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1 Change history 
 

Version Date Description 

1.4 05.01.2019 UDI record creation with templates has been added 

1.4 05.01.2019 UDI Online functionality has been added 

1.5 20.04.2020 Namespace changed to /UDI/ 

1.6 02.04.2020 Revision 

1.7 26.05.2020 Adjustment release 

1.8 13.07.2020 Description Area menu added 

 

 

2 Support und contact information 
 

A support request is usually made by e-mail. 

 
E-Mail:   support@europe-it-consulting.ch 
 
Phone:   +41 41 511 92 53 
 

Web:  https://www.europe-it-consulting.ch 

 
     Address: 

 

 EUROPE IT Consulting GmbH 
Steinentorstrasse 35 

4051 Basel 
Switzerland 

mailto:support@europe-it-consulting.ch
https://www.europe-it-consulting.ch/


  



 

3 Introduction 
 

The UDI SAP Add-On enables the maintenance of UDI fields in SAP, the characteristics 

of which have been defined by the American health authority FDA. 

According to the regulatory requirements of the FDA, all medical products imported into 

the USA must be recorded in the GUDID (Global UDI Database) in the future. 

The UDI SAP Add-On offers companies the management of UDI master data in SAP and 

also enables digital data transfer to the GUDID using a WebService. 

The UDI Add-On is divided into three areas.  

 

1) Code lists 

Within these SAP transactions, default values are defined, which later serve as 

selection aids in the UDI master data maintenance. For this purpose, value 

ranges are defined for units as well as approval data acquired by the respective 

company (e.g. 510k approval, listing numbers, product codes, etc.). 

 

The captured values in the code lists support the user for faster data entry. In 

addition, the captured values are checked against them during data export and 

data transfer. 

 

 

2) UDI application settings 

In this area, basic settings of the application are made. These concern the UDI 

maintenance transaction, the authorizations and the layout of the UDI status log. 

 

 

3) UDI transactions 

This category includes all applications where you can maintain, evaluate, release 

and export the UDI attributes.  



4 Structure of the transactions 
 

All available transactions are listed in the transaction SPRO -> SAP Reference IMG 

under the entry "UDI Add-On (US - FDA) - Europe IT Consulting GmbH". 

To facilitate your daily work, you can store the transactions you need most in the favorites 

area of the SAP user menu. 

In addition, it is possible to call up an area menu that displays an overview of all 

transactions. This can be activated by the transaction /n/UDI/US, which must also be 

entered in the SAP user menu. 

 

 

 

 

  



5 Code lists 
 

The code lists support you in your daily work. All available entries in the code lists will be 

displayed in the maintenance transactions as dropdown list. Additionally, these values 

also have an influence on data export and data upload. 

 

 

 

5.1 DUNS number of the company 
 

The DUNS number is a globally unique number assigned to your company by 

Dun&Bradstreet. This number is mandatory if you want to capture your UDI data and 

upload it to GUDID. 

 

 

 



If you do not yet have a DUNS number or do not know it, you can apply for or search for 

a DUNS number on the https://www.upik.de/ website. 

Please enter here all DUNS numbers of your company for which you want to collect 

medical device data. If you distribute your products through a partner company, but you 

are responsible for the data, the DUNS number of the partner company should also be 

entered and later linked to the product during data entry. 

The description text of the DUNS number is only for a better distinction during the input. 

The address information and company name will be synchronized via the 

Dun&Bradstreet database after the upload to the GUDID. 

 

5.2 UDI contact person 
 

In this transaction you enter the contact information phone and email address for the 

respective product. Currently, only one phone number and one e-mail address can be 

assigned per item. Alternatively, you can leave the two optional fields blank, as they are 

not mandatory for the GUDID. 

Enter the phone number either in the American format or in the international format. 

Ex: +41(800)123-4567 or +41(800)12345678 

 

This information will also be visible on the GUDID later. 

 

5.3 Issuing Agency 
 

The Issuing Agency code list is used to enter the organizations that will be used for the 

globally unique numbering of your products. 

