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Orientation to BITC1240
	Objectives:  At the completion of this Assignment, the student should be able to:

1. Access, understand and abide by policies and procedures in the class Syllabus for BITC1240
2. Obtain ACC eID, ACCmail account and access Blackboard readily

3. Obtain class assignments, upload finished assignments, contact instructor and post on the discussion board



Introduction:

Hello! And welcome to ACC Biotechnology Department’s Quality Assurance for the Biosciences! My name is Professor O’Grady and it is my pleasure to be your instructor for this class. If you would like to learn more about me and the classes I teach feel free to visit my website at: http://www.austincc.edu/sogrady/ 

BITC1240, Quality Assurance for the Biosciences is a 2 LEH, 12 week distance learning class that runs from Feb 14th through May 15th, 2011. There is one mandatory in-person exam offered at ACC testing centers. This class covers topics spanning quality control and Federal Drug Administration (FDA) regulations to the biotechnology, biopharmaceutical, and biomedical device industries.
Important Policies & Procedures

In this assignment you will find the syllabus for this class. This syllabus contains the complete instructions, policies and procedures for this class. Please read this syllabus carefully and contact me if you have any questions or concerns on any of these policies. Here are some essential points not to be missed:
· You must email me in the first week of class or be dropped from the class. 
Email: sogrady@austincc.edu

· Using the internet is mandatory and I will be monitoring your progress through the use of Blackboard. You must log on to Blackboard once a week to retrieve your assignments and other supplementary class material as well as upload your finished assignments. 

· Your assignments must be your own original work. You may not copy a previous student’s assignments, or copy directly from any source, including the textbook (yes, even if you use quotes!). Write your answers in your own words and always reference where you obtain your information.

· Your assignments must be written in Microsoft Word. To achieve maximum points on your assignment you must use proper grammar, spelling, punctuation and format, in addition to answering your questions correctly. 

· Your finished assignments are to be uploaded to Blackboard on the due dates posted on the schedule. Do NOT email them to me. 
· There is one exam you are required to take in-person. This exam is taken at the testing center at ACC by the dates posted on the schedule. You must notify me which testing center you would like to take the exam at as part of this orientation assignment.
· Every ACC campus has a learning center with computers, earphones, software, printers and tutors for your use. If you have difficulty getting dependable computer access at home, please remember this resource is available to you. “My computer isn’t working” is not a valid excuse for late work.
· Utilize my office hours! If you need extra assistance, please stop by during my office hours, or email me or call me to arrange an alternative time. I can also arrange instant messaging during my office hour if requested. 
The following is from the Distance Learning Website: http://dl.austincc.edu/ 
“About Distance Learning 

Distance Learning provides students with a flexible, convenient way to earn college credit. Instead of attending classes on campus, students participate in non-traditional courses offered through different delivery modes including On-line classes, Hybrid courses, Instructional Television, Print-Based courses, and Directed Studies.

DL courses are not self-paced; they run during the same semesters as on-campus courses, and have deadlines for completing assignments and exams. Activities may include reading textbooks, engaging in online chats, watching videos or streaming media, participating in discussion boards, using interactive course software, collaborating on group projects, and writing papers. Tests for most DL courses, including online classes, are taken on campus in the Academic Testing Centers, or at other instructor-approved distance testing facilities.

DL courses provide students greater scheduling flexibility, but they also require good time management skills and self-motivation for successful completion. They may not suit every student's needs, expectations, or learning style. If you are considering a DL course, visit Distance Learning 101, online resources that may give you a better indication of your aptitude for distance education and help you decide whether a DL class is right for you.”
SYLLABUS

BITC 1240 – Quality Assurance for the Biosciences 

Spring 2011: Section 26564-001
SECTION I: CLASS INFORMATION

12 Week Session => Feb 14th, 2010 THRU May 15th, 2010. This is a distance learning class. Internet access required. S. O'Grady, 223-1790 x25639 - MANDATORY: email sogrady@austincc.edu during 1st week of class 

INSTRUCTOR: 
Shelley O’Grady, M.S.

Office Phone: 
223-5914
Office Location: 
EVC 9320
Office Hours: 
10am-3pm, Fridays. If necessary appointments can be made upon request

E-mail: 

sogrady@austincc.edu

Web Site:

http://www.austincc.edu/sogrady
Instant Messaging :
By request on Blackboard.
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 Black board: 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.
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. 

Computers:
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. 

