BITC 1240 – Quality Assurance for the Biosciences Master Syllabus
SECTION I: CLASS INFORMATION

INSTRUCTOR: 

Office Phone: 
 
Office Location: 
 
Office Hours: 
  

If necessary appointments can be made upon request
E-mail: 

 
BIOTECHNOLOGY DEPARTMENT CONTACT INFORMATION:

Department Chair:
Linnea Fletcher, PhD, 

Email: 

linneaf@austincc.edu

Phone Number: 
512-223-5912

Admin Assistant: 
Steven Spurlock

Email: 

sspulock@austincc.edu

Phone Number: 
512-223-5915

COURSE DESCRIPTION: Quality assurance principles and applications. Includes quality control and Federal Drug Administration (FDA) regulations in the biotechnology, biopharmaceutical and biomedical device industries. Skills: G Course Type: W

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

The TSSB recognized Skill Standards for this course can be found here: http://www.austincc.edu/biotech/skillstandards.php. 

Course Rationale:  

BITC 1240 Quality Assurance for the Biosciences is a course designed to introduce the student to quality principles as they apply to the biotechnology, biopharmaceutical, and the biomedical device industries.  Theories and application of quality assurance and quality control will be presented and several different quality systems will be discussed such as cGMP, ISO9000, Six Sigma and Lean. This class will be focused on quality in the bioscience workplace and therefore will include many applied assignments, which include internet research in current regulations and discussion board participation.

Instructional Methodology: 

This is a Distance Learning on-line class. Students must be able to access the internet through a computer to receive course materials, to communicate with instructor and classmates, and to complete assigned activities.  A high-speed internet connection, MS word software and a computer with speakers (available at ACC libraries and learning center) will be necessary to complete assignments.

REQUIRED TEXTS AND MATERIALS:

Textbooks: 
Seidman & Moore, Basic Laboratory Methods for Biotechnology:  Textbook & Laboratory Reference, 2nd edition. 2009. Prentice Hall. ISBN: 0321570146 

Blackboard: You are required to utilize Blackboard for this course. The Module exercises will be made available through Blackboard only. To access Blackboard you need an ACCeID. To activate your ACCeID: http://www.austincc.edu/acceid/ To log on to Blackboard: http://acconline.austincc.edu/ 

Student ID:
You must acquire a student ID to use the testing center. http://www.austincc.edu/support/admissions/student_id.php 

Email:
You are required to communicate with your instructors using your ACCmail account ONLY. To obtain your email account: http://www.austincc.edu/accmail/  Instructions on forwarding your email to a more regularly monitored email address can be found here. 

NOTE: If you work for ACC at ANY capacity, they will assign you a STAFF email account in addition to your student account. The staff email account will be your default account on Blackboard. If that is the case, and you do not use the staff account, you must retrieve your staff account and forward that account to your student account. You can email me from either ACC email account, however, just note that my emails to you will be to the email account listed on Blackboard,  I cannot change that. 

Modules:  
Learning modules are posted to Blackboard. Instructions for the homework assignment are included at the end of each module. Sign in to Blackboard and click on this class. To retrieve learning modules click on the “Assignment” button on the left hand side of the screen. Then click on the learning module folder you need. 

Technology:
You are required to use a computer with a reliable and relatively fast internet connection, with earphones and/or speakers and with Microsoft Office to complete your homework assignment. If you do not have access to this type of computer equipment and software at home ACC learning lab is available for your use. Are you ready? Here’s a technical skills checklist to find out: http://dl.austincc.edu/students/TechCheck.php
 SECTION II: GRADING SCHEME AND MISSED EXAM POLICY:

1. Homework Assignments (450 points): Students will be given homework assignments that correspond to the topics being covered in the Modules.  The homework assignment is an on-line open book quiz and discussion board question that will reflect the module workbook readings and exercises. Module workbooks and Homework assignments are posted on Blackboard under “Assignments”.

There are 9 Modules and one Orientation assignment. The orientation assignment is mandatory. You MUST complete ALL of the orientation assignment to stay enrolled in the class. Students not completing this assignment by due date may be dropped. 

All module homework assignments are worth 50 points. Homework assignments are posted on Blackboard. When complete you must press SUBMIT in order for them to be graded. Once they are submitted you cannot redo the assignment. 