You should only enter the organization that is used by your company or by that of your 

partner company. 

Recognized Issuing Agencies are: 

• GS1 

• HIBCC 

• ICCBBA 

• NDC (only allowed as "Secondary Issuing Agency" ) 

 

 
 

 

https://www.upik.de/


5.4 UDI sterilization method 
 

There are sterilization methods predefined by the FDA. These should be listed here. The 

code for the sterilization methods later plays an important role in an XML export, so that 

the generation of a valid HL7 XML data set is possible. 

 

 

 

5.5 GMDN Codes 
 

The GMDN organization defines the GMDN codes and their meaning. Currently, there 

are about 260 (as of 2018) GMDN codes. Your company will only need a few of these 

GMDN codes. You should only enter the codes that you really need. Additional GMDN 

codes can be added later. 

From time to time, some codes are declared invalid by the GMDN Agency and replaced 

with new codes.  

For more information, please visit the website https://www.gmdnagency.org  

 

 

 

https://www.gmdnagency.org/


5.6 UDI FDA product code 
 

The FDA Product Codes is used to classify your products. Enter the product codes you 

need for your products here. 

 

 

 

5.7 FDA listing numbers  
 

For a registered medical device, a registration number, owner/operator number, and 

listing number(s) must be provided to facilitate shipment of the device to the United 

States. However, the listing number(s) for medical devices are not publicly available. 

 

 
 

 

 

 

 

 



5.8 FDA premarket submission number (510k) 
 

The Abbreviated 510(k) is a process built on compliance and adherence to standards, 

"Special Controls" and FDA "Guidance Documents". 

  

 

 

5.9 UDI MRT safety  
 

The MRI Safety values are specified by the FDA. Currently, only 4 values exist. These 

also serve as a selection list for data acquisition. 

In conjunction with the C codes, the prerequisite for generating an HL7 XML file is given. 

 

 

 

 

 

 

 

 

 

 

 



5.10 Clinical Size Type and Clinical Size Type Unit of measure 
 

The clinical sizes describe the shape of the medical device. If clinical sizes are printed 

on the label of the product, they should also be included in the data collection. 

 

 

  

Since the entry of the clinical sizes is a table with the type of size, unit and value, this 

table serves as a match code. This ensures that the size type is entered with the unit 

that is valid for it. 

 

  



5.11 Storage & handling conditions and storage & handling unit of measure 
 

The storage and handling table describes how a product should be stored and what 

must be observed during transport. 

As far as the storage and handling are printed on the label of the product, these should 

also be indicated during data collection. 

 

 

 

Since the Storage&Handling entry is a table with storage type, unit and value, this table 

serves as a match code. This ensures that the correct unit is recorded per 

Storage&Handling Type. 

 

 



6 UDI application settings 
 

The UDI application settings are basic settings for the appearance and behavior of the 

maintenance transaction. The layout settings of the state log and the permissions for the 

applications can also be customized here. 

 

 

 

 

 

 

 



6.1 UDI maintenance transactions field control 
 

The settings in the field control table must always include the authority for which the 

settings are to apply.  

This is already a reaction to the requirements of future requirements of other authorities, 

so that a distinction can be made between the authorities during data entry as well as 

during data evaluation. 

The field name refers to the technical database structure "/UDI/US_UDI_DATA_S". All 

fields in it can be specifically changed when displayed in the application. The following 

properties can be influenced: 

6.1.1 Trigger field  
If a field is marked as a trigger field, an accidental modification of the data will be 

prevented later when using the lock function "Lock trigger fields". 

 

6.1.2 Mandatory 
If a field is marked as mandatory, the name of the field is displayed in blue in the 

application. These fields should be filled before you make the data transfer to the 

GUDID. This setting is based on the default of the corresponding organization. 

 

6.1.3 Editable 
If a field is marked as not ready for input, this field cannot be changed by the user.  

This prevents the user from entering incorrect data in the first place. 

In addition, this property in combination with the "Default value" makes an even more 

restrictive entry with default values possible. 