 

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 at the end of the learning module and will reflect the expectations in the course examinations in content material. Learning Modules 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 they are to be uploaded into the assignment folder corresponding to that module by due date on the schedule. Do NOT email them to me!
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 a closed-book, comprehensive final exam given at the ACC testing center 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 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” of 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. 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.
 

2.  Attendance.  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. 
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 upload your answers. If you stop submitting your assignments, you may be dropped from class.
3. 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 submitted by the due date posted on the schedule. 
4. Midterm Exam. The open-book midterm 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 the midterm exam is multiple choice, fill in the blanks, and match up. 
5. Comprehensive Exam.  The in-person comprehensive exam will be given in the ACC testing center for a period of one week.  You must notify me which testing center you wish to use during your orientation. 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.  Please familiarize yourself with their policies and hours of operation which are found at: http://www.austincc.edu/testctr/ 
6. Makeup exams.  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 and testing center scheduling problems. Upon instructor approval, a new deadline will be set and sent to the student by email.
7. Late homework: 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. 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.
8. Withdrawals: Students may withdraw from one or more courses prior to the withdrawal deadline by submitting a request form to Admissions and Records. Withdrawal deadlines are published in the academic calendar. Withdrawal courses appear on the student’s record with a grade of W. Until a student is officially withdrawn, the student remains on the class roll and may receive a grade of F for the course. Students are responsible for understanding the impact withdrawing from a course may have on their financial aid, veterans’ benefits, international student status, and academic standing. Students are urged to consult with their instructor or an advisor before making schedule changes. 
Per state law, students enrolling for the first time in fall 2007 or later at any Texas college or university may not withdraw (receive a W) from more than six courses during their undergraduate college career. Some exemptions for good cause could allow a student to withdraw from a course without having it count toward this limit. Students are encouraged to carefully select courses; contact an advisor or counselor for assistance.

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 outline 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.

9. Incomplete grades.  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.

Reinstatement Procedures:

Reinstatement procedures will follow those outlined in the current ACC General catalog. 
10. Scholastic Dishonesty: Submit your own work, in your own words. No copying work from any source or allowing others to copy your work on any class assignment or exam. Penalty for all students involved may include receiving a zero grade or receiving a failing grade in the class.
All students must adhere to the current policies and procedures of ACC. Students should be familiar with the current policies and procedures in the ACC Student Handbook (also available in the Student Development Office) and the ACC General Catalog (also available in the Admissions and Records Office). Violations of ACC policies and procedures will be handled according to the Student Discipline Procedures as described in the current ACC Student Handbook.

“Acts prohibited by the college for which discipline may be administered include scholastic dishonesty, 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.”

The academic dishonesty policy can be found at: http://www.austincc.edu/business/documents/Academicdishonestyprocess.pdf
11. 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 facts, ideas, and opinions.  Students are free to take exception to views offered in this course and to reserve judgment about debatable issues.  Grades will not be affected by personal views.  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.

12. 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 these three weeks before the start of the semester.  The website can be found at: http://www.austincc.edu/support/osd/
13. 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.

14. Testing Center Policy: The final exam is offered at the ACC Testing Center. ACC Testing Center policies can be found at:  http://www.austincc.edu/testctr/  
15. Student Support & Success Resources:

· The web address for student support is: http://www.austincc.edu/support/ 
· The ACC student handbook can be found at: http://www.austincc.edu/handbook/ 
· A detailed list of campus-based student support services can be found at: http://www.austincc.edu/faculty/newsemester/pdfs/ssover.pdf
· Learning Labs (Tutoring labs and computer centers): http://www.austincc.edu/tutor/ 
16. Biotechnology Department Website: Course descriptions, course schedules, the Biotechnology Program curriculum, and contact info for faculty are at: http://www.austincc.edu/biotech/
SECTION IV – DISTANCE LEARNING STUDENT RESOURCES
1. ACC Learning Resources

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

2. 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.

3. 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
4. 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*
5. 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
6. 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.
7. 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.
8. ACC Polices & Procedures

Refer to the ACC Student Handbook for academic guidelines, policies, and procedures.

