	QCTC1242 Quality Assurance for the Biosciences

Spring Semester, 2007(12 weeks)

Section 001(Syn#48884)

 
	Angela Wheeler

awheeler@austincc.edu
acw_18@hotmail.com
512-757-3514 (Office & Voice Mail)

www.austincc.edu/awheeler

 

	 
	Office Hours: 
  

 By appointment      

 


 

Course Description:
QCTC1242 Quality Assurance for the Biosciences is a course designed to introduce the student to the quality assurance profession in the biotechnology, biopharmaceutical, and the biomedical device industries.  The theories and application of quality assurance and quality control will be taught along with the tools and techniques for sampling and analysis.  The student will evaluate quality assurance standards and be able to explain basic procedures for system audits.

 

The length of the course is 12 weeks, from February 12th  through May 13th, and the course is taught through Austin Community College Distance Learning.
 

Required Course Materials:


Basic Laboratory Methods For Biotechnology:  Textbook & Laboratory Reference (2000) by Seidman & Moore, Prentice Hall
(All other readings and assignments will be provided.)

 

Prerequisites:
CHEM 1405 or equivalent and ENGL 1301 or equivalent.   One year of high school biology is strongly recommended.  

 

Instructional Methodology: 
This is an online course with Blackboard support.  Students must be able to access the internet through a computer to receive course materials, to communicate with instructors and classmates, and to complete assigned activities.  A high speed internet connection and speakers, available at ACC libraries, will be necessary for some assignments.

 

Course Rationale
Instruction will come from the chapters and activities that are placed on Course Documents of Blackboard.  Students will access the information by clicking on Course Documents, and then the specific chapter they want to access.  After studying the reading material, students will be asked to complete a homework assignment which may often require participation in online activities.  The due date for each chapter assignment will be posted on the Announcements section of Blackboard.  Students will receive credit for returning their answers by email to Angela Wheelers’ email address on or before the due date listed.  The graded homework will be sent back to the student to their email account.  A midterm and final exam will be deposited in the ACC testing center and students will be given a week to complete these exams.

 

Course Objectives/Outcomes.
By the end of this course, the student should be able to:

1.       Explain the history, benefits and applications of testing and inspection systems.

2.       Understand the tools, methods and procedures of testing and inspection systems

3.       Develop a program with appropriate documentations

4.       Verify traceability to national standards

5.       Become familiar with local biomanufacturing processes and their unique quality assurance concerns

 

A copy of the ACC Biotechnology Department’s “Biotechnology ACAP Competencies Divided Between the Courses in the Program” is posted at our website:  http://www2.austincc.edu/biotech/.

 

Grading information:
Students’ grades will be based solely on performance in homework assignments and tests.

 

Grades for this course will be based on the following criteria:

1.       Exams (500 points).  There will be 1 midterm exam and a comprehensive final exam given in the ACC testing centers.  The midterm exam is worth 200 points, and will cover topics and concepts found in the online Modules 1-4.  A comprehensive final exam worth 300 points will be given during the last week of the semester in the ACC testing centers.  The format of all these exams will be diverse, and may include short answer, definitions, matching, problems, and analysis.

 

2.        Homework (300 points).   Students will be given homework assignments that correspond to the topics being covered in the reading material and online activities.  The homework assignments will reflect the expectations in the course examinations in content material.  

Grading Summary:

 

	Midterm exam

Final exam

Homework
	200 points

300 

300

	TOTAL
	 

800 points


 

Grading will be based on points earned:  90-100% for an A,  80-89% for a B, 70-79% for a C,  60-69% for a D, and <60% for an F.

Course Policies
1.       Expectations.   Students are expected to complete assigned readings, activities, and homework by the deadlines announced on Blackboard each week.  Students should expect to spend at least four hours each week on these assignments in order to achieve a grade of C or higher.

 

2.       Attendance.  Students who are unfamiliar with the use of Blackboard are asked to email the instructor. 

 

Students who have failed to email the instructor within the first 2 weeks of the semester will be withdrawn from the course by the instructor.
 

3.       Exams.  All exams will be given in the ACC testing centers for a period of one week.  There are no retests; once you take an exam, you may not take it again to try for a better grade.  Students must have an ACC student ID in order to use ACC testing centers.  

 

4.       Makeup exams.   Make-ups for missed exams will only be given within five days of the missed exam, and only if there has been a documented medical emergency or death in the immediate family.   Make-ups will only be given to students who provide the instructor with a written request within 24 hours of the missed exam, along with documentation for an excused absence, described above.  Only ONE makeup exam will be given to any student during the semester for any reason.  The final exam is both comprehensive and mandatory. 