 

6.1.4 Visible 
If a field is marked as not visible, this field is hidden in the input mask. This means that 

UDI attributes that do not apply to the company's products can be hidden. 

 

6.1.5 Default value  
The default value is a value that is already preassigned when a new UDI master data 

record is created. Thus, certain attributes such as the issuing agency can already be 

preset with a value.  

Attention: This function is not active during data upload. I.e. the data from the Upload-

Excel will be taken over one to one. 

 

6.1.6 Download 
This setting determines whether or not the corresponding UDI attribute is included in the 

overview display when downloading a CSV file. 

 



 

 

6.2 UDI state protocol print settings 
 

The UDI status log is a PDF printout generated from SAP using Adobe Forms 

technology (requires an Adobe Document Service connected to the SAP system).  

This printout can be generated directly from the UDI maintenance transaction. 

To achieve a certain flexibility for the data arrangement in the form, a separate 

customizing table was created for this purpose. 

The following settings can be made in this table: 

o Fieldname 

▪ Technical field name for which the settings apply 

 

o PrintHead 

▪ This setting that the recent field will be printed in the header area 

 

o PrintBody 

▪ The recent field will be printed in the details area 

 

o SortHead 

▪ Sort order of the header fields 

 

o SortBody 

▪ Sort order of the fields in the detail area / General Data 



 

 

 

 

 

 

 

 

 

 



6.3 UDI authorization activities 
 

The activities of the authorizations are stored in this table. Basically, these settings are 

delivered with the UDI module. The associated authorization object "/UDI/USUDI" can 

be entered in the corresponding user roles. 

 

 

 

6.4 UDI online functions – configuration 
 

This configuration is necessary to communicate with the UDI web server of Europe IT 

Consulting GmbH. 

There are three functions that depend on the configuration: 

• UDI status request for data transfer processing 

• GUDID status request for the state on the GUDID 

• Data transfer to the Europe IT Consulting web server 

 

The configuration for data transfer to our web server is only necessary if you have the 

service of data transfer to GUDID performed by Europe IT Consulting GmbH. 

If you organize the data transfer yourself, you can omit the entry with the parameter name 

"RFC_UDI_UPLOAD". 

 

 



Authority Parameter name Parameter value Description 

FDA KUNDENID YourCustomerID Your customer ID is provided by us (Europe IT 
Consulting GmbH) 

FDA RFC_UDI_STATUS UDI_STATUS Entry in the SM59 with the user and password.  

FDA RFC_UDI_UPLOAD UDI_UPLOAD Entry in the SM59 with the user and password. 

FDA STATUS_UPDATE 2 Possible values 
1 = Always check online 
2 = Always from status table (report must be 
configured for daily status update) 
3 = Off Status table, if no entry found, then Online 
retrieval 

 

RFC connection settings in transaction SM59. 

 

 

For a secure Internet connection, use port 443. Otherwise, use port 80. 

 

 



The login procedure uses the default authentication method. 

Depending on whether you use SSL. Select the appropriate option. 

 

  

 

For UDI upload via web service, enter the corresponding URL and path prefix. 

 

 



6.5 Setting UDI departments for release 
 

So that the release of UDI data can be carried out by several persons or departments, 

the relevant departments must first be defined by name and assigned an authorization 

activity. The authorization activities 81-89 are reserved for this purpose. 

 

 

 

When defining the release departments, the departments must also be entered again in 

the associated transaction with the appropriate authorization object /UDI/USUDI and the 

activity. 

 

 

 

 

 



Up to 9 departments with authorization activities (81-89) can be created and assigned. 

 

 

 

7 UDI transactions 
 

The UDI transactions are the actual applications that have been developed for the 

maintenance and evaluation of the UDI master data. 

Within these transactions, the UDI data can be recorded and evaluated. 

 

 



7.1 Setting the UDI relevant labeling in the material master 
 

The UDI data is basically additional master data for each material. For this reason, an 

additional subscreen area has been added to the material master (transactions 

MM01/MM02/MM03) in Customizing. 

