
INTD 7074 
Topics in Translational Medical Product Development 

 
Fall 2016  

  
CLASS DAYS and TIME: Every Friday/ 2:00-3:30pm  
 
CLASSROOM:  Library, LIB-2.088 
 
COURSE FACULTY: Andrea Giuffrida, PhD – Course Director 
 

OFFICE LOCATION and HOURS:  By appointment; Office 425A 
 

EMAIL: Giuffrida@uthscsa.edu 
 

TELEPHONE: 567-4219 
 
 

READ THIS DOCUMENT CAREFULLY - YOU ARE RESPONSIBLE FOR ITS CONTENTS. 
 
COURSE DESCRIPTION AND OBJECTIVES 

To be competitive in the life science industry, it is crucial to understand the intricate process of translating basic 
research into market driven products. This course will offer students the opportunity to interact with local CEOs, 
integrate their basic science education with industry-relevant training, and explore the marketing and regulatory process 
through which a biomedical product is developed and commercialized. 
 

Pre-requisites – None 

Semester credit hours – 1 

By the end of this course, each student should be able to:  

• Define and explain practices and regulatory frames for the development of different biomedical products 
• Familiarize with intellectual property considerations, business plan development and fundraising 
• Identify resources needed for research and development, manufacturing and commercialization strategies  
• Explore various development models for small businesses through analysis of case studies.  

 
COURSE ORGANIZATION 

The main teaching modalities used in this course include:   

1) Conventional didactic lectures in which information is delivered to the class;  
2) Discussions of case-studies, encouraging interaction between the instructor and the class, and requiring student 
active participation in the learning process;  
3) Field trips to local biotech companies. 
 
Materials – Presentations are given in the common lecture format and are accompanied by PowerPoint slide files that 
are shared with the students. Medical device prototypes or other medical products are displayed in class and their 
respective development illustrated via videos.  

Computer Access – Exams require access to a computer with internet capabilities 

Reading Assignments – Reading assignments are emailed to students before class. Readings and Audiovisual material 
for the testing exams are available on an online platform shared with UTSA (Entrepreneurial Academy) 



 

ATTENDANCE  

In order to achieve the expected level of competency, students must be fully engaged. Therefore, attendance for every 
class session is expected.  
 
TEXTBOOKS  

Required:  N/A 

Recommended:  USPTO – Frequently Asked Questions about Patents  

   http://www.uspto.gov/web/offices/pac/doc/general/faq.htm   

USPTO - General Information Concerning Patents 

  http://www.uspto.gov/web/offices/pac/doc/general/index.html 

 

The European Patent Office (EPO) http://www.european-patent-office.org/ 

Intellectual Property Ideas for Posterity by J. David Livingston (2005) The Journal of World Intellectual Property 8 (4), 
499–516.  

Do's and Don'ts for Keeping Lab Notebooks. Fish & Richardson P.C.  
http://www.fr.com/news/articledetail.cfm?articleid=72  
 
The importance of getting inventorship right by Diane Sheiness and Karen Canady. Nat Biotechnol. 2006 Feb;24(2):153-
4. 

Protecting innovation in biotechnology startups by Eric K. Steffe and Timothy J. Shea Jr  
Nature Publishing Group; Published online: 23 June 2003 

Basics of preclinical drug development 
http://www.biomedcentral.com/1471-2377/9/S1/S2 
 
Therapeutics for neglected diseases 
http://www.ncats.nih.gov/research/rare-diseases/trnd/trnd.html 
 

   
GRADING POLICIES AND EXAMINATION PROCEDURES 

Describe in detail how grades for assignments/projects/tests will be weighted and factored into final grades, also 
include other information relevant to grading if applicable – for example information about extra credit, examination 
protocol, make-up exams, etc. 

Grading System  
 
Evaluation is based on  Class Participation (50%), Assignments and Case Presentations (50%) 
Students will be assigned a pass/fail grade based on their overall performance and completion of a test offered online 
via the UTSA entrepreneurship Academy platform. Students are expected to complete all readings, engage in discussion 
at every class and participate to field trips and case presentations.  
 
 

REQUESTS FOR ACCOMODATIONS FOR DISABILITIES 

In accordance with policy 4.2.3, Request for Accommodation Under the ADA and the ADA Amendments Act of 2008 
(ADAAA), any student requesting accommodation must submit the appropriate request for accommodation under 

http://www.uspto.gov/web/offices/pac/doc/general/index.html
http://www.european-patent-office.org/
http://www.biomedcentral.com/1471-2377/9/S1/S2
http://www.ncats.nih.gov/research/rare-diseases/trnd/trnd.html


the American with Disabilities Act (ADA, form 100). to his/her appropriate Associate Dean of their School and a copy 
to the ADA Coordinator.  Additional information may be obtained at http://uthscsa.edu/eeo/request.asp. 

