	

	CA
	Can, Rectangular

	CG
	Centigrams (Weight) – (In the future, CG ‑ Centigrams will be changed to CGM)

	CI
	Canister

	CON
	Container

	CS
	Case

	
	

	
	

	CT
	Carton

	
	

	CX
	Can, Cylindrical

	CY
	Cylinder

	
	

	DR
	Drum

	EN
	Envelope

	FD
	Framed Crate

	FOZ
	Ounces, fluid (Volume)

	G
	Grams (Weight)

	GAL
	Gallons (US) (Volume)

	GB
	Gas Bottle

	KG
	Kilograms (Weight) –  (In the future, KG ‑ Kilograms will be changed to KGM)

	L
	Liters (Volume)

	LB
	Pounds (avdp) (Weight)

	MB
	Bag, Multi-ply

	MG
	Milligrams (Weight)

	ML
	Milliliters (Volume)

	NO
	Number (Count)

	OZ
	Ounces, weight (avdp) (Weight)

	PAL
	Pallet

	PCS
	Pieces (Count)

	PK
	Package

	PTL
	Pints, liquid (US) (Volume)

	QTL
	Quarts, liquid (US) (Volume)




Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pairs may describe the largest container and the last pair must describe the amount of product in the smallest container.
For example: Blood Derivatives: 25 boxes, 8 bottles/box, 1pint each bottle:
Units 1-Quantity= 25
Units 1-Measure =BX
Units 2- Quantity=8
Units 2-Measure=BO
Units 3-Quantity=1
Units 3-Measure=PTL

[bookmark: _Toc409711108]
Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	M
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filler
	7X
	74-80
	M
	Space fill
	



[bookmark: _Toc409711109]
Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	O
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:
R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection
If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	8X
	72-80
	M
	Space fill
	




Note	1

For valid codes, use the Biologics list of Entity Role Codes from PG19 (page 18).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 


	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Cosmetics Commodity Data Elements and Values

Cosmetic commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Cosmetics
	COS
	None
	



Table 2 – Cosmetics commodity hierarchy

The following are the potential PGA records associated with submitting Cosmetics:

	PG Record
	Description

	OI
	The commercial description of the shipment is provided.

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	The item type and Product Code detail are provided. 

	PG06
	Source Type(origin) other than the CBP country of origin is provided

	PG07
	The Trade/Brand Name, Model and Year of Manufacture are provided

	PG10
	Description of items in the lot number

	PG19
	The entity (manufacturer, consignee, shipper, etc.) of Record’s identification information is provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	The entity (manufacturer, consignee, shipper, etc.) of Record’s individual point of contact, phone number and email is given.

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Additional data on Container number

	PG29
	Weight of lot number

	PG30
	Inspection location, date and time

	PG55
	Additional roles performed by entity or individual

	PG00
	Entry header



[bookmark: _Toc409711114]Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, FINE EYELINER
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	 “PG”
	

	Record Type
	2N
	3-4
	M
	 “01”
	

	PGA Line Number
	3N
	5-7
	M
	 “001”
	

	Government Agency Code
	3AN
	8-10
	M
	 “FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	 “COS”
	
1, 2

	Government Agency Processing Code
	16AN
	14-16
	C
	
	1, 2

	Intended Use Code 
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	



Note 1
See table 2 above  for the commodity hierarchy for Cosmetic commodity.


Note 2

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory.
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Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product.

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”
	1

	Product Code Number
	19X
	10-28
	M
	Product Code Must be equal to or less than 7 alphanumeric characters
	



Note 1

Product Code Qualifiers and their descriptions can be found in Appendix PGA (PG02 – Product Code Qualifiers) of the ACE ABI CATAIR publication. For Prior Notice of Food & Feed, this is currently always ‘FDP’ for all FDA products. 

However, it is being proposed to expand the value of Product Code Qualifier to a list of product groups within a commodity proposed for PG01.

Only one FDA Product Code Number per product is allowed.
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Record Identifier PG06 (Product Origin) 

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin, in addition to Processing dates, Processing Type and Processing Description. 

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  294 (Country of Refusal) is MANDATORY if previously refused.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.
	

	Country Code
	2X
	8-9
	M
	FDA requires the location of manufacture for all Cosmetics. 
	1



Note 1

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names)

This is a mandatory PGA input record that provides data pertaining to Trade or Brand Name, Model, Manufacture Year, Item Identity Number Qualifier and Item Identity Numbers.

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	Cosmetic products require a trade or brand name
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Record Identifier PG10 (Product Characteristics)

This is a mandatory PGA input record that allows for reporting codes that provide additional characteristics of a product or component, not reported elsewhere in the PG Message Set. For example, this record can be used to provide the model year of an automobile, which can be different from the year of manufacture provided in the PG07. This record can be repeated if there are more qualifiers or categories.

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Cosmetics, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example: MF, UC
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example: 016, 47
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X 
	58-80
	C
	Must be entered if Entity Name is entered
	2




Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *





See Note 3


List of Entity Role codes also applicable to FDA Cosmetics Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CN 
	Consignee*

	
	CR
	Consolidator

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	
	

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	OV
	Transport means owner 

	
	PCK
	Packer

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party




Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Drug Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number)

	
	47
	FDA-assigned 

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned



FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA

The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL



*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to Entity identification such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code.  This record is used when additional address for the entity needs to be entered.
	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“20”.
	

	Entity Address 2
	32X 
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	Apartment/Suite number of the entity.  
	

	Entity City
	21X
	42-62
	C
	City of the entity.
	

	Entity State/Province
	3AN
	63-65
	C
	State/Province of the entity.  See Appendix B in the ACS ABI CATAIR for valid codes.
	

	Entity Country
	2A
	66-67
	C
	ISO Country Code.  See Appendix B in the ACS ABI CATAIR for valid codes.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	Zip/Postal Code of the entity.
	

	Filler
	4X
	77-80
	M
	Space fill
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Record Identifier PG21 (Point of Contact)

This is a conditional PGA input record that provides data about an Individual and may also be related to an entity (the party) in the PG19 or PG22 record, or an inspection location referenced in the PG30.  Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. If multiple Individuals related to a single entity are required by an agency, this record can be repeated and should follow each entity designated in the PG19 record. This record can also be repeated in cases where multiples of these data elements need to be reported for a single Individual. (For example, for reporting two phone numbers or an email and fax number).  A typical example will be if a POC is needed for the Filer.

If multiple roles need to be reported for a single entity in the PG19, provide the additional roles on the PG55 record which should be submitted following the PG19 and PG20 records.

If multiple roles need to be reported for an individual entity, provide the additional roles on the PG55 record which should be submitted following the PG21 record.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“21”.
	

	Individual Qualifier
	3AN
	5-7
	C
	Identify the type of party or facility the Individual represents.  For example, person is associated to the grower, producer, I-house or filer, etc.  For valid codes, use the Entity Role Codes from PG19 (See Appendix PGA of this publication.)
	

	Individual Name
	23X
	8-30
	C
	Name of the Individual. If the name will not fit, complete PG24 and fill out the remarks code (Individual name) and then enter the name in the remarks text field.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	Telephone number of the Individual
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	Option to either submit the Fax number or Email Address of the individual.
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For Cosmetics, this is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable

	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	A code used to affirm compliance with FDA requirements.  If the merchandise is subject to BTA, use this field to report the appropriate affirmation of compliance information, not reported elsewhere.  See Appendix PGA (Food & Drug Affirmation of Compliance Codes) of this publication for valid codes.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	C
	Text describing the information required by the PGA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	1

	Filler 
	1X
	80
	M
	Space fill
	



Note 1
The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. List of Affirmation of Compliance codes CONDITIONALLY MANDATORY (see note 1.1) to FDA-Cosmetics Message Sets:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	COS
	Cosmetic Registration Number
	7N or 10N
	IF  Government Agency Program Code = COS THEN COS IS MANDATORY




The list of AoC codes optional to FDA Cosmetic Message Sets is below:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HTS
	Harmonized Tariff Number
	4N
	 

	
	IFE
	Import For Export
	 indicator only
	

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code of Appendix B
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Record Identifier PG25 (Product Condition)

For Cosmetics, it is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date, Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.
A= Ambient, F=Frozen, D=Dry Ice,
R=Refrigerated/Chilled, H=Fresh, 
U=Uncontrolled, P=Flashpoint
	

	Degree Type
	1A
	6
	C
	Optional
F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	Optional. If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature 
	6N
	8-13
	C
	Optional. Required if Degree Type is entered. Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Optional. 
Identifies recorded temperature is for 
A=product, B=container and C= conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	M
	Includes Lots and/or Batches
Lot Number Qualifier = 1
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	



Note 1:   If Temperature Qualifier = F, R or D then these elements are conditionally required
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Record Identifier PG26 (Product Packaging)

This is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity, Unit of Measure, Package Identifier, Packaging Method, Package Material, and Packaging Filler.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. If reporting only one level, provide the total quantity of the item at packaging level 6.

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Devices Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers


	Code
	Name

	AE
	Aerosol

	AT
	Atomizer

	BA
	Barrel

	BC
	Bottle crate, Bottle rack

	BO
	Bottle, Nonprotected, Cylindrical

	BQ
	Bottle, Protected, Cylindrical

	BS
	Bottle, Nonprotected, Bulbous

	BV
	Bottle, Protected Bulbous

	BX
	Box

	BX
	Box

	CA
	Can, Rectangular

	CG
	Centigrams (Weight) – (In the future, CG ‑ Centigrams will be changed to CGM)

	CI
	Canister

	CON
	Container

	CS
	Case

	
	

	CT
	Carton

	
	

	CX
	Can, Cylindrical

	
	

	CY
	Cylinder

	DR
	Drum

	
	

	EN
	Envelope

	FD
	Framed Crate

	FOZ
	Ounces, fluid (Volume)

	G
	Grams (Weight)

	GAL
	Gallons (US) (Volume)

	KG
	Kilograms (Weight) –  (In the future, KG ‑ Kilograms will be changed to KGM)

	L
	Liters (Volume)

	LB
	Pounds (avdp) (Weight)

	MB
	Bag, Multi-ply

	MG
	Milligrams (Weight)

	ML
	Milliliters (Volume)

	NO
	Number (Count)

	OZ
	Ounces, weight (avdp) (Weight)

	PAL
	Pallet

	PCS
	Pieces (Count)

	PK
	Package

	PTL
	Pints, liquid (US) (Volume)

	QTL
	Quarts, liquid (US) (Volume)





Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pairs may describe the largest container and the last pair must describe the amount of product in the smallest container. 
For example: Bubble bath: 25 boxes, 4 bottles/box, 28 fluid oz each bottle:
Units 1-Quantity= 25
Units 1-Measure =BX
Units 2-Quantity=4
Units 2-Measure=BO
Units 3-Quantity=28
Units 3-Measure=FOZ
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	M
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filler
	7X
	74-80
	M
	Space fill
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection

If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
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Record Identifier PG55 (Additional Entity Roles)
This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	46X
	35-80
	M
	Space fills.
	




Note	1

For valid codes, use the Cosmetics list of Entity Role Codes from PG19 (page 42).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 

See the ‘usage notes’ in this chapter for more detailed information.

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Drug Commodity Data Elements and Values

Drug commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Drugs
	DRU
	Prescription
	PRE

	FDA
	Drugs
	DRU
	Over the Counter
	OTC

	FDA
	Drugs
	DRU
	Bulk
	DBK

	FDA
	Drugs
	DRU
	Generic
	GNC


Table 3 – Drug commodity hierarchy


The following are the potential PGA records associated with submitting Drug:

	PG Record
	Description

	OI
	The commercial description of the shipment

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	Product Identifier; the item type and Product Code detail are provided. 

	PG04
	Product Constituent Active Ingredient

	
	

	PG06
	Product Source information is provided

	PG07
	The Trade/Brand Name

	PG10
	Product/Component Reporting Code

	PG19
	Entity Role (manufacturer, consignee, shipper, etc.) Entity Identification, Entity Name, and Entity Address 1 are provided.

	PG20
	Additional Entity Identification (Address line 2, Apartment/Suite, City, State, and Zip/Postal Code).

	PG21
	Additional Entity Role

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Container Number

	PG29
	Data pertaining to the net or gross unit of measure of the commodity

	PG30
	Product pertaining to the pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA

	PG55
	Additional roles performed by an entity or individual

	PG00
	Product Entry Summary
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Drug Sample 
Drug message set layout sample below:
[bookmark: _Toc404688370][image: ]

Drugs Message Set Description

The following records and codes were used to create the Drug Message Set Sample 1. The status column in the following record set descriptions identifies the data element as Mandatory (M), Conditional (C), Optional (O), or Not Applicable (N/A). Mandatory Data Elements are required because either the particular record requires it, or it is required by the specific FDA Program Office. 

Because of the flexibility of the PGA Message set, the PGA Records and Data Elements that are required may vary both from program to program and within a single program. For a more expansive set of examples of FDA PGA Message Sets, please refer to the document 
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Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, Amoxicillin
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/ Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“01”.
	

	PGA Line Number
	3N
	5-7
	M
	“001”
	

	Government Agency Code
	3AN
	8-10
	M
	“FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	“DRU”
	1, 2

	Government Agency Processing Code
	3AN
	14-16
	C
	Allowed values: PRE, OTC, DBK, GNC
	1, 2

	Intended Use Code
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	2



Note 1

Refer to table 3 above for commodity type and sub-type

Note 2

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory
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Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 

For Drugs entries, the Product Code Number is provided within this record. 
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	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“02”.
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”.
	

	Product Code Number
	19X
	10-28
	M
	Product Code  Must be equal to or less than 7 alphanumeric characters
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Record Identifier PG04 (Product Constituent Element)

For Drugs, all Government Agency Processing Codes – PRE, OTC, DBK and GNC - are valid and are mandatory for this PGA input record that provides data pertaining to Constituent Active Ingredient Qualifier, Name of the Constituent Element, Quantity of Constituent Element, Unit of Measure, and Percent of Constituent Element.  This record can be repeated.

	Record Identifier PG04 (Product Constituent Element)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“04”.
	

	Constituent Active Ingredient Qualifier
	1A
	5
	C
	Active ingredient = “Y” if yes, blank if no.

	1

	Name of the Constituent Element
	51X
	6-56
	C
	
	1

	Quantity of Constituent Element 
	12N
	57-68
	C
	
	1

	Unit of Measure (Constituent Element)
	5AN
	69-73
	C
	
	1

	Percent of Constituent Element
	7N
	74-80
	C
	
	1, 2



Note	1

IF Government Agency Program Code = DRU 
THEN Constituent Active Ingredient Qualifier and the associated 4 fields are Mandatory
Else Constituent Active Ingredient Qualifier and the associated 4 fields are not valid/REJECT

Note	2

Examples of Percentages:

	1000000	=	 100%
	0990000	=	   99%
	0090000	=	     9%
	0009000	=	    .9%
	0000900	=	  .09%
	0000090	=	.009%
	             0000009	           =        .0009%
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Record Identifier PG06 (Product Origin)

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin.    

