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Abstract - Medical devices sale are controlled by different authorities (FDA, EU-MDR, NMPA, CDSCO) worldwide, and 

every country has different rules to control it. These rules are very stringent. If not followed as stated, there are hefty fines and 

loss of business, which may damage the company's image in that country. Thus, the sales of medical devices must be managed 

using an automated solution. SAP is the best product for providing an integrated solution to control the medical device supply 

chain. 
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1. Introduction 
The sales of medical devices ought to be controlled 

using an automated solution combined with stringent process 

control to ensure medical devices are sold to approved 

countries. SAP is the best product for effectively providing 

an integrated business solution to run this complex supply 

chain process. 
 

2. Business Process & System Design  
Before building the SAP solution design, we must 

clearly define the business process for checking the medical 

device license and all systems involved in seamless 

integration. 
 

2.1. Define Process 

Plan a detailed discussion with all relevant business 

groups (Sales, Marketing, Supply Chain, Regulatory) to 

finalize the process and steps for the medical device check. 

Collaborate and decide on all processes before designing the 

system. Drive your decision based on strategy; business 

requirements aren't driven by system design. Document all 

the steps requested by the business for validating a medical 

device license. Is it going to be at the creation and approval 

of the quotation, sales order, or stock transfer order? Also, 

decide at the time of shipment validation what will happen 

during delivery, creation, picking, packing, and shipping. 
 

2.2. Define Systems 

Identifying all the systems required for controlling the 

overall medical device supply chain is vital. Every 

organization differs and may use other systems for quotation, 

sales orders, STO, and delivery. Identifying all systems will 

help you design the overall architecture and process to 

control medical device sales. The following is one method to 

document it. 

 

Process/Data System 

Material Master SAP ECC 

SAP PLM 

Customer Master SAP ECC 

Quotation SAP-ECC,  

Webstore 

Sales Order SAP-ECC,  

Webstore 

STO & Purchase 

Req 

SAP-ECC 

 

Delivery SAP-ECC 

Product Registration SAP GTS 

Business License SAP GTS 

Validation of all 

transactions  

SAP GTS 

2.3. Other Key Considerations 

➢ Design high-level integration and trigger points for all 

systems. 

➢ Implement a standard out-of-box function for the project's 

first phase. 

➢ Understand the as-is process, and design a scalable and 

innovative to-be process. Don't just solve the current 

issue. Don't try to map existing operations in the new 

system. Design to ensure the new solution is future-ready. 

➢ Implement standard controls and security models using 

risk-based prioritization. 

➢ Create a process flow, and clearly define the point of 

control where you validate the medical device check. It 

helps explain the process clearly to the business and avoid 

gaps. 
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2.4. System Architecture 

Ensure all integration points are designed in concert with 

the business process and systems. Develop this integration by 

considering different source systems (SAP-ECC, SAP-GTS, 

website, Salesforce, Oracle, etc.) for master data (material 

master, customer master, vendor master) and transactional data 

(quote, sales order, delivery). Define these systems' exact 

connection methods (EDI, IDOC, RFC, etc.). SAP-ECC is 

used as the material master, customer master, sales order, and 

delivery source in this example. 

 

Medical device license data (product registration and 

business license) is maintained and managed in SAP-GTS and 

used for validating all transactional data. 

 

Seamless integration between SAP-ECC and SAP-GTS is 

designed by SAP. All data relevant to license checks are 

replicated from SAP-ECC to SAP-GTS using the default 

interface design. Using different configuration steps and 

ABAP coding, this interface can be further enhanced based on 

business requirements. Try to create one source of truth. If 

using other systems for creating the quote, sale order, and 

delivery, use data from the source system, so you will not 

create redundancy and always validate your transactional data 

using the latest and greatest information maintained in the 

source system. In this example, SAP-GTS will be the single 

source to maintain the medical device license data and validate 

from other systems like SAP-ECC and XYX.com. In the 

below system architecture, you can see SAP-ECC acts as the 

source for Material Master, Customer Master, and Vendor 

Master, as well as feeding this data to SAP-GTS and 

XYZ.com using RFC and IDOC, respectively; SAP-GTS is 

the source of the medical device license data. 

 

3. Decide Migration Strategy and Scope 
Data migration is the most prominent challenge 

organizations face because regulatory data is very tricky and 

may have different meanings for different authorities (the 

FDA, EU-MDR, NMPA, CDSCO, etc.). Considering the 

data's complexity, the data must be collected and reviewed by 

the regulatory team to avoid any gaps and incorrect 

interceptions of the data. Clearly defining the data collection 

methodology and review process is key. The following are a 

few steps that can be taken to define it. 