There are 9 modules that come with a comprehensive workbook. In this workbook you will be given a series of tasks that may include one or more of the following: 

· Reading assignment from the Seidman textbook

· Reading assignment at a website

· Research assignment at a website

· Watch an on-line video

· Use a self-directed Power Point

When you have completed the workbook, your grade for that module (total of 50pts) will be based on the following:

a. A 20 question (40pt) quiz. The format of this quiz may be multiple choice, match up, and/or short answer. The quiz is open-book, you can take all week to complete it and save your work as you go. However, you MUST PRESS SUBMIT for your assignment to be graded by the due date and time. You will receive your grade immediately. 

b. A discussion board participation question worth 10pts.

2. Exams (450 points): There will be one midterm exam and one comprehensive final exam totaling 450 points.
· The midterm exam is an open book on-line exam which is taken on Blackboard only.  The midterm exam is worth 150 points, and will cover topics and concepts found in the on-line Modules 1-4.  The format of this exam will be multiple choice, true/false, matching and short answer.

· A comprehensive final exam worth 300 points will be given during the last week of the semester and will cover all modules (1-9).  This is an open book on-line exam which is taken on Blackboard only. The format of this exam will be diverse, and may include multiple choice, short answer, definitions, matching, problems, and analysis.

3. Final Project (100 points): There is one final project due in the last week of class. This assignment will encompass all the learning modules into one comprehensive project. Details on this project are posted on Blackboard. You may work in pairs or alone, and the format for this project is open – creativity on this project is encouraged. 

SUMMARY GRADING SCHEME:

Grades will be assigned according to the following scale (there will be no “curving” grades)


Exams


 
             450

Module Exercises



  450
Final Project




  100



Total Lecture Points


1000
Divide total points by 10 = Grade %

Grading Scale: 
90‑100% = A; 80‑89% = B; 70‑79% = C; 60‑69% = D; < 60% = F




Percentage scores will be rounded to the nearest whole number. 

SECTION III - ACC & CLASS POLICIES

1. Coursework Expectations.   To be successful this course, you must have a strong commitment to succeed. Although this is a distance learning class, it is not self-paced. Students are expected to complete assigned readings, activities, and homework by the deadlines announced on the schedule.  Students should expect to spend at least four hours each week on these assignments in order to achieve a grade of C or higher. Most students spend closer to 8 hours per week. You will be spending a lot of time on-line, participating in discussion groups on Blackboard. 

2. Expected Response Times in Communication. The majority of faculty-student communication will be via email. I will schedule chat session and video conferences when requested as technically available. When communicating with the instructor by email the expected response time is 24hrs from 8am Monday to 5pm Friday. During the weekend the response time may be delayed. 

3. Grading Expectations. All graded material will be graded and returned (grades posted to Blackboard) within one week of the material being submitted. 

4. Netiquette. Since this is an on-line course instructor/student communication will be mainly through email. It is expected that all email communication be courteous, polite, respectful and thoughtful. Remember that email can be a difficult medium to navigate and always err on the side of positive and polite communication. Here are some general guidelines below. You will be given one growth opportunity (read warning) before a point penalty will be imposed. If there is no improvement ACC progressive discipline policy may be taken. 

· conduct yourself in a manner that is appropriate and courteous to other participants

· focus on one subject per message and stay on topic

· use an appropriate level of formality (conversational, yet not as casual as chatting or texting with friends)

· avoid using all capitals (it will seem like you are shouting)

· use humor carefully as it may be misinterpreted

5. Request for Student Contact Information. I will need your phone number and ACC email address to contact you throughout the semester. Your email may be shared with the entire class for student interaction and student work groups.
6. Attendance/Class Participation. Regular and punctual class attendance is expected of all students.  If attendance or compliance with other course policies is unsatisfactory, the instructor may withdraw students from the class.
This is a distance learning class; however there are some attendance commitments you must keep. 

i. You must email the instructor during the first week of class. If you do not, you will be dropped from the class. You must respond to the instructor’s email within 24-72 hrs or risk being dropped from class. 

ii. The orientation assignment must be completed in the first week of class or you may be dropped from the class. 

iii. You must access Blackboard at least once a week to obtain your Module and complete the homework assignment. If you stop submitting your assignments, you may be dropped from class.
iv. You must participate in discussion board, collaborative projects with other students in a timely fashion. If you do not respond to student emails and discussion board posts in 24-72hrs you may be penalized, dropped from class or removed from a collaborative project. 