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  294 (Country of Refusal) is MANDATORY if previously refused.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.
	

	Country Code
	2X
	8-9
	M
	Country of production or source is required for Drugs
	1




Note	1

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names)

[bookmark: _Toc404688378]This is a mandatory PGA input record that provides data pertaining to Trade or Brand Name, Model, Manufacture Year, Item Identity Number Qualifier and Item Identity Numbers.

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	C
	If Government Agency Program Code = ‘DRU’ and Government Agency Processing Code = ‘DBK’ then Trade/Brand Name of the Drug is optional; for all other Processing Codes, PRE, OTC and GNC, the Trade/Brand Name of the Drug is MANDATORY.
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Record Identifier PG10 (Product Characteristics) 

This is a mandatory PGA input record that allows for reporting codes that provide additional characteristics of a product or component, not reported elsewhere in the PG Message Set.

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Drugs, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.
	Record Identifier PG19 (Entity Data)

	Data Element
	Length/ Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example, MF.
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example, 016.
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2



Note 1

[bookmark: _Toc395252629]Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *





List of Entity Role codes also applicable to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CN
	Consignee*

	
	CR
	Consolidator

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	OV
	Transport means owner 

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party




Note 2

[bookmark: _Toc395252630]Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Drug Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number); must be 9 digits


	
	47
	FDA-assigned (FEI number); must be either 7 or 10 digits

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned




FDA SELECTION CRITERIA
The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL



*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address) 

This is a conditional PGA input record that provides additional data pertaining to Entity identification such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.

	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1-2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	Apartment/Suite number of the entity.  
	

	Entity City
	21X
	42-62
	C
	City of the entity.
	

	Entity State/Province
	3AN
	63-65
	C
	State/Province of the entity.  
	

	Entity Country
	2A
	66-67
	C
	ISO Country Code.  
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	Zip/Postal Code of the entity.
	

	Filler
	4X
	77-80
	C
	Space fills.
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides data about an Individual and may also be related to an entity (the party) in the PG19 or PG22 record, or an inspection location referenced in the PG30.  Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. If multiple Individuals related to a single entity are required by an agency, this record can be repeated and should follow each entity designated in the PG19 record. This record can also be repeated in cases where multiples of these data elements need to be reported for a single Individual. (For example, for reporting two phone numbers or an email and fax number).  A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“21”.
	

	Individual Qualifier
	3AN
	5-7
	C
	Identify the type of party or facility the Individual represents.  
	

	Individual Name
	23X
	8-30
	C
	Name of the Individual. If the name will not fit, complete PG24 and fill out the remarks code (Individual name) and then enter the name in the remarks text field.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	Telephone number of the Individual.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	Option to either submit the Fax number or Email Address of the individual.
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Record Identifier PG23 (Affirmation of Compliance)

This is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable. 
  
	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	 “PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	[bookmark: _Toc404335003][bookmark: _Toc404335055][bookmark: _Toc404688383][bookmark: _Toc395252633]A code used to affirm compliance with FDA requirements.  There must be at least one PG23 record with the AoC code ofREG. See Appendix PGA PG23 – Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes of ACE ABI CATAIR publication.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	M
	Text describing the information required by the PGA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	



Note	1
The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. The list of AoC codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	REG
	Drug Registration Number
	9N

	IF Government Agency Program Code = DRU THEN REG IS MANDATORY



The list of AoC codes conditional to FDA Drugs Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	AND
	Abbreviated New Drug Application Number
	6N
	IF Government Agency Program Code = DRU THEN EITHER  AND or NDA or NDC IS MANDATORY

	
	DLS
	Drug Listing Number
	10N
	IF  Government Agency Program Code = DRU AND Government Agency Processing Code = DBK THEN DLS IS MANDATORY

	
	IND
	Investigational New Drug Number
	6N
	IF Government Agency Program Code = DRU THEN EITHER  AND, IND,  NDA or NDC IS MANDATORY

	
	NDA
	New Drug Application Number
	6N
	IF Government Agency Program Code = DRU THEN EITHER  AND, IND,  NDA or NDC IS MANDATORY

	
	NDC
	National Drug Code
	10N
	IF Government Agency Program Code = DRU THEN EITHER  AND, IND,  NDA or NDC IS MANDATORY



The list of AoC codes optional to FDA Drugs Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	ERR
	Entry Review Requested
	Indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HDE
	Humanitarian Device Exemption
	H followed by 6 digits
	IF Government Agency Program Code = DRU THEN HDE IS ALLOWED

	
	IFE
	Import For Export
	Indicator only
	

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code
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Record Identifier PG25 (Product Condition)

This is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.
A= Ambient, F=Frozen
R=Refrigerated/Chilled, D=Dry Ice
H=Fresh, U=Uncontrolled 
P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature 
	6N
	8-13
	C
	Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 
A = product 
B = container
C = conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	M
	Code of the entity that assigned the Lot number. For Biologics the only valid value is:
1 = Manufacturer
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer/ producer/grower assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	




Note 1

If Temperature Qualifier = F, R or D then these data elements are required  
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Record Identifier PG26 (Product Packaging)

For Drugs, this is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity and Unit of Measure.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1,4

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2,4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3,4



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. If reporting only one level, provide the total quantity of the item at packaging level 6.

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Drug Message Sets 
[bookmark: _Toc395252639]For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers


Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)


	Code
	Code Name

	AE
	Aerosol

	AM
	Ampoule, Nonprotected

	AP
	Ampoule, Protected

	AT
	Atomizer

	BA
	Barrel

	BC
	Bottle crate, Bottle rack

	BO
	Bottle, Nonprotected, Cylindrical

	BQ
	Bottle, Protected, Cylindrical

	BS
	Bottle, Nonprotected, Bulbous

	BV
	Bottle, Protected Bulbous

	BX
	Box

	BX
	Box

	CA
	Can, Rectangular

	CG
	Centigrams (Weight) – (In the future, CG ‑ Centigrams will be changed to CGM)

	CI
	Canister

	CON
	Container

	CS
	Case

	CS
	Case

	CT
	Carton

	CT
	Carton

	CX
	Can, Cylindrical

	CX
	Can, Cylindrical

	CY
	Cylinder

	DR
	Drum

	DR
	Drum

	EN
	Envelope

	FD
	Framed Crate

	FOZ
	Ounces, fluid (Volume)

	G
	Grams (Weight)

	GAL
	Gallons (US) (Volume)

	GB
	Gas Bottle

	KG
	Kilograms (Weight) –  (In the future, KG ‑ Kilograms will be changed to KGM)

	L
	Liters (Volume)

	LB
	Pounds (avdp) (Weight)

	MB
	Bag, Multi-ply

	MG
	Milligrams (Weight)

	ML
	Milliliters (Volume)

	NO
	Number (Count)

	OZ
	Ounces, weight (avdp) (Weight)

	PAL
	Pallet

	PCS
	Pieces (Count)

	PK
	Package

	PTL
	Pints, liquid (US) (Volume)

	QTL
	Quarts, liquid (US) (Volume)

	SUP
	Suppositoires (Dosage)

	TAB
	Tablets (Dosage)



Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pairs may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:

100 Cartons	24 Aspirin 100 tablets 325 mg

Units 1-Quantity	100
Units 1-Measure	CT

Units 2-Quantity	24
Units 2-Measure	BO

Units 3-Quantity	100
Units 3-Measure	TAB

In this case, the invoice description contains the strength of the aspirin tablets.  The product quantity is listed using the "Tablets" quantity unit code.
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	M
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filler
	7X
	74-80
	M
	Space fill
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection

If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	8X
	72-80
	M
	Space fill
	


	

Note	1

For valid codes, use the Drug list of Entity Role Codes from PG19 (page 68).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Food Commodity Data Elements and Values

Food commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Food
	FOO
	Natural State Food
	NSF

	FDA
	Food
	FOO
	Processed
	PRO

	FDA
	Food
	FOO
	LACF
	LSC

	FDA
	Food
	FOO
	HACCP
	HAC

	FDA
	Food
	FOO
	Feed
	FEE 

	FDA
	Food
	FOO
	Additives and Colors
	ADD

	FDA
	Food
	FOO
	Bulk
	FBK

	FDA
	Food
	FOO
	Dietary Supplements
	DSU


Table 4 – Food commodity hierarchy


The following are the potential PGA records associated with submitting Foods:

	PG Record
	Description

	OI
	The commercial description of the shipment is provided.

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	The item type and Product Code detail are provided. 

	PG05
	The scientific species name and code 

	PG06
	Source Type(origin) other than the CBP country of origin is provided

	PG07
	The Trade/Brand Name

	PG10
	Category Code

	PG19
	The entity (manufacturer, consignee, shipper, etc.) of Record’s identification information is provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	The entity (manufacturer, consignee, shipper, etc.) of Record’s individual point of contact, phone number and email is given.

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Container Number

	PG28
	Package tracking number and code

	PG29
	Data pertaining to the net or gross unit of measure of the commodity

	PG30
	Inspection/Laboratory Testing

	PG55
	Additional roles performed by entity or individual

	PG00
	Entry header


[bookmark: _Toc409711152]
Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI 

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, NATURE’S FINEST REAL FRUIT JUICE, 12 OUNCE BOTTLES
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“01”
	

	PGA Line Number
	3N
	5-7
	M
	“001”
	

	Government Agency Code
	3AN
	8-10
	M
	“FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	“FOO”
	
1, 2

	Government Agency Processing Code
	3AN
	14-16
	C
	Allowed values: NSF, PRO, LSC, HAC, FEE, ADD,FBK, DSU
	1, 2

	Intended Use Code 
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	2



Note 1

See table 4 above for the commodity hierarchy for Food commodities.

Note 2

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory
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Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	FDP
	1

	Product Code Number
	19X
	10-28
	M
	Product Code  Must be equal to or less than 7 alphanumeric characters
	



Note 1

Product Code Qualifiers and their descriptions can be found in Appendix PGA (PG02 – Product Code Qualifiers) of the ACE ABI CATAIR publication. For Food commodity, this is currently always ‘FDP’ for all FDA products. 

However, it is being proposed to expand the value of Product Code Qualifier to a list of product groups within a commodity proposed for PG01 as described in Table 1 above.

Only one Product Code Number per product is allowed.
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Record Identifier PG05 (Scientific Genus Names)

This is a conditional PGA input record that provides data pertaining to Scientific Genus Names, Scientific Species, Scientific Sub Species Name, Scientific Species Code, and FWS Description Code. This record may be used in conjunction with the PG06 to describe the relationship between the genus/species and country of origin, as necessary. 

	Record Identifier PG05 (Scientific Genus Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“05”.
	

	Scientific Genus Name
	22X
	5-26
	C
	Scientific Genus Name of the merchandise being entered.
	

	Scientific Species Name
	22X
	27-48
	C
	Scientific Species Name of the merchandise being entered.
	

	Scientific Sub Species Name
	18X
	49-66
	C
	Scientific Sub Species Name of the merchandise being entered.  
	

	Scientific Species Code 
	7AN
	67-73
	C
	This includes Fish and Wildlife Service (FWS) Wildlife Category Codes.  See Appendix PGA (FWS Wildlife Category Codes) of this publication for valid codes.
	

	FWS Description Code
	7AN
	74-80
	C
	FWS Description Codes assigned by FWS.  See Appendix PGA (FWS Description Codes) of this publication for valid codes.
	


[bookmark: _Toc409711156]
Record Identifier PG06 (Product Origin) 

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin, in addition to Processing dates, Processing Type and Processing Description. 

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	IF Government Agency Program Code = FOO and  Government Agency Processing Code = NSF OR FEE THEN Source Type Code MUST BE EITHER 262, HBA, HCF, HRV or 268
  ELSE Type Code must be either 30 or 39.

294 (Country of Refusal) is Allowed.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.
	

	Country Code
	2X
	8-9
	M
	Foods require the harvesting or production location of the product.
	1



Note 1

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names) 

This is a mandatory PGA input record that provides data pertaining to Trade or Brand Name, Model, Manufacture Year, Item Identity Number Qualifier and Item Identity Numbers.

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	C
	IF Government Agency Program Code = FOO and  Government Agency Processing Code = NSF or FBK THEN Trade Name/Brand Name IS Optional. For all other processing codes under FOO that this field is mandatory.
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Record Identifier PG10 (Product Characteristics)

For Food, this is a mandatory PGA input record that allows for importer to report the description of the product at the line level to capture the information currently collected in multiple OI records. This record can be repeated if there are more Commodity Characteristic Descriptions.
	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data)

For Foods, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 ( Entity)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example: MF, UC
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example: 016, 47, 336
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X 
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2




Note 1Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *



* See Note 3 below.

List of Entity Role codes also applicable to FDA Food Message Sets is below:


	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	AQF
	Aquaculture Facility

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CR
	Consolidator

	
	CN
	Consignee*

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	ORG
	Certified Organic Producer

	
	ORP
	Certified Organic Packer

	
	OV
	Transport means owner 

	
	PCK
	Packer

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RCH
	Ranch/farm

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party




Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Drug Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number)

	
	47
	FDA-assigned 

	
	
	

	
	370
	SSA-assigned*



FDA SELECTION CRITERIA
The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL
[bookmark: _Toc404505318]
*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to the Entity identified in the preceding PG19 record; such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.
	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X 
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	For example, 102 A.
	

	Entity City
	21X
	42-62
	C
	For example, SUGARLAND
	

	Entity State/Province
	3AN
	63-65
	C
	For example, TX.
	

	Entity Country
	2A
	66-67
	C
	For example, US.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	For example, 77004.
	

	Filler
	4X
	77-80
	C
	Space fill
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides FDA with data about an Individual Point of Contact (POC) related to the Entity (the party) in the preceding PG19 record. Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“21”
	

	Individual Qualifier
	3AN
	5-7
	C
	Code identifying which entity the Point of Contact is related to. For example, PK
	1

	Individual Name
	23X
	8-30
	C
	For example, THOMAS FREDERCKSEN
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	For example, 7135558765.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	For example, T.FREDERI@OJANDMORE.COM.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	PK
	Point of Contact

	
	PNS
	PN Submitter
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Record Identifier PG23 (Affirmation of Compliance)

This is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable.
   