 

• Data collection format  

• Data load checklist 

• Peer Review of Data 

• Automate Rule to validate load files 

• Data verification after loading in the system 

 
Always initiate the data collection process immediately 

after the high-level design, which will help you gather the 

raw data. You can easily convert raw data into a system-

consumable format. The following is a sample of the data 

collection format. 
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Product 

 

 

External 

License 

Number 

 

Valid 

from 
Valid to 

 

 

Lic. Type 

 

Leg. Reg 

 

 

Country 

 

License 

status 

ABC-001 REG_US_22 20220726 20290701 MDL MDPR US Active 

ABC-002 REG_US_23 20220726 20290701 MDL MDPR US Active 

ABC-003 REG_US_24 20220726 20290701 MDL MDPR US Active 

ABC-004 REG_US_25 20220726 20290701 MDL MDPR US Active 

ABC-004 REG_EU_26 20220726 20290701 MDL MDPR EU Active 

ABC-005 REG_EU_27 20220726 20290701 MDL MDPR EU Active 

 

Business 

Partner 

 

External License 

Number 
Valid from 

 

Valid to 

 

Lic. 

Type 

 

Leg. Reg 

 

Country 

 

License 

status 

BP001 REG_BP_US_20 20220726 20290701 MDL MDBL US Active 

BP002 REG_BP_US_21 20220726 20290701 MDL MDBL US Active 

BP003 REG_BP_US_22 20220726 20290701 MDL MDBL US Active 

BP004 REG_BP_US_23 20220726 20290701 MDL MDBL US Active 

BP005 REG_BP_US_24 20220726 20290701 MDL MDBL US Active 

BP006 REG_BP_US_25 20220726 20290701 MDL MDBL US Active 
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Product: Medical Device Product Number 

 

Business Partner: Business Partner relevant to medical 

devices  

 

External License Number: This will be the number provided 

by different regulatory authorities 

 

Valid From: Data when the validity of the license starts 

 

Valid From: Date when the validity of license expires 

 

Lic Type: What is the type of license you are creating 

 

Country: This regulation you are creating is related to which 

country 

 

Leg. Reg: Which regulation of that country 

 

Country: Country for which regulation 

 

License Status: Status of license active or inactive 

 

4. Configuration Steps 
4.1. Define Country Group 

Use this step to define country groups to simplify the 

process of making license determination settings. Use this 

option if you have countries with similar or the same legal 

regulations. 
 

Transaction Code SPRO 

IMG Menu SAP Customizing Implementation 

Guide → SAP Global Trade 

Services →General 

Settings→Legal 

Regulation→Define Country 

Group 

 
4.2. Assign Countries to Country Group 

Use this configuration step only once the previous step of 

defining country grouping is completed. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→SAP Global Trade 

Services→General Settings →Legal 

Regulations→Assign Countries to Country 

Group 

 
4.3. Define Legal Regulation 

In this step, you will define legal regulation. The legal 

regulations are assigned to legal codes for categorization by 

the system. You use the attributes of the legal regulation to 

control the processes in the application. 

 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→ SAP Global Trade Services →General 

Settings→Legal Regulation→Define 

Legal regulation 

 

4.4. Activate Legal Regulations at the Country/ Group 

Level 

In this step, activate all the Legal regulations you 

defined in the previous actions. Enter a country (or country 

group) of departure or destination for each legal regulation, 

depending on whether the process is inbound or outbound. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→ SAP Global Trade Services→ 

General Settings → Legal Regulation → 

Activate Legal Regulations at 

Country/Country Group Level 

 

4.5. Define Document Types for Application Areas 

Create a document type and a description; enter the 

following details for the document type: 

 

• Process (import or export) 

• Number range number (number ranges for the document 

type) 

• Service log (whether you want a log for analyzing and 

correcting errors) 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→ SAP Global Trade Services→ General 

Settings→Document structure→Define 

Document types for application areas   

 

4.6. Activate Document Types for Application Areas 

Define which document types you want to use for the 

individual application areas. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide→ 

SAP Global Trade Services→General 

Settings→Document Structure→Activate 

Document Types for Application Areas 

 

4.7. Define Item Categories for Application Areas 

Enter a name and a description for the document item; 

Using confluent system document type in the description for 

items from replicated documents is recommended. 
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Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→ SAP Global Trade 

Services→General Settings→Document 

Structure→Define item categories for 

application areas 

 

4.8. Activate Item Categories for Application Areas 

Enter a name and a description for the document item; 

the recommendation is to refer to the document type from the 

confluent system  
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→SAP Global Trade 

Services→General Settings → Document 

Structure→Activate Item Categories for 

Application Areas 

 

4.9. Define Logical System 

Use transaction /SAPSLL/MENU_LEGALR3 in the 

confluent system to define the name, recommendation is to 

use standard naming convention <system_name> 

<client_number>. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→ SAP Global Trade Services →System 

Communication→Define Logical System 

 

4.10. Assign Logical System to a Group of Logical Systems 

Assign the logical system of your SAP GTS and your 

confluent system to the respective clients. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→SAP Global Trade Services→ 

System Communication→Assign Logical 

System to a Group of Logical Systems 

 

4.11.  Assign Document Type at Feeder System Group Level 

Perform the following functions: 

 

4.11.1. Automatically Transfer Document Type 

Use this function as an initial step to transfer all your 

document types from the feeder system to SAP GTS to 

ensure all your data is transferred. You can test the automatic 

transfer function by first performing the transfer in 

simulation mode. 