7. Modules. Each week you must download a module assignment from Blackboard. Each module assignment specifically addresses an important quality area in the biosciences. The modules will include 15-20 pages of reading, in addition to a textbook reading assignment. The assignment may also include a self-directed PowerPoint presentation, watching videos, animations, or viewing important websites. There will be short questions pertaining to the reading in addition to discussion board participation that must be completed by the due date posted on the schedule. Feedback on the modules will be provided in the answers of your individual module quizzes. If you request additional feedback, please email me to schedule an appointment or come to my office hours. 
8. Midterm Exam & Comprehensive Final Exam. The open-book midterm and final exam will be given on-line on Blackboard ONLY. There are no retests; once you take an exam, you may not take it again to try for a better grade.  Once you start the exam you may not stop it or save it and continue another time. Although this is an open-book exam, there IS a time limit (2hrs). Questions will be randomized, answers will be randomized and you will only be permitted to see one question at a time with no back tracking. Format for these exams is multiple choice, fill in the blanks, short answer, and match up. 

9. Missed Exam Policy.  Makeup Exams will only be given for DOCUMENTED emergencies only. You must contact me within 24 hours past the due date to arrange alternative testing accommodations. “The testing center was full” and “my computer broke” are NOT emergencies. You are expected to anticipate computer access problems. Upon instructor approval, a new deadline will be set and sent to the student by email.
10. Late Work Policy: Homework assignments are due on the date posted on the schedule. There will be 10% deducted from the homework grade for each day it is late (yes, weekends count!). Work will not be accepted more than five days past its due date, unless the student can document an extenuating circumstance and special permission is granted by the instructor for a deadline extension. Note: The final project will not be accepted late.

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. Upon instructor approval, a new deadline will be set and sent to the student by email.
11. Withdrawals: It is the responsibility of each student to ensure that his or her name is removed from the roll should they decide to withdraw from the class.  The instructor does, however, reserve the right to drop a student should they feel it is necessary.  If a student decides to withdraw, they should also verify that the withdrawal is submitted before the Final Withdrawal Date.  The student is also strongly encouraged to retain their copy of the withdrawal form for their records.

Students who enroll for the third or subsequent time in a course taken since fall, 2002, may be charged a higher tuition rate, for that course.

State law permits students to withdraw from no more than six courses during their entire undergraduate career at Texas public colleges or universities.  With certain exceptions, all course withdrawals automatically count towards this limit.  Details regarding this policy can be found in the ACC college catalog.

It is your responsibility to determine your grade status in the course at all times and withdraw yourself if you decide to drop the course.  Students who are not passing the course before the withdrawal deadline should talk with me about withdrawing themselves from the course. Students not completing all work by the end of the course, and who do not withdraw themselves will receive a letter grade unless they qualify for and have requested an incomplete grade. I may not automatically drop you from the course even if you quit coming to class.  

Withdraw Dates: Are posted on the ACC academic calendar: http://www.austincc.edu/support/admissions/academiccalendar.php 

Students may be withdrawn from this course if they do not email the instructor within the first week of class and complete the orientation assignment by due date posted on schedule.

12. Incomplete Award Policy.  An instructor may award a grade of “I” (Incomplete) if a student was unable to complete all of the objectives for the passing grade in a course.  An incomplete grade cannot be carried beyond the established date in the following semester. The completion date is determined by the instructor but may not be later than the final deadline for withdrawal in the subsequent semester. 

Note, incomplete grades are rarely given in this class and will be given entirely at the instructor’s discretion.  In order to get an incomplete grade (“I”) in this course you must do all of the following before the last class meeting:

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 midterm exam, 50% modules, 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. Incomplete grades must be completed by approximately two weeks before the end of the next semester.  If not completed by that time, the incomplete grade becomes a failing grade (F). 

d. Sign an Incomplete Grade Form, and give it to your lecture instructor prior to the last day of class. 

An incomplete grade will not be given for procrastination.  An Incomplete grade must be completed by approximately two weeks before the end of the succeeding semester. If not completed by that time, the incomplete becomes a failing grade.