	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	 “23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	[bookmark: _Toc404505319]A code used to affirm compliance with FDA requirements. See Appendix PGA (Food & Drug Affirmation of Compliance Codes) of this publication for valid codes.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	M
	Text describing the information required by the PGA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	1



Note 1

The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. The list of AoC codes mandatory to FDA Food Message Sets is below:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	PFR
	Food Facility Registration Number
	7N or 10N
	IF  Government Agency Program Code = FOO THEN PFR IS MANDATORY



The list of AoC codes conditional to FDA Food Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	AIN
	Food Additive Identification Number
	6N or 8N or E+7N
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = ADD THEN AIN IS MANDATORY

	
	SIF
	Seafood HACCP Importer Firm
	7N or 10N
	IF Government Agency Program Code = FOO AND Government Agency Processing Code = HAC THEN SIF IS MANDATORY



The list of AoC codes optional to FDA Food Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	CCC
	Chinese Ceramic Ware Factory Code
	6AN
	IF  Government Agency Program Code = FOO THEN CCC IS ALLOWED

	
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	CIN
	Color Identification Number
	text
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = ADD THEN CIN IS ALLOWED

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FAP
	Food Additive Petition Approval Number
	6N
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = ADD THEN FAP IS ALLOWED

	
	FCC
	French Cheese Facility Certification Number
	7N or 10N
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = PRO THEN FCC IS ALLOWED

	
	FCE
	Food Canning Establishment Number
	7N or 10N
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = LAC THEN FCE IS ALLOWED

	
	FTZ
	FTZ Admission Number
	 
	 

	
	IBP
	Indian Black Pepper Certificate
	text
	IF  Government Agency Program Code = FOO AND Government Agency Processing Code = NSF THEN IBP IS ALLOWED

	
	IFE
	Import For Export
	 indicator only
	

	
	PFT
	Producer Firm Type
	'G' IF GROWER/
HARVESTER; 
'C' IF CONSOLIDATOR; 
'M' IF MANUFACTURER.
	

	
	PKC
	Package/Can Code
	 
	IF  Government Agency Program Code = FOO THEN PKC IS ALLOWED

	
	SID
	Schedule Identifier Number
	 
	IF Government Agency Program Code = FOO AND Government Agency Processing Code = LSC THEN AoC Code ‘SID’ IS ALLOWED
IF SID submitted THEN FCE IS MANDATORY AND EITHER PG28 - Can Dimensions OR PG23 - VOL MUST be populated 

	
	VOL
	LACF/AF Volume
	 
	IF Government Agency Program Code = FOO AND Government Agency Processing Code = LAC THEN VOL IS ALLOWED
EITHER PG28 - Can Dimensions OR VOL MUST be populated 


			
[bookmark: _Toc404505320]Note 1.1 – 

IF Government Agency Program Code = ‘FOO’ THEN AoC Code ‘PFR’ is MANDATORY

IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘ADD’ THEN AoC Code ‘AIN’ IS MANDATORY AND AoC Codes ‘CIN’ and ‘FAP’ are allowed

IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘HAC’ THEN AoC Code ‘SIF’ IS MANDATORY

IF Government Agency Program Code = ‘FOO’ THEN AoC Codes ‘CCC’ AND ‘PKC’ are ALLOWED

IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘PRO’ THEN AoC Code ‘FCC’ IS ALLOWED
IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘LSC’ THEN AoC Code ‘FCE’ IS ALLOWED
IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘NFS’ THEN AoC Code ‘IBP’ IS ALLOWED


IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘LSC’ THEN AoC Code ‘SID’ IS ALLOWED 

IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘LSC’ AND IF AoC Code = ‘SID’ THEN AoC Code ‘FCE’ IS MANDATORY AND EITHER PG23 VOL OR PG28 Can Dimensions MUST be populated

IF Government Agency Program Code = ‘FOO’ AND Government Agency Processing Code = ‘LSC’ THEN AoC Code ‘VOL’ IS ALLOWED AND EITHER PG28 - Can Dimensions OR VOL MUST be populated
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Record Identifier PG25 (Product Condition)

For Food, it is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date, Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.
A= Ambient, F=Frozen, D=Dry Ice,
R=Refrigerated/Chilled, H=Fresh, 
U=Uncontrolled, P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature
	6N
	8-13
	C
	Required if Degree Type is entered. Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 
A=product, B=container and C= conveyance
	1

	Lot Number Qualifier
	1AN
	15
	M
	Includes Lots and/or Batches
IF Government Agency Program Code = FOO and  Government Agency Processing Code = NSF THEN Lot Number Qualifier = 3
ELSE Lot Number Qualifier = 1
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
IF Government Agency Program Code = ‘FOO’ AND IF AoC Code = ‘IFE’ THEN this is MANDATORY

	



Note 1

If Temperature Qualifier = F, R or D then these data elements are required  
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Record Identifier PG26 (Product Packaging)

For Food, this is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity and Unit of Measure.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1, 4

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2, 4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3, 4



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. 


Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Devices Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers

	Code
	Code Name

	BE
	Bundle

	BG
	Bag

	BH
	Bunch

	BI
	Bin

	BJ
	Bucket

	BK
	Basket

	BL
	Bale, Compressed

	BN
	Bale, Noncompressed

	AE
	Aerosol

	BA
	Barrel

	BC
	Bottle crate, Bottle rack

	CB
	Beer, Crate

	BO
	Bottle, Nonprotected, Cylindrical

	CK
	Cask

	CO
	Carboy, Nonprotected

	BQ
	Bottle, Protected, Cylindrical

	CP
	Carboy, Protected

	CR
	Crate

	BS
	Bottle, Nonprotected, Bulbous

	BV
	Bottle, Protected Bulbous

	CU
	Cup

	BX
	Box

	
	

	CA
	Can, Rectangular

	CG
	Centigrams (Weight) – (In the future, CG ‑ Centigrams will be changed to CGM)

	FC
	Fruit Crate

	CI
	Canister

	FL
	Flask

	CON
	Container

	HR
	Hamper

	JG
	Jug

	KG
	Keg

	LG
	Log

	MC
	Milk Crate

	NE
	Unpacked Or Unpackaged

	PA
	Packet

	CS
	Case

	PC
	Parcel

	PG
	Plate

	PH
	Pitcher

	PK
	Package

	PO
	Pouch

	PT
	Pot

	TC
	Tea‑Chest

	TN
	Tin

	TR
	Trunk

	TU
	Tube

	TY
	Tank, Cylindrical

	VL
	Bulk Liquid

	VO
	Bulk, Solid, Large Particles (“Nodules”)

	VP
	Vacuum‑packed

	VQ
	Bulk, Liquified Gas (At Normal Temperature)

	VR
	Bulk, Solid, Granular Particles (“Grains”)

	VY
	Bulk, Solid, Fine Particles (“Powders”)

	WB
	Wicker bottle

	CS
	Case

	
	

	CT
	Carton

	CX
	Can, Cylindrical

	
	

	CY
	Cylinder

	DR
	Drum

	
	

	EN
	Envelope

	FD
	Framed Crate

	FOZ
	Ounces, fluid (Volume)

	G
	Grams (Weight)

	GAL
	Gallons (US) (Volume)

	BBL
	Barrels (42 Gallons ea.)  (Volume)

	KG
	Kilograms (Weight) –  (In the future, KG ‑ Kilograms will be changed to KGM)

	L
	Liters (Volume)

	LB
	Pounds (avdp) (Weight)

	MB
	Bag, Multi-ply

	MG
	Milligrams (Weight)

	ML
	Milliliters (Volume)

	NO
	Number (Count)

	OZ
	Ounces, weight (avdp) (Weight)

	PAL
	Pallet

	PCS
	Pieces (Count)

	PK
	Package

	PTL
	Pints, liquid (US) (Volume)

	QTL
	Quarts, liquid (US) (Volume)




Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pair may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:
Product: 1000 cases of mineral water, 24/12 ounce bottles in each case

Units 1-Quantity	1000
Units 1-Measure	CS
Units 2-Quantity	24
Units 2-Measure	BO
Units 3-Quantity	12
Units 3-Measure	FOZ
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG26 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	M
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filler
	7X
	74-80
	M
	Space fill
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Record Identifier PG28 (Can Dimensions – LACF only)

For Low Acid Canned Food (LACF), this is a mandatory PGA input record that provides data pertaining to reporting Can Dimensions for the Food and Drug.

	Record Identifier PG28 (Can Dimensions – LACF only)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“28”.
	

	Can Dimensions #1
	4N
	5-8
	C
	The first dimension of the can.  If the container is rectangle, the dimension is in width, height, and length order.  If the can is cylindrical, the dimensions are in diameter and height order.  Can dimension information is restricted to use with acidified and low acid canned foods.  The first two spaces are inches.  The second two positions are in 16ths.  
	1, 2

	Can Dimensions #2
	4N
	9-12
	C
	The second dimension of the container.  If the container is rectangle, the dimension is in width, height, and length order.  If the can is cylindrical, the dimensions are in diameter and height order.  The first two spaces are inches.  The second two positions are in 16ths.  
	1, 2

	Can Dimension #3
	4N
	13-16
	C
	The third dimension.  If the container is rectangle, the dimension is in width, height, and length order.  The first two spaces are inches.  The second two positions are in 16ths.  
	1, 2



Note 1:

IF Government Agency Program Code = FOO AND Government Agency Processing Code = LSC 
THEN PG28 - Can Dimensions ARE MANDATORY unless PG23 – AofC Code VOL IS populated

Note 2:

If the container is rectangular, the dimensions are in width, height & length order. Each dimension is expressed as a four-digit number. The first 2 digits give the number of whole inches. The next two digits give the additional fraction of the dimension expressed as sixteenths of an inch.  

E.g. 1404 x 0800 x 0608 represents 144/16” width, 8” height and 6 8/16” length. 

If the container is cylindrical the dimensions are in diameter & height order. Each dimension is expressed as a three-digit number. The first digit gives the number of whole inches. The next two digits give the additional fraction of the dimension expressed as sixteenths of an inch. 

E.g. 300 x 108 represents 3” diameter & 1 8/`6” height.


[bookmark: _Toc409711167]Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	O
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
	



[bookmark: _Toc409711168]
Record Identifier PG30 (Inspection/Lab Testing)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	[bookmark: _Toc377362317]Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection
If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
	


[bookmark: _Toc409711169]
Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	46X
	35-80
	M
	Space fills.
	




Note	1

For valid codes, use the Food list of Entity Role Codes from PG19 (page 92).
[bookmark: _Toc409711170]
Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 

See the ‘usage notes’ in this chapter for more detailed information.

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Medical Devices Commodity Data Elements and Values

Medical Device commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message
	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Medical Devices
	DEV
	Radiation Emitting Devices
	RED

	FDA
	Medical Devices
	DEV
	Non-Radiation Emitting Devices
	NED



Table 5 – Medical Devices commodity hierarchy


In submitting a Medical Device PGA Message Set to FDA, Importers are identifying themselves, the commodity, the intended use, the quantity of the commodity and valid FDA Affirmation of Compliance code values.

The following are the potential PGA records associated with submitting Medical Devices:

	PG Record
	Description

	OI
	The commercial description of the shipment

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	Product Identifier; the item type and Product Code detail are provided. 

	PG06
	Source Type(origin) other than the CBP country of origin is provided

	PG07
	The Trade/Brand Name, Model and Year of Manufacture are provided

	PG10
	Product Characteristics and other optional product information are provided

	PG19
	Entity Role (manufacturer, consignee, shipper, etc.) Entity Identification, Entity Name, and Entity Address 1 are provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	Individual Name, Telephone Number, Fax Number, and Email address are provided

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Data pertaining to issued Container Number is provided

	PG29
	Data pertaining to the net/gross unit of measure and quantity are provided

	PG30
	Data pertaining to date, time and location of inspection are provided

	PG55
	Identifies Entity from the previous PG19, PG20 and PG21 group as having additional roles.

	PG00
	Data substitution entry at CBP entry-header level is provided
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Medical Devices Sample

A shipment of Pediatric Tourniquet Cuff Set, is imported into the United States for domestic consumption. 

Medical Device Message Set Layout for Sample

[image: ]

Medical Device Message Set Description

The following records and codes were used to create the Medical Device Message Set Sample 1. The status column in the following record set descriptions identifies the data element as Mandatory (M), Conditional (C), Optional (O), or Not Applicable (N/A). Mandatory Data Elements are required because either the particular record requires it, or it is required by the specific FDA Program Office. 

Because of the flexibility of the PGA Message set, the PGA Records and Data Elements that are required may vary both from program to program and within a single program. For a more expansive set of examples of FDA PGA Message Sets, please refer to the document FDA Supplemental CATAIR Guidelines.docx.

     [image: ]                              FDA Supplemental Guidance   	                                      [image: ]



20150102 FDA Supplemental Guidance - Release 1.6		24
[bookmark: _Toc409711173]Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, PEDIATRIC TOURNIQUET CUFF SET.
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“01”
	

	PGA Line Number
	3N
	5-7
	M
	“001”
	

	Government Agency Code
	3AN
	8-10
	M
	“FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	“DEV”
	
1, 3

	Government Agency Processing Code
	3AN
	14-16
	C
	Allowed values are ‘RED’ and ‘NED’
	
1, 3

	Intended Use Code 
	16X
	42-57
	C
	Code identifying the intended use for the commodity after importation. For example, 130.034 (Non-drug product intended for use as a medical device).  

	2, 3

	Intended Use Description
	22X
	58-79
	C
	This field is used to describe the Intended Use such as ‘Sample devices’, ‘Return shipment’, etc. 
	3

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	




Note 1

[bookmark: _Toc395252612]Government Agency Program Codes and their descriptions can be found in Appendix PGA (PG01 – Agency Program Codes) of the ACE ABI CATAIR publication. For Medical Devices, this is currently always ‘FDA’ for all FDA products. 

It is being proposed to expand the scope of Government Agency Program Codes to include multiple commodities within FDA (PN, Food, Drug, Device, Biologic, Cosmetic, Tobacco, Vet Med, etc.) and add new Government Agency Processing Codes to further describe the Program Codes. The valid Device values are:

FDA Program Codes         			FDA Processing Codes		 

Medical Devices		DEV		Radiation Emitting Devices		RED
Medical Devices		DEV		Non-Radiation Emitting Devices		NED

Note 2

Intended Use Codes and their descriptions can be found in Appendix R (Intended Use Codes for ACE) of the ACE ABI CATAIR publication. For Medical Devices, only one of the following Intended Use Codes may be entered OR this code may be left as blank:

	CDRH Import Scenario
	Intended Use Code
	CBP Intended Use Name (Appendix R)

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- Rx
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- OTC
	130
	For Consumer Use as a Non- Food Product

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- for charity
	140
	For Charitable Organization Use as a Non-Food Product

	Import of medical device accessory
	155
	For Commercial Assembly as a Non-Food Product

	Import of medical device component, including IFE components.
	150
	For Commercial Processing as a Non-Food Product

	Import of device (not IVD) for investigational use under IDE
	180
	For Research and Development as a Non-Food Product

	Import of device (not IVD) for investigational use not requiring IDE
	180
	For Research and Development as a Non-Food Product

	Import of device (not IVD) for non-clinical research use only, bench testing, etc.
	180
	For Research and Development as a Non-Food Product

	Import of IVD for research use only
	180
	For Research and Development as a Non-Food Product

	Import of IVD for investigational use only
	180
	For Research and Development as a Non-Food Product

	Import of device for trade show
	110
	For Public Exhibition or Display as a Non-Food Product

	Import of device sample for customer evaluation
	180
	For Research and Development as a Non-Food Product

	Import of refurbished device
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Import of refurbished device
	130
	For Consumer Use as a Non- Food Product

	Import of reprocessed device
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Import of reprocessed device
	130
	For Consumer Use as a Non- Food Product

	Import of device for domestic reprocessing of multiuse device
	 
	 Import of a device for domestic reprocessing of a multiuse device

	Import of device for domestic reprocessing of single-use device
	
	Import of a device for domestic reprocessing of a single-use device

	Import of device for domestic refurbishing
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Import of device for domestic refurbishing
	130
	For Consumer Use as a Non- Food Product

	Personal importation of device
	100
	For Personal Use as a Non- Food Product

	Re-Import of a device manufactured within the US  that is part of a medical device convenience kit
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Re-Import of a device manufactured within the US  that is part of a medical device convenience kit
	130
	For Consumer Use as a Non- Food Product

	Import of a device manufactured outside US that is part of a medical device convenience kit
	080
	For Human Medical Use as a Non-Food Product under Controlled Distribution

	Import of a device manufactured outside US that is part of a medical device convenience kit
	130
	For Consumer Use as a Non- Food Product

	import of a medical device that is US goods returned for repair (to manufacturer)
	170
	For Repair of a Non-Food Product




Note 3

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code, Government Agency Processing Code, Intended Use Code and Intended Use Description are mandatory.