 

You need to enter the feeder system and the legal unit to 

which you want to transfer the document types from the 

feeder system. 

It is important that you check the automatic transfer 

afterward to ensure the assignments are what you want. You 

can do this in the manual assignment step described below. 

 

You can completely retransfer all the document types 

from your feeder system by setting the Overwrite Existing 

Records indicator. 

 

4.11.2. Manually Assign Document Type 

We recommend using this function to check automatic 

document type transfers and assign new document types 

manually. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→ SAP Global Trade Services →General 

Settings → Numbering Scheme→Assign 

Document Type at Feeder System Group 

Level 

 

4.12.  Define Numbering Scheme of Export Lists 

Define the numbering schema and description of it in 

this configuration step 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→ SAP Global Trade Services 

→General Settings →Numbering 

Scheme→Define Numbering Scheme of 

Export Lists 
 

4.13.  Assign Numbering Schemes to Legal Regulations of 

the Application Areas 

In this configuration, choose the numbering scheme for 

medical regulation and specify any additional validity 

characteristics for the schemes of a numbering system. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide→ 

SAP Global Trade Services→General 

Settings→Numbering scheme→Assign 

numbering scheme to legal regulation of 

application areas 
 

4.14.  Activate Legal Regulations 

Select the Medical Device legal regulation and activate 

it per the agreed setup for the selected Country or Country 

Group. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→SAP Global Trade Services→ 

Compliance management→ Legal 

control→Activate Legal Regulations 
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4.15. Define Determination Procedure to Automatically 

Determine License Types 

Enter a name and a description for the determination 

procedure. Then assign a determination strategy to the 

determination procedure. Enter sequential numbers, starting 

with 10, 20, and so on, and then choose which level you want 

the system to determine the license type under Determination 

Strategy, for example, At the Country/Control Group Level. 

The system then searches for a suitable license type based on 

the sequence and the conditions you have defined for a 

specific determination procedure. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→SAP Global Trade 

Services→Compliance management→ 

Legal control→Define and Determine the 

procedure to determine license types 

automatically 

 

4.16.  Control Settings for Legal Control 

Configure the control parameters for the Legal Control 

application area in this Customizing activity. It defines the 

determination of licenses and the methods used within legal 

control.  You have to configure the individual settings for 

each legal regulation. When you are finished configuring the 

control parameters, you have to define the allowed statuses 

of a license for the legal regulation and enter potential 

dependencies on time zones 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→ SAP Global Trade 

Services→Compliance management→ 

Legal control→Control settings for legal 

control 
 

4.17.  Define License Types 

In this Customizing activity, define the types of import 

and export licenses. When you represent the license types, 

you can also select which objects the system checks when 

determining the license types. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation Guide 

→SAP Global Trade Services→ 

Compliance management→ Legal 

control→Define License types 
 

4.18.  Define Number Ranges for Licenses 

In this Customizing activity, define the number ranges 

for the business objects that SAP Global Trade Services 

maps with the technical object of the license.  

 

 

 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→SAP Global Trade Services→ 

General settings→Number ranges→ 

Define number ranges for license 
 

4.19.  Define Groups of Partner Functions 

In this Customizing activity, combine partner functions 

in groups that you. It is advisable to group the partner 

functions in the same way as the business processes. It will 

enable unique and easy assignment of partner functions or 

partner function groups. 
 

Transaction 

Code 

SPRO 

IMG Menu SAP Customizing Implementation 

Guide→ SAP Global Trade 

Services→General settings→ Partner 

Structure→Define Groups of Partner 

Functions 
 

5. Training 
As a regulatory project, deciding on a training strategy is 

crucial. When deciding on training, analyzing the audience and 

timeline for the training is crucial. The following parameters 

can be used to design effective training. 

• Audience analysis 

• Basic system training 

• Train the trainer 

• Report training 
 

6. Communication 
When communicating with different stakeholders and 

partners, be sure to communicate to the point and try not to use 

complex IT or business words. Make sure the following point 

are considered in your communication 
 

• What is happening and why? 

• What’s changing? 

• When is it happening? 

• What do I need to do? 

• How do I get help? 
 

7. Conclusion  
Understanding the end-to-end business process before 

designing a solution to implement the SAP supply chain 

process for medical devices is critical. Creating a control of 

medical devices license is one of the significant components of 

this configuration. It must be carefully discussed with business 

teams to include all the required master data and business 

transactions. SAP-GTS license configurations are very robust 

to create an automated control for medical device sales and 

provide excellent integration. 
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