Bio 77 Business and Regulatory Practices in Bio Manufacturing  
Professor John Polos





jpolos@peralta.edu

Office Hour M/W 5:25-6 in B200 or B 207

http://Online.peralta.edu/spring2014

Overview

Bio 77 Business and Regulatory Practices in Bio manufacturing examines the basic business principles and regulatory practices designed to assure the quality and safety as companies work through the new product development pipeline. Bio 77 explores the role of governmental oversight and regulation during the discovery, development, and manufacture of new products produced by biotechnology.
 
This course is a comprehensive exploration of the implications that regulation has on companies that research, develop, and produce drug and biotechnology products for human therapeutic use within the United States and abroad. The course follows the evolution of the drug regulations as they started in the early twentieth century to present day.  This develops an appreciation for their importance and gives greater context to regulations in their current form.  The course then explores the lifecycle development of a new drug product and the regulatory milestones in place, through various phases of preclinical and clinical trials, to ensure drug safety and efficacy.  Finally, the class will examine how companies maintain compliance with quality systems requirements.  The material will be taught with actual industry guidance documents published by the FDA and EU and through weekly case study assignments to consider various successes and failures of regulated companies.
 

Recommended course to take prior: ENGL  001A Composition and Reading
Course Design:

Since this is an on-line class, it is up to the student to keep current with all course material. Each week the student will be given a lesson to complete on-line an assignment based on the lesson. Furthermore, the student will be responsible for on-line discussions each week that make up a bulk of the grade. 
Student Learning Outcomes
	Student Learning Outcomes
	Assessment Method

	1. Analyze good manufacturing practices in terms of product safety, identity, quality and purity.
	Analysis of exam questions. Multiple choice, short answer and essay questions will be examined.

	
	

	2. Demonstrate knowledge of regulatory requirements in standard regulatory documents
	Analysis of student written regulatory documents

	
	

	3. Analyze different regulatory procedures and describe when they are appropriate to use in following good manufacturing procedures.
	Analysis of exam questions. Multiple choice, short answer and essay questions will be examined.


 

Course Goals and Objectives 
At the end of the course, the student will have acquired the ability to:

1. Understand the business environment of the biotechnology industry and how companies bring products to market.

2. Correlate quality, safety, and regulatory issues in biotechnology to practices employed to assure safety and efficacy.

3. Understand FDA regulations in regards to cGMP and cGLP practices.

4. Evaluate compliance of laboratories and production facilities in accordance with FDA and other governing regulations.

5. Interpret and evaluate validation procedures.

6. Prepare and evaluate SOPs as they relate to development and processing of products.

7. Recognize, appraise, and assess a wide variety of production documents and their respective uses.

 Technology Requirements:  
This class has a required online component:

This course is found at http://online.peralta.edu/spring2013 .  Your log in is the same as your passport ID  and your password is your student birthday year,month,day. Thus if my name is John Polos and my birthday is 1/2/03 my log in is JoPo5678 and my password is 2003/01/02. Computers with online access are available in F170, F251, and G 273 if you do not have access at home. Each student is also required to have an email account, and it must be checked regularly. Information about login on (including a link to a video) can be found here; http://www.laney.edu/wp/john_polos/moodle-discussion-board/

Students are required to use the web site.

All email must contain the student’s name in the subject heading. Please remember that this is a professional site, so we must conduct ourselves accordingly. Please do not misuse the Internet or email. Finally, please do not forward messages to me or other students.

The following are the online course components:

Moodle Books ([image: image1.png]


) each week students will be given 1 or more on-line books to complete.  The idea is that you “read” the book like a text book. However, unlike a text book, there may be  video and audio files to supplement the text in the book. Tests will be based on the moodle book.  