[bookmark: _Toc409711175]Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate if the following records relate to a product (P) or a component (C) of a product by specifying the Item Type. 

For Medical Device entries, the Product Code Number is provided within this record. 

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”.
	1

	Product Code Number
	19X
	10-28

	M
	Product Code  Must be equal to or less than 7 alphanumeric characters
	



Note 1

[bookmark: _Toc395252614]Product Code Qualifiers and their descriptions can be found in Appendix PGA (PG02 – Product Code Qualifiers) of the ACE ABI CATAIR publication. For Medical Devices, this is currently always ‘FDP’ for all FDA products. 

Only one Product Code Number per product is allowed.

[bookmark: _Toc404499642] 
[bookmark: _Toc409711176]Record Identifier PG06 (Product Origin)

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin. 

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  294 (Country of Refusal) is MANDATORY if previously refused.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.  
	1

	Country Code
	2X
	8-9
	M
	Medical Devices require the country of manufacture or origination.  
	



Note	1

[bookmark: _Toc395252619]Source Type Codes and their descriptions can be found in Appendix PGA (PG06 – Source Type Codes) of the ACE ABI CATAIR publication. For Medical Devices, only one of the following values will be accepted.

30 	Country of Source
39	Country of Production
256	Place of packing
294	Country of Refusal
CPK	Country of Packing
CSH	Country of Shipment
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Record Identifier PG07 (Product Trade Names) 

For Medical Device, this is a mandatory PGA input record that provides FDA with data pertaining to Name. 

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	Trade/Brand Name of the Medical Device. For example, Zimmer Reusable Tourniquet Cuff.
	




[bookmark: _Toc409711178]Record Identifier PG10 (Product Characteristics)

This is a mandatory PGA input record that allows for reporting codes that provide additional characteristics of a product or component, not reported elsewhere in the PG Message Set. For example, this record can be used to provide the model year of a product, which can be different from the year of manufacture provided in the PG07. This record can be repeated if there are more qualifiers or categories.

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	”10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Medical Devices, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example, MF.
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example, 016. Conditional, based on the roles and if they have been supplied at the entry and line
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2. Conditional, based on the roles and if they have been supplied at the entry and line
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X 
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2



Note 1
Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *



* See Note 3 below.

List of Entity Role codes also applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CN 
	Consignee*

	
	CR
	Consolidator

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	OV
	Transport means owner 

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party




Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number)

	
	47
	FDA-assigned 

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned



FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA

The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL


*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to the Entity identified in the preceding PG19 record; such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.
	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X 
	5-36
	C
	
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	For example, 102 A.
	

	Entity City
	21X
	42-62
	C
	For example, SAN DIEGO.
	

	Entity State/Province
	3AN
	63-65
	C
	For example, CA.
	

	Entity Country
	2A
	66-67
	C
	For example, US.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	For example, 92169.
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides FDA with data about an Individual Point of Contact (POC) related to the Entity (the party) in the preceding PG19 record. Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“21”
	

	Individual Qualifier
	3AN
	5-7
	C
	Code identifying which entity the Point of Contact is related to. For example, PK.
	1

	Individual Name
	23X
	8-30
	C
	For example, JANE SIMMONS.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	For example, 2025551212.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	For example, JSIMMONS@ELEMENTALIMPORTERS.COM.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	PK
	Point of Contact
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Record Identifier PG23 (Affirmation of Compliance)

For Medical Device, this is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable.

	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	 “23”
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	A code used to affirm compliance with FDA requirements.  There must be at least one PG23 record with the AoC code of DII. 
	1,2

	Affirmation of Compliance Description
	30AN
	10-39
	C
	Text describing the information required by the PGA.  This could include a combination of letters and digits, specific text, etc. Follow the Entered value of AoC Description / Business Rule column in the table below in the Note section. 
	1



Note 1
The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. The list of AoC codes MANDATORY to FDA Medical Devices Message Sets is below:

List of Affirmation of Compliance codes MANDATORY to FDA Medical Device Message Sets

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	DII
	Device Initial Importer
	numeric 1-10 digits OR exact NR
	IF  Government Agency Program Code = DEV THEN DII IS MANDATORY




Note 2

	
	
	Scenario Based Conditional and Optional A of C Codes
	
	

	CDRH Import Scenario
	Intended Use Code
	CPT
	DDM
	DEV
	DFE
	DI
	IDE
	IFE
	IRC
	KIT
	LST
	LWC
	PM#
	ACC
	ANC

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- Rx
	080
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O 
	C
	C

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- OTC
	130
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Standard import of medical device, accessory to device, or specific components regulated as a finished device (for example, wheelchair components)- for charity
	140
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of medical device accessory
	155
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of medical device component, including IFE components.
	150
	C
	 
	 
	 
	 
	 
	 
	 
	 
	O
	 
	O*
	C
	C

	Import for export of medical device
	TBD
	 
	 
	C
	C
	 
	 
	C
	 
	 
	C
	 
	 
	C
	C

	Import of device (not IVD) for investigational use under IDE
	180
	 
	 
	 
	 
	 
	C
	 
	 
	 
	 
	 
	 
	C
	C

	Import of device (not IVD) for investigational use not requiring IDE
	180
	 
	 
	 
	 
	 
	C
	 
	 
	 
	 
	 
	 
	C
	C

	Import of device (not IVD) for non-clinical research use only, bench testing, etc.
	180
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of IVD for research use only
	180
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of IVD for investigational use only
	180
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of device for trade show
	110
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of device sample for customer evaluation
	180
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of refurbished device
	080
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of refurbished device
	130
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of reprocessed device
	080
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of reprocessed device
	130
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of device for domestic reprocessing of single use device
	TBD
	 
	C
	 
	O
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of device for domestic reprocessing of multiuse device
	TBD
	 
	C
	 
	O
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of device for domestic refurbishing
	080
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Import of device for domestic refurbishing
	130
	 
	 
	C
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	Personal importation of device
	100
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Import of a compassionate use/emergency use device [CLJ]
	TBD
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	 
	C
	C

	Re-Import of a device manufactured within the US  that is part of a medical device convenience kit
	080
	 
	C
	 
	C
	O
	 
	 
	O
	C
	C
	O
	O
	C
	C

	Re-Import of a device manufactured within the US  that is part of a medical device convenience kit
	130
	 
	C
	 
	C
	O
	 
	 
	O
	C
	C
	O
	O
	C
	C

	Import of a device manufactured outside US that is part of a medical device convenience kit
	080
	 
	 
	C
	C
	O
	 
	 
	O
	C
	C
	O
	O
	C
	C

	Import of a device manufactured outside US that is part of a medical device convenience kit
	130
	 
	 
	C
	C
	O
	 
	 
	O
	C
	C
	O
	O
	C
	C

	Import of a medical device that is US goods returned for sale (to 3rd party)
	TBD
	 
	C
	 
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C

	import of a medical device that is US goods returned for repair (to manufacturer)
	170
	 
	 
	C
	C
	O
	 
	C
	 
	 
	C
	 
	O
	C
	C

	import of a medical device that is US goods returned for refund/overstock (to manufacturer)
	TBD
	 
	C
	 
	C
	O
	 
	 
	O
	 
	C
	O
	O
	C
	C



[bookmark: _Toc409711183] Record Identifier PG25 (Product Condition)

For Medical Device, it is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date, Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“25”
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported for quality control or preservation purposes. 
A= Ambient, F=Frozen, D=Dry Ice,
R=Refrigerated/Chilled, H=Fresh, 
U=Uncontrolled, P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”. This is left blank for a positive value.
	

	Actual Temperature 
	6N
	8-13
	C
	Required if Degree Type is entered. Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 
A=product, B=container and C= conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	O
	Code of the entity that assigned the Lot number.
1 = Manufacturer
	

	Lot Number 
	25X
	16-40
	O
	The lot number that the manufacturer assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	O
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	O
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	



Note 1

If Temperature Qualifier = F, R or D then these data elements are required  
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Record Identifier PG26 (Product Packaging)

For Medical Device, this is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity and Unit of Measure.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1,4

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2,4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX. At least, ‘Pieces’ must be selected
	3,4



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. If reporting only one level, provide the total quantity of the item at packaging level 6.

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Devices Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers

	Code
	Description

	CS
	Case

	CT
	Carton

	BX
	Box

	PK
	Package



Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)

	Code
	Description

	
	

	PCS
	Pieces (Count)



Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pair may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:

200 Cartons of 100 rolls Surgical Gauze
	75 square yards per roll

Units 1-Quantity	200
Units 1-Measure	CT

Units 2-Quantity	100
Units 2-Measure	RO

This is an example of a product measured using an area quantity unit
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG26 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
	



Note 1

The HTS Units of Measure and their descriptions are in Appendix C Tariff Abbreviations table. 
Each pair of Unit of Measure and Quantity of commodity is entered at Net and Gross Level and PGA Line and Individual Unit level for 4 distinct pairs of data. 

All the four pairs of data are optional and for each pair, if the Quantity is entered, its corresponding Units of Measure value is required. The valid values of Units of Measure for Medical Devices are below:

	HTS Units of Measure

	Code
	Description

	CC
	Cubic Centimeter

	CFT
	Cubic Feet (Volume)

	CM3
	Cubic Centimeters

	CYD
	Cubic Yards (Volume)

	DOZ
	Dozen

	DPC
	Dozen Pieces

	DPR
	Dozen Pairs

	G
	Gram

	HUN
	Hundreds

	K
	1,000

	KG
	1,000 Grams

	KM3
	1,000 Cubic Meters

	LB   
	Pounds, (weight) avdp)

	M3
	Cubic Meters

	NO
	Number

	OZ   
	Ounces, (weight)  (avdp)

	PCS
	Pieces

	PK
	Pack

	PRS
	Pairs

	STN  
	Short Ton (2000 LB) (Weight)

	T
	Metric Ton


[bookmark: _Toc409711187]
Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; and inspection location.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection
If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
	



Note 1

[bookmark: _Toc395252640]The Inspection or Arrival Location Codes and their descriptions are in Appendix PGA (PG30 – Inspection or Arrival Location Codes) in ACE ABI CATAIR - Customs and Trade Automated Interface Requirements. The valid values for Inspection or Arrival Location Codes for Medical Devices are below:

Inspection or Arrival Location Codes
	Code
	Name
	Definition

	1
	Schedule K
	The Schedule K (Classification of Foreign Ports) lists the major seaports of the world directly handling waterborne shipments in the foreign trade of the United States, and includes numeric codes identifying these ports.  

	2
	Schedule D
	The Census Schedule D representing the CBP port codes. 

	3
	UN/LOCODE
	UN/LOCODE is a geographic coding scheme developed and maintained by United Nations Economic Commission for Europe, a unit of the United Nations.  UN LOCODE assigns codes to locations used in trade and transport with functions such as seaports, rail and road terminals, airports, post offices, and border crossing points.

	4
	FIRMS Code
	Facility Information Resource Management System (FIRMS) is a program whereby U.S. Customs & Border Protection manages customs bonded facilities.  A specific code is assigned to each bonded facility, the FIRMS code.  This is required as part of the entry by the importer to identify the location of the imported goods. 

	7
	DUNS
	DUNS number associated a physical location of an entity (such as branches, divisions, and headquarters) 

	8
	Inspection Establishment Number Qualifier
	Government assigned number for Import establishment to conduct inspections.  

	9
	Export Establishment Number Qualifier
	Government assigned number for Export establishment where the product is exported from.  

	11
	FDA Registered Establishment Number Qualifier
	FDA registered establishments to process, store, label, package or distribute FDA regulated products.

	14
	Country Code
	ISO Country Code.  See Appendix B (International Organization for Standardization (ISO) Country and Currency Codes) in the ACS ABI CATAIR.
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

The PG55 record is used when the trade wants to provide additional roles performed by the same entity. Instead of repeating the PG21 multiple times to report additional roles, the PG55 can be used to provide that information.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	8X
	72-80
	M
	Space fill
	




Note	1

For valid codes, use the Device list of Entity Role Codes from PG19 (page 120).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 
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PG00 Substitution Grouping

In situations where the trade finds it would be supplying identical information more than once within the PGA Message Set, a PG00 substitution grouping can be used, instead of repeating that information multiple times. See the ‘usage notes’ in the ACE ABI CATAIR - Customs and Trade Automated Interface Requirements publication for more detailed information.

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Tobacco Commodity Data Elements and Values

Tobacco commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Tobacco
	TOB
	Natural State Tobacco
	NST

	FDA
	Tobacco
	TOB
	Processed
	PRO



Table 6 – Tobacco commodity hierarchy

The following are the potential PGA records associated with submitting Foods:

	PG Record
	Description

	OI
	The commercial description of the shipment is provided.

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	The item type and Product Code detail are provided. 

	PG06
	Source Type(origin) other than the CBP country of origin is provided

	PG07
	The Trade/Brand Name, Model and Year of Manufacture are provided

	PG10
	Product Characteristics and other optional product information are provided

	PG19
	The entity (manufacturer, consignee, shipper, etc.) of Record’s identification information is provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	The entity (manufacturer, consignee, shipper, etc.) of Record’s individual point of contact, phone number and email is given.

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Container Number

	PG29
	Data pertaining to the net or gross unit of measure of the commodity

	PG30
	Inspection/Laboratory Testing

	PG55
	Additional roles performed by entity or individual

	PG00
	Entry header





[bookmark: _Toc409711191]Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	 “OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, NATURE’S FINEST REAL FRUIT JUICE, 12 OUNCE BOTTLES
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“01”
	

	PGA Line Number
	3N
	5-7
	M
	“001”
	

	Government Agency Code
	3AN
	8-10
	M
	“FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	“TOB”
	
1, 2

	Government Agency Processing Code
	3AN
	14-16
	C
	Allowed values: NST, PRO
	1, 2

	Intended Use Code 
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	



Note 1

See table 1 above for the commodity hierarchy for Tobacco commodities.

