Laboratory 1:  Introduction to Biomedical Devices

Purpose 
Developing materials for use in medicine is a challenging interdisciplinary process and requires an understanding of material bulk and surface properties, the various biological responses to the materials, the clinical context of their use, manufacturing processes, cost, sterilization, packaging and regulatory issues. This exercise is designed to introduce students to various types of biomedical devices, the manner in which they are classified by the FDA, and in some cases the manner in which they are packaged prior to clinical use.  In addition, students will learn about the Center for Devices and Radiologic Health, the branch of the FDA that regulates medical devices as well as relevant patent literature.

Suggested Process 
1. Examine the various devices on display.

2. Examine how the different materials feel and for how they are used as building materials for different devices.

3. Identify the various major parts of each device or implant. For some, this will be apparent for others you may have to use the internet (try www.google.com) or (www.devicelink.com)  

4. Examine the various different ways in which devices are packaged.

5. Visit the FDA website (www.fda.gov/) and follow link to medical devices. This will lead you to the Center for Devices and Radiologic Health (www.fda.gov/cdrh/index.html), the branch of the FDA that deals with medical devices.  Get familiar with this site.  It will provide some of the answers to #7 below (http://www.fda.gov/cdrh/devadvice/313.html).

6. Five of the devices are marked for your closer inspection.

7. For these devices gather the following information:

· Identify the appropriate CDRH panel, subpart, identification and classification for the device;

· Identify the various major parts of the device or implant and list the biomaterials used.  This may involve contacting the manufacturer and/or locating the appropriate information within the patent literature. (Try www.uspto.gov) 

· Identify two vendors that market the product and obtain information relating to cost; and,

· Identify a patent that describes an improvement in this type of device.

Lab Report format:

Each student must turn in a separate laboratory report representing his or her own work. The report should be prepared using MS Word or equivalent. The department has asked me to include in your grade an assessment of grammar and style, so please proof your report, rewrite the initial draft if necessary and check for spelling and other grammatical errors before submission. 

Your report for lab 1 must include the following information in the upper-left corner of the first page:

BIOEN 5201 - Laboratory 1: Introduction to Biomedical Devices
<YOUR NAME HERE>

<DATE HERE>

List the five devices and the information requested in item #7 above.