13. Reinstatement Procedures:

Reinstatement procedures will follow those outlined in the current ACC General catalog. 
14. Scholastic Dishonesty: A student attending ACC assumes responsibility for conduct compatible with the mission of the college as an educational institution.  Students have the responsibility to submit coursework that is the result of their own thought, research, or self-expression.  Students must follow all instructions given by faculty or designated college representatives when taking examinations, placement assessments, tests, quizzes, and evaluations.  Actions constituting scholastic dishonesty include, but are not limited to, plagiarism, cheating, fabrication, collusion, and falsifying documents.    Penalties for scholastic dishonesty will depend upon the nature of the violation and may range from lowering a grade on one assignment to an “F” in the course and/or expulsion from the college.  See the Student Standards of Conduct and Disciplinary Process and other policies at http://www.austincc.edu/current/needtoknow 

NOTE: YOU MUST WRITE ALL YOUR HOMEWORK AND EXAM ANSWERS IN YOUR OWN WORDS. YOU MAY NOT COPY FROM ANY OTHER SOURCE. DOING SO MAY RESULT IN ANY OF THE FOLLOWING: A ZERO GRADE FOR THAT QUESTION, A ZERO GRADE FOR THE WHOLE ASSIGNMENT, AN F GRADE FOR THE COURSE, OR BEING DROPPED FROM THE COURSE. 

15. Student Rights and Responsibilities: Students at the college have the rights accorded by the U.S. Constitution to freedom of speech, peaceful assembly, petition, and association. These rights carry with them the responsibility to accord the same rights to others in the college community and not to interfere with or disrupt the educational process. Opportunity for students to examine and question pertinent data and assumptions of a given discipline, guided by the evidence of scholarly research, is appropriate in a learning environment. This concept is accompanied by an equally demanding concept of responsibility on the part of the student. As willing partners in learning, students must comply with college rules and procedures.

16. Student’s Right to Privacy
The Family Educational Rights and Privacy Act (FERPA) is a Federal law that protects the privacy of student education records. The law applies to all schools that receive funds under an applicable program of the U.S. Department of Education. To learn more about your rights to privacy please see the following website: http://www.austincc.edu/visitors/ferpa.php 
17. Statement on Students with Disabilities: Each ACC campus offers support services for students with documented disabilities.  Students with disabilities who need classroom, academic or other accommodations must request them through the Office for Students with Disabilities (OSD). Students are encouraged to request accommodations when they register for courses or at least three weeks before the start of the semester, otherwise the provision of accommodations may be delayed.   

Students who have received approval for accommodations from OSD for this course must provide the instructor with the ‘Notice of Approved Accommodations’ from OSD before accommodations will be provided. Arrangements for academic accommodations can only be made after the instructor receives the ‘Notice of Approved Accommodations’ from the student.  
Students with approved accommodations are encouraged to submit the ‘Notice of Approved Accommodations’ to the instructor at the beginning of the semester because a reasonable amount of time may be needed to prepare and arrange for the accommodations.  Additional information about the Office for Students with Disabilities is available at http://www.austincc.edu/support/osd/ 

18. Use of ACC Email Communication: All College e-mail communication to students will be sent solely to the student’s ACCmail account, with the expectation that such communications will be read in a timely fashion. ACC will send important information and will notify you of any college related emergencies using this account.  Students should only expect to receive email communication from their instructor using this account.  Likewise, students should use their ACCmail account when communicating with instructors and staff.  Instructions for activating an ACCmail account can be found at http://www.austincc.edu/accmail/index.php.

19. ACC Policy Concerning Copyrighted Materials: All class materials provided on the instructor's web page, Blackboard, CD, and/or in printed form (labs, objectives, assignments, etc.) are copyrighted and may not be reproduced without the written consent of the copyright holder (this may be the instructor, ACC, or a separate third party entity or publisher).  Reproduction consists of photocopying, scanning, copying, or posting files on a server or web site.  Students currently registered for this section have permission to print one copy of course materials for their own personal use.  No permission is given for posting any course materials on web sites or sharing with anyone not enrolled in this class.

20. Testing Center Policy: Under certain circumstances, an instructor may have students take an examination in a testing center.  Students using the Academic Testing Center must govern themselves according to the Student Guide for Use of ACC Testing Centers and should read the entire guide before going to take the exam.  To request an exam, one must have:

ACC Photo ID
Course Abbreviation (e.g., BIOL)

Course Number (e.g. 1414)

Course Synonym (e.g., 10123)

Course Section (e.g., 005)

Instructor's Name

Do NOT bring cell phones to the Testing Center.  Having your cell phone in the testing room, regardless of whether it is on or off, will revoke your testing privileges for the remainder of the semester.  ACC Testing Center policies can be found at http://www.austincc.edu/testctr/ 

21. Student Support & Success Resources (Student & Instructional Services): ACC strives to provide exemplary support to its students and offers a broad variety of opportunities and services.  Information on these services and support systems is available at:  http://www.austincc.edu/support/  

· Links to many student services and other information can be found at: http://www.austincc.edu/current/ 