Note 2

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory.
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This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 


	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”
	1

	Product Code Number
	19X
	10-28
	M
	Product Code  Must be equal to or less than 7 alphanumeric characters
	



Note 1

Product Code Qualifiers and their descriptions can be found in Appendix PGA (PG02 – Product Code Qualifiers) of the ACE ABI CATAIR publication. For Prior Notice of Food & Feed, this is currently always ‘FDP’ for all FDA products. 

However, it is being proposed to expand the value of Product Code Qualifier to a list of product groups within a commodity proposed for PG01.

Only one FDA Product Code Number per product is allowed.
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Record Identifier PG06 (Product Origin) 

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin, in addition to Processing dates, Processing Type and Processing Description. 

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Either 262 or HRV is Mandatory 
294 is Allowed
	

	Country Code
	2X
	8-9
	M
	IF Government Agency Program Code = TOB and  Government Agency Processing Code = NST OR PRO THEN Source Type Code MUST BE EITHER 262, HBA, HCF, HRV or 268
  ELSE Type Code must be either 30 or 39.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294 (Country of Refusal).  
	1



Note 1

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names) 

This is a mandatory PGA input record that provides data pertaining to Trade or Brand Name, Model, Manufacture Year, Item Identity Number Qualifier and Item Identity Numbers.

	Record Identifier PG07 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	Tobacco products require a trade or brand name
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Record Identifier PG10 (Product Characteristics)

For Tobacco, this is a mandatory PGA input record that allows for importer to report the description of the product at the line level to capture the information currently collected in multiple OI records. This record can be repeated if there are more Commodity Characteristic Descriptions.
	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Tobacco, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example: MF, UC
	1, 3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example: 016, 47
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2 

	Entity Address 1
	23X 
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Tobacco Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *



* See Note 3 below.

List of Entity Role codes also applicable to FDA Tobacco Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CR
	Consolidator

	
	CN 
	Consignee*

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	ORG
	Certified Organic Producer

	
	ORP
	Certified Organic Packer

	
	OV
	Transport means owner 

	
	PCK
	Packer

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RCH
	Ranch/farm

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party



Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Tobacco Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number)

	
	47
	FDA-assigned 

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned




FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA

The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL


*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to the Entity identified in the preceding PG19 record; such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.
	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X 
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	For example, 102 A.
	

	Entity City
	21X
	42-62
	C
	For example, SUGARLAND
	

	Entity State/Province
	3AN
	63-65
	C
	For example, TX.
	

	Entity Country
	2A
	66-67
	C
	For example, US.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	For example, 77004.
	

	Filler
	4X
	77-80
	C
	Space fill
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides FDA with data about an Individual Point of Contact (POC) related to the Entity (the party) in the preceding PG19 record. Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“21”
	

	Individual Qualifier
	3AN
	5-7
	C
	Code identifying which entity the Point of Contact is related to. For example, PK
	1

	Individual Name
	23X
	8-30
	C
	For example, THOMAS FREDERCKSEN
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	For example, 7135558765.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	For example, T.FREDERI@OJANDMORE.COM.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	PK
	Point of Contact

	
	PNS
	PN Submitter
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Record Identifier PG23 (Affirmation of Compliance)

For Tobacco this is an optional PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable.
  
	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	O
	A code used to affirm compliance with FDA requirements.  If the merchandise is subject to BTA, use this field to report the appropriate affirmation of compliance information, not reported elsewhere.  See Appendix PGA (Food & Drug Affirmation of Compliance Codes) of this publication for valid codes.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	O
	Text describing the information required by the PGA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	

	Filler 
	1X
	80
	M
	Space fill
	



Note 1

The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. The list of AoC codes optional to FDA Tobacco Message Sets is below:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HTS
	Harmonized Tariff Number
	4N
	 

	
	IFE
	Import For Export
	 indicator only
	

	
	PFT
	Producer Firm Type
	'G' IF GROWER/
HARVESTER; 
'C' IF CONSOLIDATOR; 
'M' IF MANUFACTURER.
	IF  Government Agency Program Code = TOB THEN G, C, M IS ALLOWED

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code
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Record Identifier PG25 (Product Condition)

It is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date, Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.
A= Ambient, F=Frozen, D=Dry Ice,
R=Refrigerated/Chilled, H=Fresh, 
U=Uncontrolled, P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”.
	


	Actual Temperature
	6N
	8-13
	C
	Required if Degree Type is entered. Reported temperature.  Two decimals places are implied.
	
1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 
A=product, B=container and C= conveyance
	
1

	Lot Number Qualifier
	1AN
	15
	M
	Includes Lots and/or Batches
IF Government Agency Program Code = TOB THEN Lot Number Qualifier = 3
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	



Note 1

If Temperature Qualifier = F, R or D then these data elements are required
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Record Identifier PG26 (Product Packaging)

For Tobacco, this is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity and Unit of Measure.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1, 4

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2, 4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3, 4



Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. 

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Devices Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers

	Code
	Description

	CS
	Case

	CT
	Carton

	BX
	Box

	PK
	Package



Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)

	Code
	Description

	DOZ
	Dozen (Count)

	DPC
	Dozen Pieces (Count)

	NO
	Number (Count)

	PCS
	Pieces (Count)



Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pair may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:

Product: 1000 cartons of cigarettes, 10 packs in each carton, 20 cigarettes in each pack
Units 1-Quantity= 1000
Units 1-Measure =CT
Units 2-Quantity=10
Units 2-Measure=PK
Units 3-Quantity=20
Units 3-Measure=PCS

*The last level of packaging is optional to describe the shipment if the product labelling already
Includes the fact that each pack contains 20 individual cigarettes.
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	M
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filler
	7X
	74-80
	M
	Space fill
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection/Lab Testing)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection

If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	46X
	35-80
	M
	Space fills.
	




Note	1

For valid codes, use the Tobacco list of Entity Role Codes from PG19 (page 146).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 

See the ‘usage notes’ in this chapter for more detailed information.

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:

S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number

	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
	



[bookmark: _Toc409711208]
Radiation Emitting Products Commodity Data Elements and Values

Radiation Emitting Medical Product commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	
FDA
	Radiation Emitting Products 
	RAD
	None
	


Table 7 – Radiation Emitting Medical Product commodity hierarchy


In submitting a Radiation-Emitting Product PGA Message Set to FDA, Importers are identifying themselves, the commodity, the intended use, the quantity of the commodity and valid FDA Affirmation of Compliance code values.
The following are the potential PGA records associated with submitting Radiation-Emitting Products.

	PG Record
	Description

	OI
	The commercial description of the shipment

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	Product Identifier; the item type and Product Code detail are provided. 

	PG06
	Source Type(origin) other than the CBP country of origin is provided

	PG07
	The Trade/Brand Name, Model and Year of Manufacture are provided

	PG10
	Product Characteristics and other optional product information are provided

	PG19
	Entity Role (manufacturer, consignee, shipper, etc.) Entity Identification, Entity Name, and Entity Address 1 are provided.

	PG20
	Additional address data on the entity in PG19 is provided

	PG21
	Individual Name, Telephone Number, Fax Number, and Email address are provided

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Data pertaining to issued Container Number is provided

	PG29
	Data pertaining to the net/gross unit of measure and quantity are provided

	PG30
	Data pertaining to date, time and location of inspection are provided

	PG55
	Identifies Entity from the previous PG19, PG20, and PG21 group as having additional roles.

	PG00
	Data substitution entry at CBP entry-header level is provided
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Record Identifier OI (Record Identifier)
This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, Microwave Oven.
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	 “PG”
	

	Record Type
	2N
	3-4
	M
	 “01”
	

	PGA Line Number
	3N
	5-7
	M
	 “001”
	

	Government Agency Code
	3AN
	8-10
	M
	 “FDA”
	

	Government Agency Program Code
	3X
	11-13
	C
	 “RAD”
	
1, 3

	Government Agency Processing Code
	3AN
	14-16
	C
	
	1, 3

	Intended Use Code 
	16X
	42-57
	C
	Code identifying the intended use for the commodity after importation. 
	2, 3

	Intended Use Description
	22X
	58-79
	O
	If the Intended Use code used is 980.000, this field is used to describe the Intended Use such as ‘Sample devices’, ‘Return shipment’, etc.
	3

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	




Note 1

Government Agency Program Codes and their descriptions can be found in Appendix PGA (PG01 – Agency Program Codes) of the ACE ABI CATAIR publication. For Radiation-Emitting Products, this is currently always ‘FDA’ for all FDA products. 

It is being proposed to expand the scope of Government Agency Program Codes to include multiple commodities within FDA (PN, Food, Drug, Device, Biologic, Cosmetic, Tobacco, Vet Med, etc.) and add new Government Agency Processing Codes to further describe the Program Codes. The valid values are:

FDA Program Codes         			FDA Processing Codes    

Radiation Emitting Device		RAD	None		

Note 2

Intended Use Codes and their descriptions can be found in Appendix R (Intended Use Codes for ACE) of the ACE ABI CATAIR publication. For Radiation-Emitting Products, only one of the following Intended Use Codes may be entered OR this code may be left as blank:

080.000		For Human Medical Use as a Non-Food Product under Controlled Distribution
080.011		Non-drug product under controlled distribution intended for use as a medical
 device such as a cabinet x-ray unit                             
085.000		For Veterinary Medical Use as a Non-Food Product under Controlled Distribution
130.000		For Consumer Use as a Non- Food Product
130.030		Chemical substance for use in a medical device 
130.034	Non-drug product distributed without a prescription and intended for use as a
  medical device such as surgical instruments or powered wheel chair
140.000		For Charitable Organization Use as Non-Food Product
150.000		For Commercial Processing as a Non-Food Product
150.013		For processing into a medical device
155.000		For commercial assembly into a medical device
155.009		For commercial assembly into a medical device
160.000		For Recycling or Recovery of a Non-Food Product
170.000		For Repair of a Non-Food Product
180.000		For Research and Development as a Non-Food Product
180.010		Chemical for research and development in a medical device
970.000		For Immediate Re-Exportation
980.000		For Other Use


Note 3

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code, Government Agency Processing Code, Intended Use Code and Intended Use Description  are mandatory.
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This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 

For Radiation-Emitting Product entries, the Product Code Number is provided within this record. 

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“02”
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	 “FDP”.
	1

	Product Code Number
	19X
	10-28
	M
	Product Code Must be equal to or less than 7 alphanumeric characters
	



Note 1

Product Code Qualifiers and their descriptions can be found in Appendix PGA (PG02 – Product Code Qualifiers) of the ACE ABI CATAIR publication. For Radiation-Emitting Products, this is currently always ‘FDP’ for all FDA products. 
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Record Identifier PG06 (Product Origin)

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin. 

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	Must always equal PG.
	

	Record Type
	2N
	3-4
	M
	Must always be 06.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  294 (Country of Refusal) is MANDATORY if previously refused 
There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.    
	1

	Country Code
	2X
	8-9
	M
	A two-letter code that identifies the country from where the medical device was produced, packed or shipped. Valid International Organization for Standardization (ISO) Country and Currency Code codes are in Appendix B in the ACS ABI CATAIR.  
	2



Note	1

Source Type Codes and their descriptions can be found in Appendix PGA (PG06 – Source Type Codes) of the ACE ABI CATAIR publication. For Radiation-Emitting Products, only one of the following values will be accepted.

39	Country of Production
256	Place of packing
CPK	Country of Packing
CSH	Country of Shipment

Note	2

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names) 

This is a mandatory PGA input record that provides FDA with data pertaining to Name, Model, Manufacture Year, and Item Identity Number. 


	Record Identifier PG06 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“07”
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	Trade/Brand Name of the Radiation-Emitting Device. For example, Zimmer Reusable Tourniquet Cuff.
	

	Item Identity Number Qualifier
	3AN
	61-63
	O
	Code identifying the type of Item Identity Number being provided. 
	

	Item Identity Number
	17X
	64-80
	O
	The Item Identity Number. This is the Model Number or the Serial Number based on the qualifier entered above.
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Record Identifier PG10 (Product Characteristics)

This is a mandatory PGA input record that allows for reporting codes that provide additional characteristics of a product or component, not reported elsewhere in the PG Message Set. For example, this record can be used to provide the model year of a product, which can be different from the year of manufacture provided in the PG07. This record can be repeated if there are more qualifiers or categories.

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Radiation Emitting Products, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example, MF.
	1,3

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example, 016.
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X 
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X 
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	




Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes applicable to FDA Radiation-Emitting Products Message Sets is below:
	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *



* See Note 3 below.

List of Entity Role codes also applicable to FDA Radiation Emitting Device Message Sets is below:

	Data Element
	Code
	Description

	
	
	

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CR
	Consolidator

	
	CN 
	Consignee*

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	HAZ
	Hazardous Material Contact

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	OV
	Transport means owner 

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party




Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	016
	D&B-assigned (DUNS number); must be 9 digits

	
	047
	FDA-assigned (FEI number); must be either 7 or 10 digits

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned




FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA

The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
    AND Entity Name <>NULL AND Entity Address 1 <>NULL


*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address)

This is a conditional PGA input record that provides additional data pertaining to the Entity identified in the preceding PG19 record; such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.

	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X 
	5-36
	C
	
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	For example, 102 A.
	

	Entity City
	21X
	42-62
	C
	For example, SAN DIEGO.
	

	Entity State/Province
	3AN
	63-65
	C
	For example, CA.
	

	Entity Country
	2A
	66-67
	C
	For example, US.
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	For example, 92169.
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides FDA with data about an Individual Point of Contact (POC) related to the Entity (the party) in the preceding PG19 record. Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“21”
	

	Individual Qualifier
	3AN
	5-7
	C
	Code identifying which entity the Point of Contact is related to. For example, PK.
	1

	Individual Name
	23X
	8-30
	C
	For example, JANE SIMMONS.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	For example, 2025551212.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	For example, JSIMMONS@ELEMENTALIMPORTERS.COM.
Optional – current submission is voluntary pending required reporting via FDA rulemaking.
	



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes applicable to FDA Medical Device Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	PK
	Point of Contact
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Record Identifier PG23 (Affirmation of Compliance)

This is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable.

