Case Study: Product Data Management 

Product Data Management (PDM) had been talked about at Medtech for years. Now, in 2008, the rumors were becoming reality. 

The PDM system is a database that serves as a library for all the documents that are created in the process of developing new technologies and new products. As teams develop technologies and products, documents in the form of deliverables are generated. Examples of deliverables include the Global Opportunities and Market Assessment Report, the Market Specification, the Product Specification, the Engineering Drawings, the Failure Modes & Effects Analysis, Testing Plans, Clinical Trial Plans, and the Manufacturing Scale-up Plan. 

Part of this documentation is required by the Food and Drug Administration (FDA) to ensure the quality of the product and, ultimately, patient safety. These documents create what is called the Design History File (DHF).Other documents ensure that the product or technology teams conduct a proper analysis and document their decisions properly. Finally, documentation is important for enabling communication among team members, especially as team members leave the project and new members join. 

There are a number of reasons that Medtech is investing in the Product Data Management system.  First, it will help to meet the FDA’s requirement to properly control documents that make up the DHF.  This will mitigate the company’s risk for investigation, penalties and lawsuits. 

Perhaps more importantly, Senior Management is counting on the PDM system to decrease the development time of new products through the re-use of information from previous products. All documents in the system will be indexed by key attributes such as Product Type, Materials Used, Technologies Used, etc. This data will be searchable on any of these attributes or by using a full-text search. For example, if a team is developing the next generation device, it can search the database for documents of previously designed devices instead of starting from scratch. Decreasing time-to-market is seen as one of the most important competitive advantages Medtech can develop. 

Achieving PDM’s goals 

Mark Jones, internal performance improvement consultant, was appointed to serve on Medtech’s implementation team as the “People” lead. In this capacity, he was responsible for training 900 users of the PDP system at Medtech and generally ensuring that the organization was ready to use the system when it goes live on July 8.As he learned more about his role and the tasks he was being asked to perform, he thought there was something missing. All of the effort on the project was focused on getting documents into the system, but in order to realize PDM’s potential, Mark wondered what needed to be done in order for the information in the system to be used effectively once it is captured. 

Questions for Discussion: 

1.   What issues/barriers do you expect Medtech to encounter in implementing PDM? 

2.   Is Mark rightfully concerned about the lack of focus on how the information will be used? 
3.  What does the PDM team, or others, at Medtech need to consider in order for PDM to fulfill its promise of decreasing product development time through re-use of information? 

4.   What should Mark’s role be in this process?