· ACC Learning Labs provide free tutoring services to all ACC students currently enrolled in the course to be tutored.  The tutor schedule for each Learning Lab may be found at:  http://www.austincc.edu/tutor
· The Biotechnology Department offers Open Labs for tutoring and assistance with mastering laboratory skills. Information on open labs and other Biotechnology Department student success initiatives are found at: http://www.austincc.edu/biotech
· For help setting up your ACCeID, ACC Gmail, or ACC Blackboard, see a Learning Lab Technician at any ACC Learning Lab. Or contact the helpdesk: http://www.austincc.edu/helpdesk/
· The ACC student “need to know” website can be found here: http://www.austincc.edu/current/needtoknow/ 
· The Biotechnology Program Student Handbook: http://www.austincc.edu/biotech/studentresources.php 
SECTION IV – DISTANCE LEARNING STUDENT RESOURCES
1. Distance Learning Student Assistance

Everything you need for distance learning help can be found here including library services and a help desk chat! http://www.austincc.edu/help/distancelearning/
2. ACC Learning Resources

Refer to the ACC website for a comprehensive list of student resources.

3. Bookstores
Students may purchase textbooks, software, and other instructional supplies online from the ACC Bookstore. Textbooks for DL courses with on-campus orientations may also be purchased at the campus bookstore where the orientation is held, or at the Rio Grande Bookstore for DL courses with online orientations.

4. Computer Labs
DL students have access to computing resources on-campus to complete course assignments, write papers, conduct research, use specialized course software, search the Internet, and communicate with their professors and classmates. Computer Center Hours of Operation & Locations
5. Libraries
DL students have online access to Library resources and services, in addition to on-campus services. Reference help, document delivery of articles and books, article databases, live chat, and more are all accessible online. Students may also email ACC Library Distance Services for assistance. 

· Library Hours of Operation & Locations
· Library Services for Distance Learning
· AskAcademic (After-Hours Library Chat Service) *New*
6. Testing Centers
Most DL students, including online (ONL) students, use the Academic Testing Centers to fulfill course examination requirements. Testing Centers are located at all full-time ACC campuses, and at the Fredericksburg, Round Rock, and San Marcos ACC Centers.

· Student Guidelines for Use of the ACC Testing Centers
· Testing Center Hours of Operation
7. Distance Testing
Students outside the Austin area may be allowed to complete course exams at another testing center through the Distance Testing program. Instructor approval is required. Students are encouraged to discuss testing options with the instructor before registering for a class.

8. Tutoring & Learning Labs. 
Learning Labs provide one-on-one and group tutoring, as well as tutor-lead study groups in a variety of subject areas. Labs are located at all full-time ACC campuses, as well as at the Round Rock Center.

· Learning Lab Hours of Operation
· Learning Lab Locations
· SMARTHINKING (Online Tutoring). Students can get live assistance 24 hours a day  (15 free hours per semester). Interested students should contact the Learning Labs for Username/Password and login instructions. Note: Students must provide their full name, as it appears on file with the ACC Admissions & Records Office, and their 7-digit ACC ID number.

SECTION V: SCHEDULE

Please note that changes may occur during the semester. They will be announced on Blackboard and sent to you via email. 

	Class Week
	Reading Assignments
	Due Date:

Sunday 5:00pm

	 Week 1


	Orientation

Module 1: Organization of a Biotechnology Company CHAPTER 1 & 2


	

	Week 2


	Module 2:  Quality Philosophies of Yesterday & Today
	

	Week 3


	Module 3:  An Introduction to Quality


	

	Week 4
	Module 4:  An Introduction to Quality Systems CHAPTER 4

	

	Week 5


	MIDTERM EXAM:  Modules 1-4

Available on Blackboard ONLY


	5pm!!!!!!

*you cannot take this exam late*

	Week 6


	Module 5: The Regulation of Medical & Food Products CHAPTER 5


	

	Week 7


	Module 6:  The lifecycle of Pharmaceutical products  CHAPTER 3
	

	Week 8
	Module 7:  Documentation CHAPTER 6


	

	Week 9
	Module 8:  Quality Systems in the Laboratory & Production Facility 

CHAPTER 7 & 8


	

	Week 10


	Module 9: Quality Assays CHAPTER 17 & 24

	

	Week 11/12


	COMPREHENSIVE FINAL EXAM:  Modules 1-9

Available on Blackboard ONLY Must be in the last week of class
	*MONDAY*

, 5pm!!!!!!



	Week 12
	Final Project


	*FRIDAY*

5pm!!!!!!