	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	A code used to affirm compliance with FDA requirements.  There must be at least one PG23 record with the AoC code of DII. See Appendix PGA, PG23 – Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes of ACE ABI CATAIR publication.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	C
	Text describing the information required by the PGA.  This could include a combination of letters and digits, specific text, etc. Follow the Entered value of AoC Description / Business Rule column in the table below in the Note section. 
	1



Note	1,
List of Affirmation of Compliance codes CONDITIONALLY MANDATORY to FDA Radiation Emitting Device Message (see Note 1.1) Sets

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	DII
	Device Initial Importer
	7N or 10N
	IF  Government Agency Program Code = RAD THEN DII IS MANDATORY



List of Affirmation of Compliance codes CONDITIONAL to FDA Radiation Emitting Device Message Sets

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	ACC
	RCHSA Accession Number
	7N
	IF Government Agency Program Code = RAD THEN EITHER  ACC or ANC is MANDATORY

	
	ANC
	EPRC Annual Report Accession Number
	7N
	IF Government Agency Program Code = RAD THEN EITHER  ACC or ANC is MANDATORY

	
	DEV
	Device Foreign Manufacturer Registration Number
	7N or 10N
	IF  Government Agency Program Code = RAD THEN EITHER DEV or DFE are MANDATORY

	
	DFE
	Device Foreign Exporter
	7N or 10N
	IF  Government Agency Program Code = RAD THEN EITHER DEV or DFE are MANDATORY

	
	LST
	Device Listing Number
	E+6N
	IF Government Agency Program Code = RAD and NOT CPT THEN must have either LST (approved) OR PMA, PMN or IDE (pre-market)

	
	PMA
	Device Premarket Approval Number
	Any of the following: 
P+6N;  
N+4N, 5N, or 6N; 
D+6N; 
H+6N
	IF Government Agency Program Code = RAD and NOT CPT THEN must have either LST (approved) OR PMA, PMN or IDE (pre-market)

	
	PMN
	Device Premarket Notification Number (510k)
	K followed by 6 digits OR DEN followed by 6 digits
	IF Government Agency Program Code = RAD and NOT CPT THEN must have either LST (approved) OR PMA, PMN or IDE (pre-market)

	
	
	
	
	



List of Affirmation of Compliance codes ALLOWED for FDA- Radiation Emitting Devices Message Sets

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance
	CCM
	EPRC Certifying Component Manufacturer
	text
	IF Government Agency Program Code = RAD THEN CCM IS ALLOWED

	
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	CPT
	Device Component
	indicator only
	IF PG02 - Item Type = "C" AND Government Agency Program Code = RAD THEN CPT IS ALLOWED 

CPT  is just used as an indicator, no data will follow

	
	DDM
	Device Domestic Manufacturer
	7N or 10N
	IF  Government Agency Program Code = RAD AND KIT code is included THEN DDM IS ALLOWED

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HTS
	Harmonized Tariff Number
	4N
	 

	
	IDE
	Investigational Device Exemption Number
	G+6N OR "NSR" 
	IF Government Agency Program Code = RAD and NOT CPT THEN must have either LST (approved) OR PMA, PMN or IDE (pre-market)

	
	IFE
	Import For Export
	 
	

	
	KIT
	Device Imported Kit of Finished Device
	indicator only
	KIT is just used as an indicator, no data will follow

	
	LWC
	Electrode Lead Wire Or Patient Cable
	3N
	IF Government Agency Program Code = RAD THEN LWC IS ALLOWED

	
	MDL
	Product Model Number
	various
	IF Government Agency Program Code = RAD THEN MDL IS ALLOWED

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code




	Affirmation
	Qualifier
	Data Elements Required
	Documents Required
	Notes
	Text on 2877

	RA1
	date (format Month/Year)
	 
	 
	 
	1.Were manufactured prior to the effective date of any applicable standard. Date of Manufacture:____________________________

	RA2
	text (couple of sentences -- ACS limit)
	 
	 
	 
	2. Are excluded by the applicability clasue or definition in the standard or by FDA written guidance. Specify reason for exclusion:______________

	RA3
	none
	 
	 
	limit declared quantity 3 or less
	3. Are personal household goods of an individual entering the U.S. or being returned to a U.S. resident (Limiti: 3 of each product type)

	RA4
	none
	 
	import/export process documentation of why product is being imported (Purchase order, repair order)
	 
	4. Are property of a party residing outside the U.S. and will be returned to the owner after repair or servicing. 

	RA5
	text
	laser component registration accession number (optional, for laser components only
	photographs, 
	 
	5. Are components or subassemblies to be used in manufacturing or as replacement parts

	RA6
	none
	 
	 
	limit declared quantity?  Depends on product code
	6. Are prototypes intended for ongoing product development by the importing firms, are labeled "FOR TEST/EVALUATION ONLY" and will be exported, destroyed, or held for future testing.- there is a qty limit for this option-stated on the back of the 2877 (page 2)

	RA7
	text
	 
	 
	 
	7.Are being reprocessed in accordance with P.L. 104-134 or other FDA guidance, are labeled "FOR EXPORT ONLY" and will not be sold, distributed or transferred without FDA approval. 

	RB1
	none
	ACC OR ANC
	 
	 
	B1.Comply with the performance standards- 1.Last annual report or Product/Initial Report

	RB2
	text
	 
	photographs including labeling
	 
	B2.Comply with the performance standards-2. Unknown manufacturer/report number. State reason:

	RC1
	none
	 
	Form 766
	must be TIB
	C1.Do not comply with performance standards; are being held under a temporary import bond;will not be introduced into commerce, will be used under a radiation protection plan, and will be destroyed or exported under U.S. Customs Supervision when the mission is complete - 1. Research , Investigations/Studies, or Training (Attach Form FDA 766)

	RC2
	text
	 
	 
	must be TIB
	C2.Do not comply with performance standards; are being held under a temporary import bond;will not be introduced into commerce, will be used under a radiation protection plan, and will be destroyed or exported under U.S. Customs Supervision when the mission is complete - 1. Trade Show/Demonstration; List dates and use restrictions

	RD1
	none
	 
	Form 766
	must be TIB
	D1. Do not comply with performance standards; are held and will remain under bond; and will not be introduced into commerce until notification is received from FDA that products have been brought into compliance in accordance with an FDA approved petition.(See Form FDA 766) -1. Approved Petition is attached. 

	RD2
	none
	 
	Form 766
	must be TIB
	D2. Do not comply with performance standards; are held and will remain under bond; and will not be introduced into commerce until notification is received from FDA that products have been brought into compliance in accordance with an FDA approved petition.(See Form FDA 766) -2.Petition request is attached. 

	RD3
	text
	 
	 
	must be TIB
	D3. Do not comply with performance standards; are held and will remain under bond; and will not be introduced into commerce until notification is received from FDA that products have been brought into compliance in accordance with an FDA approved petition.(See Form FDA 766) - 3.Request will be submitted within 60 days. 




Note 1.1: 

IF Government Agency Program Code = ‘RAD’ THEN AoC Code ‘DII’ is MANDATORY

IF Government Agency Program Code = ‘RAD’ THEN EITHER AoC Codes ‘DEV’ or ‘DFE’ is MANDATORY

IF Government Agency Program Code = ‘RAD’ THEN EITHER AoC Codes ‘ACC’ or ‘ANC’ is MANDATORY

IF PG02 - Item Type = "C" AND Government Agency Program Code = ‘RAD’ THEN AoC Code ‘CPT’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ THEN AoC Code ‘CCM’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ and AoC Code ‘CPT’ not submitted, THEN either ‘LST’ (approved) OR ‘PMA’, ‘PMN’ or ‘IDE’ (pre-market) is MANDATORY

IF Government Agency Program Code = ‘RAD’ AND AoC Code ‘KIT’ is included THEN AoC Code ‘DDM’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ THEN AoC Code ‘LWC’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ THEN AoC Code ‘MDL’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ and AoC Code ‘CPT’ INCLUDED THEN AoC Code ‘RA5’ IS ALLOWED

IF Government Agency Program Code = ‘RAD’ THEN one or more of AoC Codes ‘RA1’, ‘RA2’, ‘RA3’, ‘RA4’, ‘RA6’, ‘RA7’, ‘RB1’, ‘RB2’, ‘RC1’, ‘RC2’, ‘RD1’, ‘RD2’ or ‘RD3’ are ALLOWED
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Record Identifier PG25 (Product Condition)

This is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.
A= Ambient, F=Frozen, D=Dry Ice,
R=Refrigerated/Chilled, H=Fresh, 
U=Uncontrolled, P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	Optional
F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	Optional. If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature 
	6N
	8-13
	C
	Optional. Required if Degree Type is entered. Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Optional. 
Identifies recorded temperature is for 
A=product, B=container and C= conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	M
	Code of the entity that assigned the Lot number.
1 = Manufacturer
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	Optional. The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	Optional. The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars. IF IFE (PG23) submitted THEN PG25 Value is MANDATORY
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  
Two decimal places are implied. 
IF IFE (PG23) submitted THEN PG25 Value is MANDATORY
	



Note 1:   If Temperature Qualifier = F, R or D then these elements are required
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Record Identifier PG26 (Product Packaging)

This is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity, Unit of Measure, Package Identifier, Packaging Method, Package Material, and Packaging Filler.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.

	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1,4

	Quantity
	12N
	6-17
	M
	IF IFE (PG23) submitted THEN PG26 Quantity is MANDATORY.
Quantity of the packaging level, For example, 000000000400.
	2,4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX. At least, ‘Pieces’ must be selected

	3,4




Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. If reporting only one level, provide the total quantity of the item at packaging level 6.

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Radiation-Emitting Products Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 


Valid FDA Units of Measure for Packaging Containers

	Code
	Description

	CS
	Case

	CT
	Carton

	BX
	Box

	PK
	Package



Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)
	Code
	Description

	
	

	PCS
	Pieces (Count)



Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pair may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:

950	Microwave Ovens	24,935.00 POUNDS
Units 1-Quantity	950
Units 1-Measure	PCS
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Record Identifier PG27 (Container Information)

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“27”.
	

	Container Number (Equipment ID)
	20AN
	5-24
	O
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:

1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:

1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.

	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; and inspection location.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection

If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
	



Note 1

The Inspection or Arrival Location Codes and their descriptions are in Appendix PGA (PG30 – Inspection or Arrival Location Codes) in ACE ABI CATAIR - Customs and Trade Automated Interface Requirements. The valid values for Inspection or Arrival Location Codes for Radiation-Emitting Products are below:

Inspection or Arrival Location Codes
	Code
	Name
	Definition

	1
	Schedule K
	The Schedule K (Classification of Foreign Ports) lists the major seaports of the world directly handling waterborne shipments in the foreign trade of the United States, and includes numeric codes identifying these ports.  

	2
	Schedule D
	The Census Schedule D representing the CBP port codes. 

	3
	UN/LOCODE
	UN/LOCODE is a geographic coding scheme developed and maintained by United Nations Economic Commission for Europe, a unit of the United Nations.  UN LOCODE assigns codes to locations used in trade and transport with functions such as seaports, rail and road terminals, airports, post offices, and border crossing points.

	4
	FIRMS Code
	Facility Information Resource Management System (FIRMS) is a program whereby U.S. Customs & Border Protection manages customs bonded facilities.  A specific code is assigned to each bonded facility, the FIRMS code.  This is required as part of the entry by the importer to identify the location of the imported goods.  

	7
	DUNS
	DUNS number associated a physical location of an entity (such as branches, divisions, and headquarters) 

	8
	Inspection Establishment Number Qualifier
	Government assigned number for Import establishment to conduct inspections.  

	9
	Export Establishment Number Qualifier
	Government assigned number for Export establishment where the product is exported from.  

	11
	FDA Registered Establishment Number Qualifier
	FDA registered establishments to process, store, label, package or distribute FDA regulated products.

	14
	Country Code
	ISO Country Code.  See Appendix B (International Organization for Standardization (ISO) Country and Currency Codes) in the ACS ABI CATAIR.
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

The PG55 record is used when the trade wants to provide additional roles performed by the same entity. Instead of repeating the PG21 multiple times to report additional roles, the PG55 can be used to provide that information.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	8X
	72-80
	M
	Space fill
	




Note	1

For valid codes, use the Radiation Emitting Devices list of Entity Role Codes from PG19 (page 171).
[bookmark: _Toc409711225]
Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution. 

Currently, the PG00 record is implemented only at the CBP entry header level. Future implementation will allow for submission at the CBP entry line and PGA Message Set level. 
PG00 Substitution Grouping
In situations where the trade finds it would be supplying identical information more than once within the PGA Message Set, a PG00 substitution grouping can be used, instead of repeating that information multiple times. See the ‘usage notes’ in the ACE ABI CATAIR - Customs and Trade Automated Interface Requirements publication for more detailed information.

	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:
S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number
	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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Veterinary Medications Commodity Data Elements and Values

Veterinary Medications commodities can be broken down into the following categories using the existing Government Agency data elements available in the PG01 message

	PG01 - Government Agency Code
	Commodity Type
	PG01 - Government Agency Program Code
	Commodity Sub-Type
	PG01 - Government Agency Processing Code

	FDA
	Veterinary Medications
	VME
	Prescription
	PRE

	FDA
	Veterinary Medications
	VME
	Over the Counter
	OTC

	FDA
	Veterinary Medications
	VME
	Bulk
	VBK

	FDA
	Veterinary Medications
	VME
	Generic
	GNC

	FDA
	Veterinary Medications
	VME
	Medical Devices
	MDE

	FDA
	Veterinary Medications
	VME
	Medicated Feed
	MFE


Table 8 – Veterinary Medications commodity hierarchy



The following are the potential PGA records associated with submitting Drug: 

	PG Record
	Description

	OI
	The commercial description of the shipment

	PG01
	The shipment is regulated by the FDA program office within FDA and the intended use is provided. 

	PG02
	Product Identifier; the item type and Product Code detail are provided. 

	PG04
	Product Constituent Active Ingredient

	
	

	PG06
	Product Source information is provided

	PG07
	The Trade/Brand Name

	PG10
	Product/Component Reporting Code

	PG19
	Entity Role (manufacturer, consignee, shipper, etc.) Entity Identification, Entity Name, and Entity Address 1 are provided.

	PG20
	Additional Entity Identification (Address line 2, Apartment/Suite, City, State, and Zip/Postal Code).

	PG21
	Additional Entity Role

	PG23
	FDA’s Affirmation of Compliance Criteria is provided.

	PG25
	Temperature qualifier, Lot#, Production dates, PGA Line Value and PGA Unit Value are provided

	PG26
	Packaging qualifier and quantity of  the shipment are provided

	PG27
	Container Number

	PG29
	Data pertaining to the net or gross unit of measure of the commodity

	PG30
	Product pertaining to the pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA

	PG55
	Additional roles performed by an entity or individual

	PG00
	Product Entry Summary
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This is a mandatory PGA line item description input record that provides the description of the item. This record precedes the Record Identifiers for the PGA Message set.   

	Record Identifier OI (Record Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	 “OI”
	

	Filler
	8AN
	3‑10
	M
	Space filled.
	

	Commercial Description
	70X
	11‑80
	M
	The commercial description of the product. For example, Amoxicillin
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Record Identifier PG01 (PGA Identifier)
This is a mandatory PGA input record that provides data pertaining to the PGA Line Number, Government Agency Code, Government Agency Program Code, Globally Unique Product Identification Code, Intended Use Code, Intended Use Description, and Disclaimer. The Intended Use Code allows FDA to identify whether the imported commodity is restricted by a consumption allowance or not. 

	Record Identifier PG01 (PGA Identifier)

	Data Element
	Length/ Class
	Position
	Status
	Description/Required Value
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“01”.
	