 

5.       Late work.  Work will not be accepted past its due date unless the student can document an extenuating circumstance and special permission is granted by the instructor for a deadline extension.  Deadlines can be deferred and exempted from the late penalty only if the student provides the instructor a written request and document an illness or death in the immediate family within 24 hours of the due date. Upon instructor approval, a new deadline will be set and sent to the student by email.  
 

6.       Withdrawals.  If it becomes necessary for a student to withdraw from the course, it is the student’s responsibility to turn in a withdrawal slip to the Registrar in Admissions by the withdrawal deadline listed in the ACC Course Schedule.  If this paperwork is not filed properly, the instructor will be forced to turn in an F for the student’s transcript at the end of the semester. 

 

7.       Reinstatement procedures will follow those outlined in the current ACC General Catalog. 

 

8.       Incomplete grades.  Incomplete grades are given entirely at the instructor’s discretion and must be completed before the end of the next semester.  In order to get an incomplete grade (“I”) in this course you must do all of the following before the last week of the semester.:

a. Present a valid and well-documented reason, submitted in writing, for the instructor to give an incomplete grade.  This should include the reason that the student has missed the official drop deadline for that semester. 
b. Complete a midterm exam and half of the homework assignments, and have at least a 70% grade average in the course. 
c. Meet with your instructor to discuss what is involved in getting and finishing an incomplete. 
d. Sign an Incomplete Grade Form, and give it to your lecture instructor prior to the last day of class. 
 

9.       Scholastic Dishonesty.   Acts prohibited by the college for which discipline may be administered include scholastic dishonest, including but not limited to, cheating on an exam or quiz, plagiarizing, and unauthorized collaboration with another in preparing outside work.  Academic work submitted by students shall be the result of their thought, research or self-expression.  Academic work is defined as, but not limited to tests, quizzes, whether taken electronically or on paper; projects, either individual or group;  classroom presentations, and homework.  

 

Violations of ACC standards for academic honesty will be handled according to the Student Discipline Procedures as described in the current ACC Student Handbook.  The instructor reserves the right to withdraw from the course any student who endangers other students, or interferes with the learning of other students.   All students must adhere to the current policies and procedures of ACC for student dishonesty and discipline (available at  http://www3.austincc.edu/evpcss/handbk/toc, or http://www.austincc.edu/marketng/handbook.  Acts prohibited by the college for which discipline may be administered include scholastic dishonesty, including but not limited to cheating on an exam. Work that has been produced dishonesty will be given a grade of zero, and the instructor reserves the right to withdraw from the course any student who has committed scholastic dishonesty.  Plagiarism includes any text authored by someone else and not given credit.  This includes text lifted from the Internet.

 

10.   Academic Freedom.  Institutions of higher education are conducted for the common good.  The common good depends upon a search for truth and upon free expression.  In this course the professor and students shall strive to protect free inquiry and the open exchange of ideas, facts, and opinions.  Students are free to take exception to views offered in this course and to reserve judgement about debatable issues.  Grades will not be affected by personal views.  Students will be allowed to voice their opinions in the classroom and in assigned classwork.  Their opinions will not be censured, but students may be asked to explain and justify their reasoning in all cases. With this freedom comes the responsibility of civility and a respect for a diversity of ideas and opinions.  This means that students must take turns speaking, listen to others speak without interruption, and refrain from name-calling or other personal attacks.
 

11.   Accommodation for Students with Disabilities.   Each ACC campus offers support services for students with documented physical or psychological disabilities.  Students with disabilities must request reasonable accommodations through the Office of Students With Disabilities on the campus where they expect to take the majority of their classes.  Students are encouraged to do this three weeks before the start of the semester.

 

Students with disabilities must request reasonable accommodations through the Office for Student with Disabilities (OSD) on the campus where they expect to take the majority of their classes.  Students are encouraged to do this three weeks before the start of the semester, and a letter of accommodation from and OSD specialist must be presented to the instructor during the first two weeks at the beginning of the semester.   

	 

RESOURCES:

 

Extra Help.  Free tutoring in math and science is available at all the main ACC campuses:  RGC, RVS, PIN, NRG, CYP, and EVC.  Be aware that tutoring specific to biology may not be available at every location and at all times.  Follow the link to “Student Services” on the ACC web site www.austincc.edu for current information about the schedule of biology tutors at the ACC Tutoring Labs.

 

The best tutor for this course is myself, and my office hours listed above are the best times to come to me for help.  If you cannot come during these hours, you may request an appointment for additional help.  I can help you with specific questions that you may have, and I can direct you towards some additional sources of information, including video and computer animations, or supplemental information from reference books and websites.