Assignments ([image: image2.png]


):   In most weeks you will have a short assignment. The goal of the assignments is to keep you on track and to show that you are understanding the work (or at least attempting to.)  . They will typically be due the Sunday of the week. You will have either white papers or case studies. White papers get their name because in business, a white paper is used to explain a concept point to a client to try to get the client to understand an issue or solve a problem for the client.   Case studies you will look into a specific issue that is covered in the books. Sometimes you will post your findings for only me to see, other times, for your classmates to see and comment on.
Discussions (forums)  ([image: image3.png]


):  For each week you will be asked to make 1 forums post and two  forum response.  You are welcome to make additional response posts, but moodle will max out your points.   Because there are no time or space constraints to your post, I expect your postings to be both well reasoned and well written.  Try and make your position as clear as possible.  Do not simply state your conclusions.  Build strong arguments.   It is good practice for the future! Your typos and very minor grammar errors are forgiven in advance. No attempt will be made to grade that aspect of your posting.  I would like you to make your primary post by Friday of the night it was assigned and it should be at least 200 words.  Your responses are due Sunday of that week and must have at least 100 words.  Typically you will have 1 discussion per module
Quizzes ([image: image4.png]


): You will 5 quizzes spaced through the semester. 
What successful students should expect to do in this course: 
Overall Responsibilities for any class:  

Successful students follow both oral and written instructions. The syllabus and assignment sheets are the primary sources of instructions in any college course; so successful students read them carefully and refer to them regularly. Successful students write down any instructions given orally by the professor; they also are careful to make sure that they have taken accurate notes and ask questions before due dates. Successful students look up information first so that they ask informed questions, not questions they already have the answers to. If they can’t find the answers, they contact the instructor after class or via voice mail or email.  Successful students pay close attention to how they can best and most easily learn the material in a particular subject area.  You may find it helpful to take a learning styles inventory to guide your study habits.  You can access one online at http://www.metamath.com//lsweb/dvclearn.htm.  If you have difficulty figuring out how best to learn the material in this class, please make an appointment to see me.  

Online Course Responsibilities:  

This course requires significant self-motivation.  You must not get behind.  If you were to attend a traditional class you would be expected to attend 3 hours of class per week and do another 6 hours of work outside of class. Therefore, expect to spend 6 to 9 hours per week on this class.   Don't try to do them in one day.   Please note that not all lessons are created equal.  Some may take a bit more time than others.  You should plan additional time to read the text and study for the quizzes.  In the beginning, the lessons will probably take longer than they will once you are familiar with the system

Planning Time:  

Successful students, those that get A’s, B’s, and C’s, use their time wisely. The standard formula for college coursework is that every one hour of class time will result in two to three hours of homework, so a three unit class will do an average of six or more hours of homework (reading, research, studying) per week

As a result, successful students plan their time wisely so that they keep up with assignments. They also meet with the instructor during office hours so that they can get much needed feedback on their work. 

Online Courtesy Policy: 

Extreme consideration for the feelings of others is expected.  People can’t see you smile and won’t know that you are joking.   Do not tell people they are stupid or wrong.  Do explain why you believe differently.  If someone has the facts wrong, direct them to the source of accurate information or politely offer your alternative "facts."  Use of profanity or direct insults which defame a person's character, race, ethnicity, religion, etc. are inappropriate and will not be tolerated.  Such abuses will result in expulsion from the course after one warning.

Students who fall under “Americans with Disabilities Act: 
· Please let the instructor know as soon as possible (before the first test at the latest) any accommodation that you need access to that will help to improve your experience in this course.  (note DSPS normally gives me this information)  

· The website for Laney’s Disable Student Services is : http://www.laney.peralta.edu/apps/comm.asp?$1=30021:
· Their phone # is  510-464-3428
· They are located in room E253 


Asking questions

Please e-mail me or attend an office hour if you have any questions.

Academic Honesty

It is important that all your work is intellectually honest.  Violations of academic honesty are not tolerated, and it is imperative that you understand what is prohibited.  These violations include acts such as cheating on an exam or plagiarism. If you are caught cheating or plagiarizing, you may receive a 0 on an assignment, a letter of reprimand from the college, or dismissal from the class or college.