The area at the bottom of the screen called "UDI Information" allows you to mark 

materials as FDA UDI relevant when creating or editing them. The "FDA UDI relevant" 

flag is mapped by a MARA append of the "ZZUDI" field. 

As soon as the setting is set to "Yes" or "Preparation", the function for jumping to the 

UDI master data maintenance is activated. 

This setting only has to be made once so that the material is later taken into account in 

all evaluations. 

The UDI master data maintenance itself can also be called up with its own transaction. 

This has the advantage that even people who do not have authorization to change the 

material master record can still maintain the UDI data. 

Meaning of the selection list: 

o J (Yes) 

▪ The material is flagged as UDI relevant and is considered in all other 

UDI transactions. 

 

o N (No) 

▪ The material was explicitly marked as not UDI relevant. Thus, it is not 

considered in the UDI transactions. 

 

o V (Preparation) 

The material is fundamentally UDI relevant, but it can be distinguished 

whether this material is taken into account during the data export or 

not. Use cases would be if this material becomes relevant later for an 

export to the USA or if you have newly created a material and want to 

maintain the data in preparation. 

 

o Not defined 

This status represents the initial status of the material. All materials 

that existed before the implementation of the UDI module have this 

status. 

 



 
 

7.2 UDI data set creation with template 
 

This transaction is used to create UDI data sets where an existing UDI data set serves 

as a template. 

First select the template data record. Then enter all materials for which a UDI master 

record is to be created. You can create several or only one data record.  

All UDI data fields are taken from the template except for the following fields: 

• Materialnummer 

• Primary DI 

• Model /Version 

• Catalog Number 

• GTIN Unit of Use 

• Brand name 

• Device Description 

These fields are determined based on customizing and customer-specific 

development. 

 



 

Selection screen 

 

 

Data record creation  

 

7.3 UDI master data maintenance  
 

The maintenance of the data takes place in only one screen area. In order to see the 

other areas of the UDI master data maintenance, you must use the scroll bar on the 

right side of the screen. 

Most of the designations have been left in their original English-language designation.  

 

 

 

 

 



The following functions are available within this transaction: 

Symbol Function Description 

 
Save Save data 

 Leave transaction Leaving the transaction. If unsaved 
changes exist, you will be asked if you 
want to save before leaving the 
transaction. 

 
Print UDI protocol Print the UDI state protocol. This shows 

all UDI data in the printout. You have 
the option to save the log as a PDF file 
using the standard functions of Adobe 
Forms. An archiving of the protocol is 
only possible after a customer-specific 
adjustment. 

 
Lock trigger fields This function locks the UDI trigger 

fields. Which fields are considered as 
trigger fields should have been 
previously made in Customizing for field 
control. 

 
Unlock trigger fields Unlocks the UDI trigger fields. 

 
Displaying the audit trail In the UDI Audit Trail you can view all 

changes to the UDI data. The person 
who made the changes, the 
transaction, the time, the old value and 
the new value are displayed. 
You also have the possibility to use the 
SAP standard transaction AUT10 to 
view the changes. 

 
Check entries Checking of inputs according to defined 

business rules. These checks allow to 
detect gross errors in data entry. 

 or  
UDI Data integrity Display of the data integrity.  

The displayed icon signals whether the 
data is synchronous with the 
comparison data. Customer-specific 
fields were defined as comparison data 
during implementation, which are 
compared with the UDI master data. 

 UDI Release RA Release indicators for the defined 
areas. Whenever the UDI data is 
changed, all release indicators for all 
departments are reset. How many 
release indicators exist was previously 
discussed and adjusted with the 
customer during implementation. 

 

 

 

 

 



7.3.1 UDI Data integrity check 
 

The data integrity check always checks and displays in the UDI master data entry 

screen whether differences exist between the UDI data record and the already existing 

UDI attributes in the SAP system in the standard fields. 

