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Training for Bioscience and FDA regulated Industries

Are you looking for a new and exciting industryQA/QC Roles and Responsibilities

The bioscience manufacturing world is a strong-in
dustry, producing products for the medical and sci
enti ¢ world. This industry needs employees with
special training in laboratory practices, regulations
and quality standards. The Bioscience training will
give you a de nite boost when applying for posi
tions such as production operators/material han
dlers/packaging technicians and process operators.
Those who successfully complete this program will
have the opportunity to talk with recruiters for in
dustry employers who are currently hiring for posi
tion openings. For more information about possible
positions go to:

This module will address handling bio-safety, potency,
and impurity pro le issues for biological products in
cluding setting appropriate product speci cations and
expiration dates and general meeting the FDA reguire
ments for Quality Systems.

Good Documentation Practices

Documentation consistency is a key element to ensure
quality as well as regulatory expectations. This module
will review the cGMP expectations for documenting
work performed.

Deviations/Investigations/CAPA
Any deviation from approved cGMP processes needs to

www.FrontRange.edu/BioscienceBo0stg gocumented, investigated, and approved. A corrective

A regional training grant is paying the total cost of
the training for a limited number of people in this
program. This session is free to the rst 20 students
who apply.

Bioscience Industry Overview

This rst module will provide an overview of the trans
formation cycle of a bioscience product from concept
to commercial market. Discussion will compare and
contrast the three cultures of Research & Development
(R&D), production and Quality Assurance (QA/QC).

action/preventive action program ensures that adequate
actions are taken to eliminate and correct problems.

Change Control/Complaints/Recalls

This module will cover three cGMP quality systems —
equipment/process/facility change control, customer
complaints, and product recalls.

Quiality Auditing Fundamentals

Quality Auditing Fundamentals: This module will cover
basic industry standards for auditing of cGMP facilities,
equipment, processes, and personnel.

Introduction to cGMP Good Manufacturing Practices

This module will review cGMP guidelines for ensur
ing product is manufactured to requirements inelud
ing identity, strength, quality, and purity. Regulations
related to biological products and electronic records
and signatures and others will be discussed including
consequences of not following regulations. A brief
overview of Good Lab Practices (GLP), and Good Clini
cal Practices (GCP) will also be covered.

History of FDA/Inspection Preparation
Preparing yourself and your facility for inspection by the
Food and Drug Administration will be covered in this
module along with some of the history that resulted in
today’s regulatory environment.

Communication & Teambuilding in the Workpl
Good interpersonal communication skills are key to
getting along well with co-workers, effectively work
ing through con ict, and avoiding frustration and waste
caused by poor communication.

This interactive module will guide participants
through hands-on activities practicing good com

munication skills and the correlation with personal
integrity in the workplace.

OSHA Safety

Participants will be introduced to basic safety regquire
ments in manufacturing areas including hazard and risk
assessment, PPE, process and regulations of packagi
& distribution of bioscience materials, and actions di
rected to risk reduction in production facilities, etc.

Manufacturing Job Knowledge

This module will overview common job duties/expec
tations in a manufacturing process including operating
in the Windows environment for data entry tasks, an
introduction to clean room classi cations, and reading
charts and graphs used to track and document product
throughout the process.

Testing

Participants will be tested at the end of each unit to
demonstrate transfer of knowledge and skills. Upon
successful completion of the program participants
will receive a certi cate of completion listing course
competencies.