Plagiarism is the copying or paraphrasing the work of others and turning it in as your own work and is strictly prohibited.  This includes getting assignments from other students (past or present) and any published reference (print or electronic).  Any plagiarized assignment will not be accepted, and you will receive a score of 0 for that assignment.  Plagiarism is a serious academic offense and may result in an “F” in the course and possibly expulsion from the university.  

You are encouraged to interact with other students and use as many references as you can in your attempt to understand the material or calculations.  However, be aware of the limits.  When you sit down to write up your assignments, you must use your own words and organization of ideas.  When you do this, you also have to tell the reader (in this case the teacher) where you got the information from.  While some teachers require formal citations, for this class, you may just paste the web link of where you got the information from. 

Withdrawals  
It is the student’s responsibility to withdraw from any class in the Peralta school system
 
Grading and Assignments  
Grades will be determined by performance on appropriate participation in each module's discussion exercises, minute papers, quizzes, written assignments, a midterm essay, and a final exam. The essay will include material covered in lectures, readings, and assignments up to the date that the essay is due. Emphasis in the essay will be placed on critical thinking and your ability to build argument skills; the essay will be on a unifying course topic.  The final exam will be an objective-type exam (ex. multiple choice, short answer) covering the entire course but with major emphasis on the material since the midterm.

The written assignments will be direct applications of the material covered in lecture. White papers will be used to assess your understanding of the material and provide a vehicle for you to offer feedback. (White paper is a business term for a paper that helps a person understand an issue)  The quizzes are designed to assess fundamental understanding of the module's materials.  All assignments will be returned within one week of the due date.  Due to the online delivery of this course and the freedom for you to manage your time, this course requires a consistent effort throughout the course term to help keep you on track.
Bellow is an approximate breakdown of points
Assignment Value:

	Graded Assignment
	Points Possible

	Module Discussion primary Postings (14 X 5 pts. each)
	70

	Discussion response postings (14x2)x5
	140

	White Papers and case studies (14 X 10 pts. each)
	140

	Quizes: 4 x ~50-60
	200-240

	Total
	550-690


 

 You should plan to check in to the Discussion board to post and respond to new postings several times a week.  You may want to consider checking more frequently to read other student's comments.

 

Talking about this material is the heart and soul of an online class.  These discussions are so valuable and it requires YOU to commit to taking the time each week. This rubric is per posting
 

	 
	Partially or Not Completed

0-1 points
	Completed

2-4points
	Exceptionally Completed

5 points

	Quality of Posts
	Postings are not relevant
	Discussion topic is answered but criticalanalysis is clearly missing
	Thoughtfully and critically addresses discussion topic


 

White  Paper Grading Matrix



 

Each week will conclude with a thoughtful reflection and response to the unit's material and activities.  Your Minute Paper will be graded against these guidelines.

 
	 
	Partially or Not Completed

0-2 points
	Completed

6-8 points
	Exceptionally Completed

10  points

	Minute Paper Response
	No evidence of adequate reflection. Response is exceedingly brief.
	Discussion topic is answered but critical analysis is missing or incomplete.
	Thoughtfully and critically addresses topic


	Week
	Topic

	1
	How bio tech companies develop their products.: how sound business practices assure quality and safety

	2
	The Food and Drug Administration : Background, History and intro to clinical trials The FDA: Clinical trials and interaction with the industry

	3
	 Current Good manufacturing Practices (cGMP):

Assuring and proving product safety, identity, strength, quality, purity

	4
	  Current Good manufacturing Practices (cGMP): Standards for formulation, fermentation, sterilization, lyophilization and depyrogenation

	5
	Issues of Quality  Assurance and Quality Control quality assurance pt 2 and International quality standards for manufacturing 

	6
	Documentation

	7
	Validation

                1) retrospective validation

                2) prospective validation



	8
	Agricultural Biotechnology and the US Department of Agriculture



	9
	Issues in organization and personnel, buildings and facilities and equipment

	10
	Materials and controls

	11
	Environmental control


	12
	Process control

	
	Intellectual property, patents in biotechnology

	14
	Inspections and audits

	15
	The EPA

	16
	The future of the biotechnology industry: economic trends and social considerations

	17
	Final exam