ACADEMIC INTEGRITY AND PROFESSIONALISM 

Any student who commits an act of academic dishonesty is subject to discipline as prescribed by the UT System Rules 
and Regulations of the Board of Regents. Academic dishonesty includes, but is not limited to, cheating, plagiarism, 
collusion, the submission for credit of any work or materials that are attributable in whole or in part to another 
person, taking an exam for another person, signing attendance sheets for another student, and any act designed to 
give unfair advantage to a student or the attempt to commit such an act.  Additional information may be obtained at 
http://catalog.uthscsa.edu/generalinformation/generalacademicpolicies/academicdishonestypolicy/ 

 
 
TITLE IX AT UTHSCSA 

Title IX Defined: 
Title of the Education Amendments of 1972 is a federal law that prohibits sex discrimination in education. It reads 
“no person in the United States shall, on the basis of sex, be excluded from participation in, be denied the benefits of, 
or be subjected to discrimination under any education program or activity receiving Federal financial assistance.” 
 
University of Texas Health Science Center San Antonio’s Commitment: 
University of Texas Health Science Center San Antonio (UTHSCSA) is committed to maintaining a learning 
environment that is free from discriminatory conduct based on gender. As required by Title IX, UTHSCSA does not 
discriminate on the basis of sex in its education programs and activities, and it encourages any student, faculty, or 
staff member who thinks that he or she has been subjected to sex discrimination, sexual harassment (including sexual 
violence) or sexual misconduct to immediately report the incident to the Title IX Director. 
 
In an emergency, victims of sexual abuse should call 911. For non-emergencies, they may contact UPD at 210-567-
2800.  Additional information may be obtained at http://students.uthscsa.edu/titleix/ 

 

EMAIL POLICY  

Every student is issued a University e-mail address and account at the time of enrollment. As a matter of University 
Policy, communications between students and faculty that occur using the student’s University e-mail address is 
considered official business. Therefore, students are expected to check their university email inboxes on a regular 
basis so that any announcements, instructions, or information regarding this course will be received in a timely way. 
Missed communications due to inadequate monitoring of incoming emails on the University’s email server will never 
be a valid excuse for unsatisfactory academic progress. 

 

USE OF RECORDING DEVICES 

Recording of lectures and other learning activities in this course by any means (e.g., video, audio, etc.) is only permitted 
if approved by the instructor or required for compliance with Americans with Disabilities Act (ADA). 
 

ELECTRONIC DEVICES 

Cell phones must be turned off during all class meetings and exams. Computers and electronic tablets are allowed 
only for participating in classroom activities (e.g., viewing slides presented in lecture or conference materials). No 
texting, tweeting, emailing, web-surfing, gaming, or any use of electronic devices that is not directly connected with 
classroom activities is permitted. 
 

  

http://uthscsa.edu/eeo/request.asp
http://catalog.uthscsa.edu/generalinformation/generalacademicpolicies/academicdishonestypolicy/
http://students.uthscsa.edu/titleix/


 
TENTATIVE CLASS SCHEDULE 

INTD7074 
Topics in Translational Medical Product Development 

 Fall 2016   

 

  
WEEK DATE TOPIC Assignment 

 
Instructor 

and 
Modality 

Week 1 02-05 Overview and FDA regulatory 
Pathways 

Readings Giuffrida 
(Lecture) 

  Intellectual Property and Introduction 
to commercialization 

Readings Fritz 
(Lecture) 

Week 2 02-12 Development of Therapeutics Readings, case study Garvin 
(Lecture) 

 Target validation, clinical studies Readings Garvin 
(group 

discussion) 
Week 3 02-19 Development of therapeutics: quality 

requirements 
Case study Houghton 

(Lecture) 
 Quality assurance and Manufacturing 

controls 
N/A Houghton 

(Lecture) 
Week 4 02-26 Development of Medical Devices Case study Niederauer 

(Lecture-
group 

discussion) 
 Design, prototyping, scale-up 

manufacturing 
N/A Niederauer 

(video 
demonstra

tion) 
Week 5 03-04 Marketing and funding your 

technology 
Readings Frasier 

(Lecture) 
    

Week 6 03-11 Corporate partnering and strategic 
alliances 

Readings Frayser 
(Lecture) 

    
Week 7 03-18 SBIR/STTR Programs Readings Ingall 

(lecture) 
    

Week 8 03-25 Life Science Commercialization Readings Zannes 
(Lecture) 

    
Week 9 04-01 Reimbursements, Billing regulations 

and contracting 
N/A Biasiolli 

(Lecture) 
    



Week 10 04-08 The researcher entrepreneur N/A Feldman 
(Lecture) 

    
Week 11 04-13 Field trip to Cytocentrics N/A Garvin 

(Field trip) 
    

Week 12     
    

Week 13     
    

Week 14     
    

Week 15     
    

Week 16     
     

Week 17     
     

 