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 11:59pm

	Week 1


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

	Feb 20

	Week 2

	Module 2:  Quality Philosophies of Yesterday & Today
	Feb 27

	Week 3

	Module 3:  An Introduction to Quality


	March 6

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

	March 13

	Week 5

	MIDTERM EXAM:  Modules 1-4
Available on Blackboard ONLY

	March 20

	Week 6

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


	March 27

	Week 7

	Module 6:  The lifecycle of Pharmaceutical products  CHAPTER 3

	April 3

	Week 8
	Module 7:  Documentation CHAPTER 6

	April 10

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

CHAPTER 7 & 8


	April 17

	Week 10

	Module 9: Quality Assays CHAPTER 17 & 24

	April 24

	Week 11/12

	COMPREHENSIVE FINAL EXAM:  Modules 1-9
Available at testing center ONLY
	*MONDAY*

 May 9th – Close of testing center

	Week 12
	Final Project


	*FRIDAY*

May 13th – 5pm




HOMEWORK:
Answer the following questions in a Microsoft Word file and upload to Blackboard by the due date posted on the schedule. You MUST save the file with the following format: “lastnameFirstInitial_Orientation”. Please delete everything above the homework assignment, and only submit the homework assignment questions with answers.
IMPORTANT: If you cannot complete any of the items below for any reason email me immediately. Your success in this class is dependent on the following important orientation items. If there are any problems we need to clear them up quickly!
1. Obtain an ACCeID and ACCmail Account
ACCeID:
http://www.austincc.edu/acceid/    ACCmail:
http://www.austincc.edu/accmail/    
a. I have obtained my ACC eID:



__________ (yes or no)

b. I have obtained my ACCmail account:


__________ (yes or no)
c. Email the instructor from your ACCmail account with the message “I have obtained my ACC email account. I will check this email account every few days or I have forwarded this account to an email account that is checked regularly”
2. Log onto Blackboard

https://acconline.austincc.edu/webapps/portal/frameset.jsp 
a. Under “my courses” click on BITC1240. On the left hand side you will see a series of buttons. Click on each to see where they take you! Where is the Final Project assignment folder? Download the assignment and read it. In one sentence briefly state what the project is. Be specific.

b. Click on “Assignments” button and then click on “orientation” folder. Retrieve Orientation assignment. This is exactly the assignment I sent you via email on the first day of class.
c. Complete Orientation homework and save it in a Microsoft Office Word document with the following name: “lastnameFirstInitial_Orientation”. You must use MS Word to submit your assignments. Do not include the entire module, just the “homework” assignment. KEEP the questions, and type answers below. It helps to see the answers if you highlight it in another color, or bold or underline it.
d. Upload your homework into the assignment drop box. To upload your answers click on the “Assignments” tab and go into the “orientation” folder. The last link in the folder is the “Assignment Drop Box”. Click on the link. You may enter any questions or comments into the “Assignment Materials Comments Box”. Click on the “browse” button on the “Attach local file” section. Look for your saved assignment on your computer – click on it. You must press SUBMIT in order for me to receive your assignment. If you would like to continue to work on your assignment, you can press SAVE. Remember to SUBMIT your assignment by the due date posted!
e. Email the instructor from inside Blackboard with the message “I have accessed Blackboard”. If you have any questions about Blackboard or are having difficulty accessing any of the class materials this is a good time to ask! On the left hand side of the screen you will see a folder labeled “Email”. Click on the folder. In this folder you can email the instructor or everyone in the class. 

f. Post an introduction on the discussion board under the topic of “Class introduction”. Click on the folder “Discussion Board”. You will see a discussion board set up for each Module assignment. Click on the “Orientation” forum. Make a post to introduce yourself to the class by pressing on the “+Thread” button at the top left hand side of the screen. Include your name with your interest in taking this class. If you would like to meet with other classmates to study and join a study group indicate that in your post with your email address so your classmates can contact you!

g. I have accessed Blackboard, and can download and upload the assignments readily.








__________ (yes or no)
3. Obtain a student ID
You must acquire a student ID to use the testing center. http://www.austincc.edu/support/admissions/student_id.php 
a. I have obtained my ACC student ID


__________ (yes or no)

4. Textbook

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

You may order this textbook on-line through ACC bookstore or any on-line bookstore (you are under no obligation to purchase this through ACC): http://irt.austincc.edu/bookstore/bookstore.html or you may also purchase this in person at the EVC bookstore: http://www.austincc.edu/evc/  

5. Please choose ONE campus testing center you would like the in-person comprehensive Final Exam to be sent to.

If you change your mind, you must notify me immediately or there won’t be an exam there waiting for you! Here is a link to all the testing centers at ACC that the exam can be sent to:
http://www.austincc.edu/testctr/ 

I would like my exam to be sent to this campus:


_____________________

6. Syllabus

a. I have read, understood and will abide by the policies and procedures for this class as outlined in the syllabus




__________ (yes or no)

b. The printed name below represents my electronic signature.
Name: _______________________________________
eID#: ___________________


Date: ___________________
Additional Contact Information (Optional):

Phone: _____________________________
1