For example, you have already created the UDI attribute "FDA Submission Number" in 

your system and do not want to change the entry and maintenance of this field. By 

customizing, the values of these fields can be transferred to the UDI module in the 

corresponding field when creating the data record. In order to avoid unknowingly 

changing a locked UDI data record, your consent is required when transferring these 

values to the UDI master data record. Accidental changes to GTIN trigger fields can 

thus be avoided. 

In case of a detected change of such "mirrored" fields, you can, as shown in the figure 

below, transfer all values into the UDI master record by pressing a button. 

Only the source data is transferred to the UDI master record. The original value of the 

data source remains unaffected by the change, since it was set as the leading field. 

 

 

 

To save the selected field contents, click the Save icon. This only transfers the value to 

the calling mask. The changes are not applied until you click on Save again in the UDI 

master data maintenance. 

 

 

 

 

 

 

 

 

 

 

 



7.4 UDI master data overview   
 

The color of the icon in the Messages column indicates whether data validation errors 

have been detected. 

 

 

 

UDI Overview in ALV table 

 

 

Meaning of the colors in the column Messages: 

Green:  No errors were detected. The data is valid. 

Yellow:  Errors have been detected. These should be fixed before the data is uploaded 

to the GUDID. 

Red:  Serious errors were detected. These must be fixed before you upload them to 

the GUDID. 

 

7.4.1 Displaying multi-value data 
 

At the end of the ALV table, the details of the tabular data are displayed as buttons. 

The eyeglasses icon indicates that there exists data for this line. The recorded data is 

displayed in a pop-up window after clicking the button. 



 

 

7.4.2 Functions in UDI master data overview 
 

This transaction offers the possibility of mass release of all selected UDI data records. 

In addition, all displayed data can be checked and downloaded as a CSV export. 

Symbol Function Description 

 
Data check according 
business rules for UDI data 

This function starts the 
check of the data. When 
entering the transaction, 
the check is initially 
triggered. Warnings and 
errors are displayed in the 
first column labeled 
"Messages". 
You can see the exact 
details of the error 
messages after clicking 
the button. A popup with 
all the error messages will 
appear. 

 
Release This function sets all 

release flags that are 
checked in the 
subsequent popup for the 
displayed records. 

 
Undo release  This function unchecks all 

release flags that are 
checked in the 
subsequent popup for the 
records displayed. 

 
Save only valid records Only those data records 

are saved that have no 
errors according to the 
Business Rules. 

 
Save all records All data records are 

saved, even those with 
incorrect data. 
 
 
 



 
Download UDI data into a 
CSV file 

This function creates a 
TAB-separated CSV file 
that contains the fields. 
Each column is exported 
with the technical column 
identifier. This serves as a 
control indicator if a new 
data upload should be 
made based on this file. 
Please note the warnings 
when re-uploading data. 

 

7.5 UDI mass maintenance  
 

In UDI mass maintenance, several data records can be changed at the same time. 

 

7.5.1 Selection screen  
 

First, narrow down the products you want to change. In the data area you select the 

level in which you want to make your changes. I.e. there is once the "UDI data fields" 

area, in which the single fields are to be found. And there are the tabular values that 

you have to select explicitly. 

 

 

 

 

 

 

 

 

 

 

 



 

7.5.2 Field selection 
 

Then all data fields for the selected area will be displayed. Select the field you want to 

change. 

 

 

 

After that, the field with the possible entries appears on the right side. 

In the lower part of the screen you will see all the products that you have narrowed 

down at the beginning. 

 

 



You can now enter the new value in the right-hand area of the screen. You also have 

the option of linking the change to a condition.  

With the function "Start in test mode" you can display all affected data fields. These will 

be marked in green. With "Activate change" the changes are carried out. 

 

7.5.3 UDI master data export (to local drive) 
 

The UDI master data export, generates XML files with all UDI data. These serve as 

input source for the UDI HL7 Converter (Windows application of Europe IT Consulting 

GmbH), which converts these data into HL7 SPL files. 

However, you can also use the exported data for other processing if you do not have 

the HL7 Converter. You define your selection in the mandatory selection criteria. It 

really makes sense to export only released master data. The option "Export changed 

data" automatically selects all data records that have undergone a change but have not 

been exported since this change. The change pointer is always reset when transferring 

data with web service.  