	PGA Line Number
	3N
	5-7
	M
	“001”
	

	Government Agency Code
	3AN
	8-10
	M
	“FDA”

	

	Government Agency Program Code
	3X
	11-13
	C
	“VME”
	1, 2

	Government Agency Processing Code
	3AN
	14-16
	C
	Codes allowed: PRE, OTC, VBK, GNC, MDE, MFE

	1, 2

	Intended Use Code
	16X
	42-57
	C
	
	

	Intended Use Description
	22X
	58-79
	C
	
	

	Disclaimer
	1A
	80
	C
	A code of Y (Yes) indicating there is no agency declaration requirement. No other code is accepted
	2



Note 1:
Refer to table 8 above for commodity type and sub-type.
See Appendix A Commodities Matrix for valid Government Agency Program Codes and Processing Codes.


Note 2:

If the Disclaimer is ‘Y’ then these data elements are optional; otherwise the Government Agency Program Code and Government Agency Processing Code are mandatory.

[bookmark: _Toc409711229]
Record Identifier PG02 (Product Identifier)

This mandatory PGA input record is used to indicate whether or not the information being provided relates to a product (P) or a component (C) of a product. 

For Drugs entries, the Product Code Number is provided within this record. 

	Record Identifier PG02 (Product Identifier)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“02”.
	

	Item Type
	1A
	5
	M
	Code identifying the following records as pertaining to P=Product or a C=Component. No other values accepted.
	

	Product Code Qualifier
	4AN
	6-9
	M
	“FDP”.
	

	Product Code Number
	19X
	10-28
	M
	Product Code  Must be equal to or less than 7 alphanumeric characters
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Record Identifier PG04 (Product Constituent Element)

This is a mandatory PGA input record that provides data pertaining to Constituent Active Ingredient Qualifier, Name of the Constituent Element, Quantity of Constituent Element, Unit of Measure, and Percent of Constituent Element.  This record can be repeated.

	Record Identifier PG04 (Product Constituent Element)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“04”
	

	Constituent Active Ingredient Qualifier
	1A
	5
	C
	Active ingredient = “Y” if yes, blank if no.

	1

	Name of the Constituent Element
	51X
	6-56
	C
	
	1


	Quantity of Constituent Element 
	12N
	57-68
	C
	
	1

	Unit of Measure (Constituent Element)
	5AN
	69-73
	C
	
	1

	Percent of Constituent Element
	7N
	74-80
	C
	
	1, 2



Note	1
IF Government Agency Program Code = VME 
Then Constituent Active Ingredient Qualifier and the associated 4 fields are Mandatory
Else Constituent Active Ingredient Qualifier and the associated 4 fields are not valid

Note	2

Examples of Percentages:

	1000000	=	 100%
	0990000	=	   99%
	0090000	=	     9%
	0009000	=	    .9%
	0000900	=	  .09%
	0000090	=	.009%
	0000009	=        .0009%
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Record Identifier PG06 (Product Origin)

This is a mandatory PGA input record that provides data pertaining to Source Type (Origin) other than the CBP Country of Origin.    

	Record Identifier PG06 (Product Origin)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“06”.
	

	Source Type Code
	3AN
	5-7
	M
	Mandatory valid values are 30 (Country of Source) or 39 (Country of Production).  294 (Country of Refusal) is MANDATORY if previously refused.

There would be one PG06 with source type code of 30 or 39. If previously refused, then trade would also provide another PG06 with source type code 294.
	

	Country Code
	2X
	8-9
	M
	Country of production or source is required for Veterinary Drugs
	1




Note	1

Any of the country codes from Appendix B (ISO Country and Currency Codes) in the ACS ABI CATAIR can be entered.
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Record Identifier PG07 (Product Trade Names) 

This is a mandatory PGA input record that provides FDA with data pertaining to Name, Model, Manufacture Year, and Item Identity Number. 


	Record Identifier PG06 (Product Trade Names)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1 2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“07”.
	

	Trade Name/Brand Name 
	35X
	5-39
	M
	If Government Agency Program Code = ‘VME’ and Government Agency Processing Code = ‘VBK’ then Trade/Brand Name of the Veterinary Medication is not required; for all other Processing Codes, MDE, MFE, PRE, OTC and GNCthe Trade/Brand Name of the Veterinary Medication is MANDATORY.
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Record Identifier PG10 (Product Characteristics) 

For Veterinary Medications, this is a mandatory PGA input record that allows for importer to report the description of the product at the line level to capture the information currently collected in multiple OI records. This record can be repeated if there are more Commodity Characteristic Descriptions.

	Record Identifier PG10 (Product Characteristics)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“10”.
	

	Commodity Characteristic Description
	57X
	24-80
	M
	Free form description of the item, either to supplement the above data elements or in place of the above.  See Appendix B for the use of PG10 to capture the information currently collected in multiple OI records.
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Record Identifier PG19 (Entity Data) 

For Veterinary Medications, this is a mandatory PGA input record that provides FDA with data pertaining to Entity Role and conditionally the following data elements; Entity Identification, Entity Name, and Entity Address 1.

	Record Identifier PG19 (Entity Data)

	Data Element
	Length/ Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“19”
	

	Entity Role Code 
	3AN
	5-7
	M
	Code identifying the role of the entity being provided. For example, MF.
	1

	Entity Identification Code 
	3AN
	8-10
	C
	Code identifying the Entity Identification is entered. For example, 016.
	2

	Entity Number
	15X
	11-25
	C
	The Entity Number of the entity based on the above Entity Identification Code is entered; must conform to the descriptions in Note 2
	2

	Entity Name
	32X
	26-57
	C
	The name of the entity is required if Entity Number is unknown. See validation criteria below.
	2

	Entity Address 1
	23X
	58-80
	C
	The address of the entity is required if Entity Number is unknown. See validation criteria below.
	2



Note 1

Entity Role Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Role Codes) of the ACE ABI CATAIR publication. List of Entity Role codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description

	Entity Role Codes
	MF
	Manufacturer of goods

	
	DEQ
	Shipper

	
	FD1
	FDA Importer

	
	UC
	Ultimate consignee *



* See Note 3 below.

List of Entity Role codes also applicable to FDA Veterinary Medicines Message Sets is below:

	Data Element
	Code
	Description

	
	
	

	Entity Role Codes
	AAR
	All Applicable Roles

	
	APP
	Applicant

	
	CE
	Certifying Entity

	
	CO
	Certifying Official

	
	CR
	Consolidator

	
	CN 
	Consignee*

	
	CZ
	Consignor

	
	DDF
	Primary electronic business contact

	
	DDG
	Alternate electronic business contact

	
	DDH
	Primary government business contact

	
	DDI
	Alternate government business contact

	
	DEI
	Means of transport operator

	
	DFP
	Owner

	
	DP
	Delivery party

	
	EX
	Exporter

	
	EXE
	Exporting Establishment

	
	FCI
	FDA Clinical Investigator

	
	FD1
	FDA Importer 1

	
	FD2
	FDA Importer 2

	
	FD3
	FDA Importer 3

	
	FG
	Foreign Government

	
	GC
	Goods custodian

	
	
	

	
	INC
	Inspection Contact

	
	ITL
	Independent Third Party Laboratory

	
	LAB
	Laboratory

	
	LAP
	LPCO Authorized Party

	
	LG
	Location of Goods immediately after Entry Release

	
	LIP
	LPCO Issuing Agency

	
	MF
	Manufacturer of goods

	
	OV
	Transport means owner 

	
	PE
	Producing Establishment

	
	PES
	Packing Establishment

	
	PK
	Point of Contact

	
	PRE
	Preparer

	
	PRO
	Processing Establishment

	
	RD
	Retailer/Distributor

	
	RGO
	Responsible Government Official

	
	SE
	Seller

	
	SIG
	Signer

	
	SOE
	Source Establishment

	
	STL
	Storage location

	
	TB
	Submitter

	
	VW
	Responsible party



Note 2

Entity Identification Codes and their descriptions can be found in Appendix PGA (PG19 – Entity Identification Codes) of the ACE ABI CATAIR publication. List of Entity Identification codes applicable to FDA Veterinary Medicines Message Sets is below:

	Data Element
	Code
	Description

	Entity Identification Codes
	16
	D&B-assigned (DUNS number)

	
	47
	FDA-assigned 

	
	
	

	
	370
	SSA-assigned*

	
	348
	IRS-assigned




FDA ENTITY IDENTIFICATION CODE AND ENTITY NUMBER SELECTION AND VALIDATION CRITERIA

The FDA prefers to use DUNS numbers IF DUNS is not available THEN FEI IF NO FEI THEN MID and IF none of these IDs then the Entity Name and Entity Address 1 is required.

IF Entity Identification Code =16 (DUNS) THEN Entity Number MUST BE Length = 9 and Type = N
  ELSE IF Entity Identification Code =47 (FEI) THEN Entity Number MUST BE Length = 7 or 10 and Type = N 
AND Entity Name <>NULL AND Entity Address 1 <>NULL


*If Entity Role Code = UC then code 370 is MANDATORY. This is the former ESS code which is an encrypted SSN or TIN.


Note 3

FDA will, by default, use the PG19 Entities for Consignee and ultimate Consignee. If Consignee or Ultimate Consignee is not provided in PG19 then the Header-level Deliver To Party Entity Number will be applied to the line-level Ultimate Consignee. 
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Record Identifier PG20 (Entity Address) 

This is a conditional PGA input record that provides additional data pertaining to Entity identification such as Entity Address line 2, Apartment/Suite, City, State, and Zip/Postal Code. This record is used when additional address for the entity needs to be entered.

	Record Identifier PG20 (Entity Address)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1-2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“20”
	

	Entity Address 2
	32X
	5-36
	C
	Address Line 2 for the Entity.
	

	Entity Apartment Number/Suite Number
	5X
	37-41
	C
	Apartment/Suite number of the entity.  
	

	Entity City
	21X
	42-62
	C
	City of the entity.
	

	Entity State/Province
	3AN
	63-65
	C
	State/Province of the entity.  
	

	Entity Country
	2A
	66-67
	C
	ISO Country Code.  
	

	Entity Zip/Postal Code
	9X
	68-76
	C
	Zip/Postal Code of the entity.
	

	Filler
	4X
	77-80
	C
	Space fills.
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Record Identifier PG21 (Point of Contact) 

This is a conditional PGA input record that provides data about an Individual and may also be related to an entity (the party) in the PG19 or PG22 record, or an inspection location referenced in the PG30.  Included in this record are the Individual Name, Telephone Number, Fax Number, and Email address. If multiple Individuals related to a single entity are required by an agency, this record can be repeated and should follow each entity designated in the PG19 record. This record can also be repeated in cases where multiples of these data elements need to be reported for a single Individual. (For example, for reporting two phone numbers or an email and fax number).  A typical example will be if a POC is needed for the Filer.

	Record Identifier PG21 (Point of Contact)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“21”.
	

	Individual Qualifier
	3AN
	5-7
	C
	Identify the type of party or facility the Individual represents.  
	

	Individual Name
	23X
	8-30
	C
	Name of the Individual. If the name will not fit, complete PG24 and fill out the remarks code (Individual name) and then enter the name in the remarks text field.
	

	Telephone Number of the Individual
	15N
	31-45
	C
	Telephone number of the Individual.
	

	Email Address or Fax Number for the Individual
	35X
	46-80
	C
	Option to either submit the Fax number or Email Address of the individual.
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Record Identifier PG23 (Affirmation of Compliance)

This is a mandatory PGA input record that provides data pertaining to Food and Drug Administration Affirmation of Compliance Criteria.  This record is typically only used by FDA. This record is repeatable. 
  
	Record Identifier PG23 (Affirmation of Compliance)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“23”.
	

	Affirmation of Compliance Code 
	5X
	5-9
	M
	A code used to affirm compliance with FDA requirements.  There must be at least one PG23 record with the AoC code of DII. See Appendix PGA PG23 – Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes of ACE ABI CATAIR publication.
	1

	Affirmation of Compliance Description
	30AN
	10-39
	M
	Text describing the information required by the PGA.  This could include a number or a country code, etc. Also, see Appendix PGA (Food & Drug Affirmation of Compliance Qualifier Codes) of this publication for valid codes related to certain specific Affirmation of Compliance codes. 
	



Note	1
The FDA Affirmation of Compliance Codes and their descriptions are listed in the Appendix PGA (Food & Drug Affirmation of Compliance, FDA Affirmation of Compliance Codes) of ACE ABI CATAIR publication. The list of AoC codes mandatory to FDA Drugs Message Sets is below:

	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	REG
	Drug Registration Number
	9N

	IF Government Agency Program Code = VME THEN REG IS MANDATORY




The list of AoC codes conditional to FDA Drugs Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	NDC
	National Drug Code
	10N
	IF Government Agency Program Code = VME THEN EITHER  VNA or VIN, VAN or NDC is MANDATORY

	
	VAN
	Veterinary Abbreviated New Animal Drug Number (ANADA)
	6N
	IF Government Agency Program Code = VME THEN EITHER  VNA, VIN, VAN or NDC is MANDATORY

	
	VFL
	Veterinary Medicated Feed License (MFL)
	6N (5NNNNN)
	IF Government Agency Program Code = VME AND Government Agency Processing Code = THEN VFL IS MANDATORY

	
	VIN
	Veterinary Investigational New Animal Drug Number (INAD)
	6N
	IF Government Agency Program Code = VME THEN EITHER  VNA, VIN, VAN or NDC is MANDATORY

	
	VNA
	Veterinary New Animal Drug Application Number (NADA)
	4N or 6N
	IF Government Agency Program Code = VME THEN EITHER  VNA, VIN, VAN or NDC is MANDATORY



The list of AoC codes optional to FDA Drugs Message Sets is below:
	Data Element
	Code
	Description
	Syntax
	Business Rules

	Affirmation of Compliance Code
	CCN
	Carrier ISO Country Code
	2A
	ISO Country code

	
	ERR
	Entry Review Requested
	indicator only
	ERR is just used as an indicator, no data will follow

	
	FTZ
	FTZ Admission Number
	 
	 

	
	HTS
	Harmonized Tariff Number
	4N
	 

	
	IFE
	Import For Export
	indicator only
	

	
	UFC
	Unacceptable to Foreign Country (Products other than food)
	2A
	ISO Country code

	
	VMS
	Veterinary Minor Species Index File (MSIF)
	6N
	IF Government Agency Program Code = VME THEN VMS IS ALLOWED




Note 1.1: 

IF Government Agency Program Code = ‘VME’ THEN AoC Code ‘REG’ IS MANDATORY
IF Government Agency Program Code = ‘VME’ THEN EITHER ‘VNA’ or ‘VIN’, ‘VAN’ or ‘NDC’ is MANDATORY
IF Government Agency Program Code = ‘VME’ AND Government Agency Processing Code = ‘MFE’ THEN AoC Code ‘VFL’ IS MANDATORY
IF Government Agency Program Code = ‘VME’ THEN AoC Code ‘VMS’ IS ALLOWED 
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Record Identifier PG25 (Product Condition)

This is a mandatory PGA input record that provides data pertaining to: Temperature Qualifier, Degree Type, Actual Temperature, Lot Number, Production Date Range of the Lot, PGA Line Value, and PGA Unit Value.  This record is repeatable for multiple Lot Number Qualifiers and Lot Numbers

	Record Identifier PG25 (Product Condition)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“25”.
	