 

Online tutoring is available to all ACC students, especially valuable if a review of basic math is required:  http://www.smarthinking.com/static/pub_student_offer.cfm.  Online tutoring is also available for ACC Distance Learning students at the ACC website.

 

Accommodation for Students with Disabilities.  Each ACC campus offers support services for students with documented physical or psychological disabilities.  Information is available at the following OSD sites:

 


Campus
room number
phone number

CYP

1006 or 1018
223-2026 or 223-2014


EVC

2115

223-5158


NRG

1120

223-4726


PIN

216

223-8300


RGC

206

223-3142 or 223-3143


RVS

8116

223-6244

 

Student Services.  The web address for student services is:  http://www.austincc.edu/resources_students/services.php or at http://dl.austincc.edu/StudentResources/StudentServices.htm.  An overview of student support services can be found at:  http://www3.austincc.edu/evpcss/orgref/stsupp.htm.

 

ACC computer labs.  Information about the access to and use of ACC computer labs is available at: http://itfd.austincc.edu/cr.CompCenters.htm.

 

ACC libraries.  Students can access resources and information about the use of ACC libraries at:  http://library.austincc.edu/services/EXT2/extweb4.htm.

 

Student Handbook.  The ACC policies for all ACC students are at:  http://www.austincc.edu/handbook.  The ACC policies for ACC Distance Learning students can be found at:  http://dl.austincc.edu/StuentResources/StudentHandbook.pdf and http://www.austincc.edu/marketing/handbook/
 

College Calendar.   http://www3.austincc.edu/evpcss/calendar/Default.htm
 

Instructional Services.  The web address for instructional services is http://www3.austincc.edu/evpcss/memos/refernce.  Click on “Campus Based Student Support Overview”.

 

Biology Web Site.  For information on course descriptions, common course objectives, course schedules, contact info for faculty, and links to other websites:  http://www2.austincc.edu/biology.

 

Biotechnology Web Site.  Course descriptions, course schedules, the Biotechnology Program curriculum, and contact info for faculty are at:  http://www.austincc.edu/biotech/acc/   or  http://www.austincc.edu/biotechnology.
 

ACC Testing Centers.  Information on access to and policies of the ACC testing centers can be located at:  http://www2.austincc.edu/testctr.  

 


 

 

QCTC1242 Quality Assurance for the Biosciences

Spring Semester, 2007(12 weeks)

Section 001(Syn#48884)

Course Outline/Calendar (tentative)

 

Please note:  schedule changes may occur during the semester.  Any changes will be announced in class.  

 

	Week

beginning
	Reading Assignments

	Feb 19

 

 
	Module  1.  The General Organization of a Biotechnology Company

	Feb 26

 
	Module 2.  QA/QC – An Historical Perspective

 

 

	Mar 5

 

 
	Module 3.  Quality Defined

	Mar 19

 

 
	Module 4.  Regulations, Rules and Agencies as They Pertain to Biotechnology

	Mar 26

 

 
	Module 5.  Approval and Regulation of Pharmaceutical Products

	Apr 2

 
	MIDTERM EXAM:  Modules 1-5

 

 

	Apr 9

 

 
	Module 6.  Documentation

 

	Apr 16

 

 
	Module 7.  Quality Systems in the Laboratory

	Apr 23

 
	Module 8.  Basic Math and Statistics Review

 

 

	Apr 30

 
	Module 9.  Laboratory Math


 




	May 7 – 

May 11

  
	COMPREHENSIVE FINAL EXAM:  Modules 1-9


STUDENT INFORMATION SHEET





 

By completing this form, I acknowledge that I have received a course syllabus and that I understand the requirements and procedures as presented in the syllabus, the ACC Student Handbook, and the ACC catalog.

 

	Student

 

 
	ACC ID#
	Date

 

	Course title

 

 
	Campus
	Instructor

 

	Major

 

 

 
	Degree or certificate working towards
	Expected completion date

 

	Previous coursework in biology (when & where)

 

 

 

 

 

 

 
	Previous coursework in chemistry (when & where)

 
	Most advanced coursework in math (when & where)

 

	How many hours per week do you work?

 

 
	How many credit hours are you taking this semester?
	How many hours can you commit to this course outside of class each week?

 

 


 

 

Is there anything about your educational background, work situation, future plans, personal challenges, etc., that I should know in order to help you succeed in this class?
 

 

  

 
 

 

 

 

 

 

 

Contact information:
 

	Street address
	City/Zip code

 

 

	Phone number(s) and best times to call:

 

 

 

 
	Email address (please print carefully!)


 

 

This contact information is for my records.  For permission to release this information to classmates for study group contacts, please sign here: 








 