When exporting through this program, you can control the resetting with the "Reset 

indicator after export" option. 

 

 

 



7.6 UDI Audit trail 
 

The audit trail can be called either via the UDI maintenance transaction or via the audit 

trail transaction. In the selection area you can limit your search with the available 

selection criteria.  

When outputting the data, you can choose between displaying it in the ALV and 

outputting it as a PDF file (PDF output is only possible if you are using SAP Adobe 

Document Service). 

 

 

 

Available Change Pointer Objects: 

Change Pointer Objects Meaning 

UDI_DATA Changes in UDI master data 

UDI_REL Changes in the data release 

UDI_TRANS UDI data transfers 

  

 

Evaluation of the UDI audit trail as ALV output 

 



Output of the audit trail as PDF in SAP (Adobe Forms) 

This feature is only available if you are using Adobe Document Service. 

 

 

7.7 UDI data upload 
 

This function is used to make an initial data upload into the UDI module so that you can 

upload your collected UDI data from an Excel file. The data upload should only be 

done with the Excel template provided for this purpose. You will receive this with the 

UDI module. The Excel template supports the upload of all 62 UDI attributes. 

During the upload, the fields are checked by their technical names to see if they also 

exist in the SAP system.  

Attention: If data for the authority/material already exist in the SAP system, they will be 

overwritten without prompting. Basically, this function is only designed for the initial 

data upload. 



 

 

The Excel template offers with the help of further sheets all currently valid value lists. 

 

 

 

During data upload, the filled target file is specified and displayed in a tabular view. 

This gives you another opportunity to check the data for accuracy. 

 

The option "Save incorrect data" activates the option to save data in the SAP system, 

even though they were marked as incorrect during data validation before saving. 

In the ALV display you have another opportunity to check the data. If you want to 

correct the data before saving, you must do this in the Excel template and start the 

upload again. 

With the function "Start data upload", the data is now stored in SAP. The lines marked 

green have been saved. Red lines are not. 

 

Attention: The "Delete UDI master data" function deletes all UDI data for the materials 

displayed in the list. Restoring the data is no longer possible. 



 

 

Warnings and errors after checking the data are signaled with a red icon. When clicking 

on the message button, the details are displayed. 

 

 

 

7.8 UDI data upload with Webservice 
 

This transaction is identical to the UDI data export to a hard disk with the only 

difference that the data is transferred directly to the web server of Europe IT Consulting 

GmbH. For you, the transfer process is completed for the time being. 

You can see the exact status of the data transfer either in the UDI master data creation 

transaction (right area in the screen) or in the overview transaction. 

To update the data, the Status Update Report must be scheduled as a job. See "UDI 

GUDID Status Update". 



 

 

In the right area the status can be seen by Europe IT Consulting GmbH. 

In the left area you can see the status on the GUDID (productive system only). Note that it takes 

up to a month for the AccessGUDID to publish this data. 

 (WEB address: https://accessgudid.nlm.nih.gov/ ) 

 

 

 

UDI data transmission via web service selection screen. 

 

 

 

UDI overview display with the new field for online status 

 

https://accessgudid.nlm.nih.gov/


7.9 UDI GUDID status update 
 

This report makes an online query via a service provided by Europe IT Consulting 

GmbH. On the one hand the GUDID status is queried and on the other hand the 

processing status during the data transfer to the GUDID.  

If you have set the AccessGUDID to be updated in the background 

(STATUS_UPDATE = 2 or 3), then you must schedule the 

/UDI/US_UDI_STATUS_READ report for the background job in SAP. Ideally, schedule 

the job once a day outside of working hours (10:00 pm - 4:00 am). 

The runtime of the report depends on the number of records to be updated. 

Formula for runtime calculation 

Runtime = Number of UDI records x 1 second. 

However, you can also run the report directly using transaction 

/UDI/US_UDI_STATUS_UPD. 

 

 

 

 

 


