St. Cloud State University
                 College of Science and Engineering


Masters of Science in Regulatory Affairs and Services

Instructor Interest & Nomination
Thank you for your interest in becoming an instructor for St. Cloud State University’s new Master’s of Science in Regulatory Affairs and Services degree program. In order to help us identify and screen candidates as potential program instructors we need some information from you which is described below. Once submitted, this information will be shared with our review committee for consideration. Once instructor candidates are reviewed, you will be contacted by a University representative to apprise you of the status.
When you have completed these materials please send them to:
Julie Nienaber
Office of the Dean of the College of Science & Engineering

St. Cloud State University

jmnienaber@stcloudstate.edu
Phone: 1-320-308-2167
Materials Needed:

1. Current resume

2. References with name and contact information (If you have 
experience as an instructor please list at least one reference who can directly comment on your role as an instructor.):
Reference #1:      
Reference #2:      
Reference #3:      
3. Completed questionnaire
Questionnaire:

1. Before completing this questionnaire, please review the course descriptions on the MSRAS website (www.msras.com).
2. Then complete the  questionnaire
If you have any questions about the completion of this form or about the degree program please contact Chuck Swanson at 651-817-8627 or chswanson@stcloudstate.edu
RAS Instructor Interest Questionnaire:

1. Contact Information:

Name:      
Organization:      
Title:      
Phone:      
Email:      



Mailing Address:      


2. Medical Device Expert Areas (sufficient to teach RA professionals): 

 FORMCHECKBOX 
 International Regulatory Affairs (Medical Devices)

 FORMCHECKBOX 
 Domestic Regulatory Affairs Law & Regulations (Medical Devices)

 FORMCHECKBOX 
 Medical Device Submission Strategies & Marketing Applications 


Device Class:   FORMCHECKBOX 
 I   FORMCHECKBOX 
 II   FORMCHECKBOX 
 III



 FORMCHECKBOX 
 Good Manufacturing Practices

 FORMCHECKBOX 
 Risk Assessment & Management

 FORMCHECKBOX 
 Industry Standards

 FORMCHECKBOX 
 Medical Device Reporting & Complaints

 FORMCHECKBOX 
 Recalls & Field Actions

 FORMCHECKBOX 
 Labeling

 FORMCHECKBOX 
 FDA Enforcement Practices

 FORMCHECKBOX 
 Investigational Device Exemptions/Humanitarian Use Devices

 FORMCHECKBOX 
 Clinical Trial Design

 FORMCHECKBOX 
 Good Clinical Practices

 FORMCHECKBOX 
 Good Laboratory Practices

 FORMCHECKBOX 
 Clinical Trial Conduct

 FORMCHECKBOX 
 Informed Consent & CFR Design

 FORMCHECKBOX 
 Study Monitoring & Auditing

 FORMCHECKBOX 
 Analysis Plans & Methods

 FORMCHECKBOX 
 Postmarket Studies

 FORMCHECKBOX 
 Health Policy

 FORMCHECKBOX 
 Reimbursement Polices & Practices

 FORMCHECKBOX 
 Health Economic Evaluation

 FORMCHECKBOX 
 Writing and Communication Skills

 FORMCHECKBOX 
 Negotiating With Regulatory Agencies
 FORMCHECKBOX 
 Combination Products

 FORMCHECKBOX 
 Regulatory and Clinical Ethics
 FORMCHECKBOX 
 Other:      
3. Type of instructor role(s) you are generally interested in:


 FORMCHECKBOX 
 Course lead instructor: RAS#:      
(course number(s))
(Lead instructors are responsible for: the overall delivery of course content, are the primary contact for students, establish student grades, and typically teach a significant portion of the course content.)
 FORMCHECKBOX 
 Co-lead instructor: RAS#:      

(Co-lead instructors share the lead instructor duties with one other instructor)
 FORMCHECKBOX 
 Full 4 hour session instructor: RAS#:      


(A session instructor is responsible for delivery of course content during one 4 hour class session)
 FORMCHECKBOX 
 Guest speaker (sub-topic) 1-2 hours: RAS#:      
(Guest speakers speak for a fraction of one session – usually on a very specific topic and do so with the lead or co-lead instructor present)
4. Courses in which you have interest in being an instructor:


 FORMCHECKBOX 
 621 Legal Basis for Medical Device Product Regulation


 FORMCHECKBOX 
 623 Regulatory Routes to Market: 510(k)s
 FORMCHECKBOX 
 625 Regulatory Routes to Market: PMA’s

 FORMCHECKBOX 
 627 International Regulatory Affairs: European Union, Eastern Europe, Australia,

                        and Canada


 FORMCHECKBOX 
 631 IDE Regulations and Clinical Trial Design

 FORMCHECKBOX 
 633 Quality Systems for Regulated Industries


 FORMCHECKBOX 
 635 Regulatory Affairs Compliance


 FORMCHECKBOX 
 641 Health Policy and the Medical Technology


 FORMCHECKBOX 
 643 Reimbursement and Cost Management for Medical Technology

 FORMCHECKBOX 
 651 Regulation of Combination Products

 FORMCHECKBOX 
 653 Ethics in Regulatory Affairs and Clinical Trials


 FORMCHECKBOX 
 655 International Regulatory Affairs: Japan, Other Asia, South America

                        And Middle East


 FORMCHECKBOX 
 657 Advanced Reimbursement and Cost management for Medical Technology

5. Timeframe preference:  (it is acceptable to check more than one timeframe)

Monday-Thursday Evenings:  
 FORMCHECKBOX 
 5:00 – 9:00 pm

Friday Evening:


 FORMCHECKBOX 
 5:00 – 9:00 pm

Saturday



 FORMCHECKBOX 
 9:00 am – 1:00 pm 
 FORMCHECKBOX 
 1:00 – 5:00 pm

Comments:      
6. Semester Preference: 
 FORMCHECKBOX 
 None
 FORMCHECKBOX 
 Fall ’10
 FORMCHECKBOX 
 Spring ’11

 FORMCHECKBOX 
 Summer ’11





 FORMCHECKBOX 
 Fall ’11
 FORMCHECKBOX 
 Spring ’12

 FORMCHECKBOX 
 Summer ‘12

Comments:      
7. Do you have experience as an instructor?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   If yes, describe:       (If you can include a reference from the place of instruction, please do so.) 
8. Are you interested in contributing to the development of course curriculum?  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

Which course numbers?       

Which expert areas?       