	Temperature Qualifier
	1A
	5
	M
	Temperature Category being reported.  for quality control or preservation purposes.

A= Ambient, F=Frozen
R=Refrigerated/Chilled, D=Dry Ice
H=Fresh, U=Uncontrolled 
P=Flashpoint
	1

	Degree Type
	1A
	6
	C
	F = Fahrenheit, C = Celsius , K = Kelvin 
	1

	Negative Number
	1A
	7
	C
	If the actual temperature is in the negative numbers use an “X”.
	

	Actual Temperature 
	6N
	8-13
	C
	Reported temperature.  Two decimals places are implied.
	1

	Location of Temperature Recording
	1A
	14
	C
	Identifies recorded temperature is for 

A = product 
B = container
C = conveyance 
	1

	Lot Number Qualifier
	1AN
	15
	M
	Code of the entity that assigned the Lot number. For Veterinary Medications the only valid value is:
1 = Manufacturer
	

	Lot Number 
	25X
	16-40
	M
	The lot number that the manufacturer/ producer/grower assigned to the product.
	

	Production Start date of the Lot
	8N
	41-48
	M
	The date when the production for the Lot started.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Production End Date of the Lot
	8N
	49-56
	M
	The date when the production for the Lot ended.  A numeric date in MMDDCCYY (month, day, century, year) format.
	

	PGA Line Value
	12N
	57-68
	M
	The value associated with the PGA line number in whole dollars.
	

	PGA Unit Value
	12N
	69-80
	C
	The value of the lowest unit of measure reported in PG26.  Two decimal places are implied.
	




Note 1

If Temperature Qualifier = F, R or D then these data elements are required  
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Record Identifier PG26 (Product Packaging)

This is a mandatory PGA input record that provides FDA with data pertaining to Packaging Qualifier, Quantity, Unit of Measure, Package Identifier, Packaging Method, Package Material, and Packaging Filler.  This record can be repeated up to six (6) times, once for each unique packaging level.  The first record is used to describe the largest (outermost) container and the number of containers at this packaging level.  The second record is used to describe the contents of the next largest container.  If needed, qualifiers 3-6 are used in a similar manner (largest to smallest container). The final record must describe the actual amount of the product in the smallest container.

When using multiple PG26 records to report different package sizes of the same product, there is no mandated order for packaging qualifier, i.e. packaging levels can go from largest to smallest, smallest to largest, or out of order.
	Record Identifier PG26 (Product Packaging)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“26”
	

	Packaging Qualifier
	1N
	5
	M
	Code identifying the level of packaging. For example, 4.
	1,4

	Quantity
	12N
	6-17
	M
	“Quantity of the packaging level, For example, 000000000400.
	2,4

	Unit of Measure (Packaging Level)
	5X
	18-22
	M
	Type of packaging / packaging level. For example, BX.
	3,4




Note 1
This code identifies the level of packaging for the product. Valid values are 1, 2, 3, 4, 5 and 6: Outermost (largest=1) packages to the innermost (smallest=6) packages. There can be up to 6 levels of packaging. If reporting only one level, provide the total quantity of the item at packaging level 6.

Note 2
There are two implied decimal points when writing the quantity in Units of Measure for the Base Unit (Last Quantity Transmitted).  In this example, 4 pieces are represented as 000000000400, with the nine leading zeroes as “fill” and two decimal places following the value. The quantity for packaging containers will be in whole numbers with no decimal places. The sample shows 1 carton containing 10 boxes and each box containing 4 pieces.

Note 3
List of Unit of Measure codes applicable to FDA-Drug Message Sets 
For a full list of applicable Unit of Measure codes, please refer to the Appendix PGA (PG26 – Unit of Measure - Valid FDA Units of Measure for Packaging Containers) and Appendix PGA (PG26 – Unit of Measure -Valid FDA Units of Measure for the Base Unit (Last Quantity Transmitted)) of the CATAIR. 

Valid FDA Units of Measure for Packaging Containers

	Code
	Name

	BG
	Bag

	BI
	Bin

	BJ
	Bucket

	BK
	Basket

	AE
	Aerosol

	AM
	Ampoule, Nonprotected

	AP
	Ampoule, Protected

	AT
	Atomizer

	BA
	Barrel

	BC
	Bottle crate, Bottle rack

	BO
	Bottle, Nonprotected, Cylindrical

	BQ
	Bottle, Protected, Cylindrical

	BS
	Bottle, Nonprotected, Bulbous

	BV
	Bottle, Protected Bulbous

	BX
	Box

	BX
	Box

	CA
	Can, Rectangular

	CG
	Centigrams (Weight) – (In the future, CG ‑ Centigrams will be changed to CGM)

	CI
	Canister

	CON
	Container

	CS
	Case

	CS
	Case

	CT
	Carton

	CT
	Carton

	CX
	Can, Cylindrical

	CX
	Can, Cylindrical

	CY
	Cylinder

	DR
	Drum

	DR
	Drum

	EN
	Envelope

	FD
	Framed Crate

	FOZ
	Ounces, fluid (Volume)

	G
	Grams (Weight)

	GAL
	Gallons (US) (Volume)

	KG
	Kilograms (Weight) –  (In the future, KG ‑ Kilograms will be changed to KGM)

	L
	Liters (Volume)

	LB
	Pounds (avdp) (Weight)

	MB
	Bag, Multi-ply

	MG
	Milligrams (Weight)

	ML
	Milliliters (Volume)

	NO
	Number (Count)

	OZ
	Ounces, weight (avdp) (Weight)

	PAL
	Pallet

	PCS
	Pieces (Count)

	PK
	Package

	PTL
	Pints, liquid (US) (Volume)

	QTL
	Quarts, liquid (US) (Volume)

	SUP
	Suppositoires (Dosage)

	TAB
	Tablets (Dosage)



Note 4
Quantity Data provides additional information to FDA about the product and how it is packaged. The basic format for Quantity Data is in multiple pairs of data – quantity and unit of measure, i.e., 500 cases, 12 ounces, fluid, 1000 cartons, etc. Up to 6 data pairs may be submitted, beginning with the 1st pair for the outermost packaging when Packaging Qualifier = 1. The first pairs may describe the largest container and the last pair must describe the amount of product in the smallest container. For example:
100 Cartons, 24 Aspirin 100 tablets 325 mg
Units 1-Quantity	100
Units 1-Measure	CT

Units 2-Quantity	24
Units 2-Measure	BO

Units 3-Quantity	100
Units 3-Measure	TAB

In this case, the invoice description contains the strength of the aspirin tablets.  The product quantity is listed using the "Tablets" quantity unit code.
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Record Identifier PG27 (Container Information) 

This is a conditional PGA input record that provides data pertaining to issued Container Number.  If there are more than three containers, this record may be repeated.

	Record Identifier PG27 (Container Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1-2
	M
	“PG”
	

	Record Type
	2N
	3-4
	M
	“27”
	

	Container Number (Equipment ID)
	20AN
	5-24
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	25
	C
	The condition of the container:

1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	26-27
	C
	Total container length, in feet.
	

	Container Number (Equipment ID)
	20AN
	28-47
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	48
	C
	The condition of the container:

1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	49-50
	C
	Total container length, in feet
	

	Container Number (Equipment ID)
	20AN
	51-70
	C
	The number of the shipping container or equipment identification number.
	

	Type of Container
	1N
	71
	C
	The condition of the container:
1= Refrigerated
2= Not refrigerated
	

	Container length
	2N
	72-73
	C
	Total container length, in feet.
	

	Filer
	6X
	74-80
	M
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Record Identifier PG29 (Unit of Measure)

This is a conditional PGA input record that provides data pertaining to the net or gross unit of measure of the commodity.  This can be provided at the overall PGA Line Number and/or the Individual Unit level.  

	Record Identifier PG29 (Unit of Measure)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“29”.
	

	Unit of Measure (PGA line - net)
	3AN
	5-7
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - net)” in this position is associated with “Commodity Net Quantity (PGA line - net)” and is required when “Commodity Net Quantity (PGA line - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (PGA line - net)
	12N
	8-19
	C
	Pertaining to the overall PGA Line Number, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (PGA line - net)” is required when “Unit of Measure (PGA line - net)” is reported in positions 5-7 of this record.
	

	Unit of Measure (PGA line - gross)
	3AN
	20-22
	C
	Pertaining to the overall PGA Line Number, the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (PGA line - gross)” in this position is associated with “Commodity Gross Quantity (PGA line - gross)” and is required when “Commodity Gross Quantity (PGA line - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (PGA line - gross)
	12N
	23-34
	C
	Pertaining to the overall PGA Line Number, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (PGA line - gross)” is required when “Unit of Measure (PGA line - gross)” is reported in positions 20-22 of this record.
	

	Unit of Measure (Individual Unit - net)
	3AN
	35-37
	C
	Pertaining to the Individual unit (net), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - net)” in this position is associated with “Commodity Net Quantity (Individual unit - net)” and is required when “Commodity Net Quantity (Individual unit - net)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Net Quantity (Individual Unit - net)
	12N
	38-49
	C
	Pertaining to the Individual unit, excluding all packing and packaging.  Two decimals are implied.  “Commodity Net Quantity (Individual unit - net)” is required when “Unit of Measure (Individual unit - net)” is reported in positions 35-37 of this record.
	

	Unit of Measure (Individual Unit - gross)
	3AN
	50-52
	C
	Pertaining to the Individual unit (gross), the indication of the unit of measurement in which weight, capacity, length, area, volume or other quantity is expressed.  “Unit of Measure (Individual unit - gross)” in this position is associated with “Commodity Gross Quantity (Individual unit - gross)” and is required when “Commodity Gross Quantity (Individual unit - gross)” is reported.  Valid Unit of Measure codes are listed in Appendix C in the ACS ABI CATAIR.
	

	Commodity Gross Quantity (Individual Unit - gross)
	12N
	53-64
	C
	Pertaining to the Individual unit, including any packaging, but excluding weight of the carrier's equipment.  Two decimals are implied.  “Commodity Gross Quantity (Individual unit - gross)” is required when “Unit of Measure (Individual unit - gross)” is reported in positions 50-52 of this record.
	

	Filler
	16X
	65-80
	M
	Space fill
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Record Identifier PG30 (Inspection and Lab Information)

This is a conditional PGA input record that provides data pertaining to the date, time and location of inspection; previous laboratory testing; inspection location; and anticipated arrival information for FDA BTA.  If requesting an inspection, PG21 Individual information may be required.  This record may be repeated if more space is needed for the inspection location.

	Record Identifier PG30 (Inspection and Lab Information)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“30”.
	

	Inspection/
Laboratory Testing Status
	1A
	5
	C
	Enter one of the following codes:

R = Request for inspection
S = Inspection previously scheduled
P = Inspection previously performed
L = Lab testing previously performed
A = BTA anticipated arrival information
I = Product location for regulatory authority inspection

If requesting an inspection, PG21 Individual information may be required.  If indicating a lab test was previously performed, the PG19, PG20, and PG21 may be required with appropriate name, address, and contact information.
	

	Requested or Scheduled Date of Inspection; Date of Previous Inspection/ Laboratory Testing; Arrival date
	8N
	6-13
	C
	A numeric date in MMDDCCYY (month, day, century, year) format.
	

	Requested or Scheduled Time of Inspection; Time of Previous Inspection/Laboratory Testing; Arrival time
	4N
	14-17
	C
	Military time HHMM in (hour, minute) format.  (Example: 1015, this represents 10:15 a.m.)
	

	Inspection or Arrival Location Code 
	4AN
	18-21
	C
	For example, FIRMS or Facility Codes, DUNS, port code, etc.  See Appendix PGA of this publication for valid codes.
	

	Inspection or Arrival Location 
	50X
	22-71
	C
	Code or free form text indicating site of inspection.
	

	Filler
	8X
	72-80
	M
	Space fill
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Record Identifier PG55 (Additional Entity Roles)

This is an optional PGA input record used to provide additional roles performed by an entity or individual.

	Record Identifier PG55 (Additional Entity Roles)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“55”.
	

	Entity Role Code
	3AN
	5-7
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	8-10
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	11-13
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	14-16
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	17-19
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	20-22
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	23-25
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	26-28
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	29-31
	O
	Additional role of the entity.
	1

	Entity Role Code
	3AN
	32-34
	O
	Additional role of the entity.
	1

	Filler
	8X
	72-80
	M
	Space fill
	


	

Note	1

For valid codes, use the Veterinary Medications list of Entity Role Codes from PG19 (page 200).
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Record Identifier PG00 (Data Substitution)

This is an optional record used at the CBP entry (or entry summary) header, CBP entry (or entry summary) line and/or PGA message set levels to indicate data substitution
	Record Identifier PG00 (Data Substitution)

	Data Element
	Length/Class
	Position
	Status
	Description
	Note

	Control Identifier
	2A
	1‑2
	M
	“PG”.
	

	Record Type
	2N
	3-4
	M
	“00”.
	

	Substitution Indicator
	1X
	5
	O
	Identifies either the start or end of the substitution group, or the location of where to place the substitute data within the PGA Message Set. 
The following codes are allowed:

S=Start of the substitution group
E=End of the substitution group
R=Replace this record with the substitution group indicated by the Substitution Number

	

	Substitution Number
	4AN
	6-9
	O
	Sequential number assigned to, or referring to, a specific substitution group of data provided at the header level.
This data element is mandatory when using the S or R substitution indicator.
	

	Filler
	71X
	10-80
	M
	Space fills.
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[bookmark: _Toc409711246]APPENDIX B: Use of PG10 Record
Here is an example of how the PG10 record is used to capture the information currently collected in multiple OI records. A group of PG10...PG26 data can provide information on multiple variation of the product that was generally identified in the OI record along with specific packaging information using PG26 within the same group.

Without using PG10:
OI        SOFT CANDY KR CHERRY SOURS 6/8 OZ                                    
PG01001FDAFDA
PG02PFDP 33LGT07A
...
OI        SOFT CANDY CB GUMMI BEARS 24/6 OZ PEG                                
PG01001FDAFDA
PG02PFDP 33LGT07A
...
OI        SOFT CANDY KR GUMMI BEARS 6/9 OZ                                     
PG01001FDAFDA
PG02PFDP 33LGT07A
...

With the use of PG10:
OI	VARIOUS SOFT AND HARD CANDIES
PG01001FDAFDA
PG02PFDP 33LGT07A
...
PG10          SOFT CANDY KR CHERRY SOURS 6/8 OZ
...
PG01002FDAFDA
PG02PFDP 33LGT07A
...
PG10          SOFT CANDY CB GUMMI BEARS 24/6 OZ PEG
...
PG01003FDAFDA
PG02PFDP 33LGT07A
...
PG10          SOFT CANDY KR GUMMI BEARS 6/9 OZ
...
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