THINGS TO DO IN COLORADO

2989 S. State Highway 83
Franktown, CO 80116
303-688-5242
www.parks.state.co.us

11500 N Roxborough Park Road
Littleton, CO 80125
303-791-7275
www.parks.state.co.us

1300 Broadway

Denver, Colorado 80203
303-866-3682
www.coloradohistory.org

Denver, CO 80203
www.parks.state.co.us

100 W. 14th Ave Pkwy
Denver, CO 80204
720-865-5000
www.denverartmuseum.org

2001 Colorado Blvd.
Denver, CO 80205
Phone: 303-322-7009
www.dmns.org/main/en/

Available by lightrail (www.rtd-denver.com).
Lightrail is within walking distance of
Courtyard Marriott.

700 Water St.
Denver, CO 80211

303-561-4450
www.downtownaquarium.com

92 Crawford Gulch Road
Golden CO 80403
303-582-3707
www.parks.state.co.us

2 blocks from Courtyard Marriott
8401 Park Meadows Center Dr.
Lone Tree, CO 80124
www.parkmeadows.com

18300 West Alameda Parkway
Morrison, CO 80465

303-295-4444
www.redrocksonline.com

10035 South Peoria

Parker, CO 80134
720-488-3300
www.thewildlifeexperience.org
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14445 Grasslands Drive
Englewood, CO 80112
303-690-4204

From Denver International Airport:

Take Pena Boulevard south to the E-470 South exit (towards Colorado Springs). Exit at Peoria Street
and turn right (north). Turn right at Compark Boulevard. Turn left at Upland Drive. Upland Drive
dead ends at the entrance to the Baxa parking lot. STAR Center entrance is on the southeast corner
of the buildling. Note that E-470 is a toll road and requires $5.75 in cash for tolls from the airport.
To avoid the toll road, take I-70 West to I-225 South to I-25 South and follow the direction From
Points North, below.

From Points South:

Take I-25 North to Lincoln Avenue and turn right (east). At Peoria Street, turn left (north). Turn right
at Compark Boulevard. Turn left at Upland Drive. Upland Drive dead ends at the entrance to the Baxa
parking lot. STAR Center entrance is on the southeast corner of the buildling.

From Points North:

Take I-25 south to Lincoln Avenue and turn left (east). At Peoria Street, turn left (north). Turn right at
Compark Boulevard. Turn left at Upland Drive. Upland Drive dead ends at the entrance to the Baxa
parking lot. STAR Center entrance is on the southeast corner of the buildling.

See map on next page.
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HOTEL INFORMATION

19308 E. Cottonwood Dr.
Parker, CO 80138
303-248-2147 Telephone
303-248-2130 Fax
www.hiselect.com/parker

Baxa Corporation STAR Center Rate is $99 per night. Rate does not include applicable taxes or fees.
Reservations can be made by calling the hotel at 303-248-2147. Please reference Baxa Corporation so that you
receive the negotiated rate. The preferred $99 rate will not be honored when booking through a travel agent.

Exit DIA Terminals. Take Pena Boulevard north to E-470 South. Exit E-470 at CO-83 Parker Road. Turn left
heading south. Take a left on Crown Crest Blvd. (a street light). Proceed around the round-about to

E. Cottonwood Dr. The hotel will be on your left.

Note that E-470 is a toll road and requires cash for tolls from the airport.

South on Cottonwood Dr. Enter round-about and take 2nd exit on Crown Crest Blvd. Turn right on Co-83
Parker Rd. Turn right/north to E-470 South. Exit Chambers Rd. and turn right/north. Turn left on Compark
Blvd. Turn right onto Upland Dr. Turn right onto Grasslands
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www.denverkairtransportation.com www.denveryellowcab.com

303-710-6367 303-777-7777
The negotiated Baxa Corporation rates are listed Rate from Denver International Airport (DIA) to the
below. Please call 303-710-6367 to make your Selct Hotel by Holiday Inn is approximately $8s.

reservation. By making your reservation in advance,

the shuttle service will try to pair you up with

others arriving at the same time to lower your rate. WWWw.avis.com
DIA — 25500 E 78th Ave
Denver, CO 80249

303-342-5500

1 Person  $50

2 PPL $75 www.budget.com

3 PPL $90 DIA - 24050 East 78th Avenue

4 PPL $100 Denver, CO 80249

5 PPL $115 303-342-9001

6 PPL $125

7 PPL $145 teror
www.enterprise.com

i Egt iigg DIA — 7720 Calawaba Court

Denver, CO 80249

10 PPL $205 303-342-7350
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DRESS CODE

Dress code is business casual.

We will have hands-on training in a clean room environment so please wear the appropriate,
yet comfortable, clothing and shoes.

¢ No open-toed shoes are allowed in the cleanroom.

¢ Feel free to wear scrubs if you have them.
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STAR CENTER

Skills Training  Academics  Resources

USP PHARMACOPEIAL | ASEPTIC PROCESSING #nd COMPLIANCE TOOLS for USP <7975

EDUCATION Hands-On Training for Practical Compliance to USP Chapter <797> Guidelines

Led by Subject Matter Experts and Thought Leaders

from US Pharmacopoeia (USP) and Industry




ASEPTIC PROCESSING

and COMPLIANCE TOOLS for USP <797>

Hands-On Training for Practical Compliance to USP Chapter <797> Guidelines

PROGRAM GOALS

The Aseptic Processing and Compliance Tools for USP <797> course educates pharmacy and IV managers
on how to implement cleanroom principles and practices that comply with USP 797 and industry best
practice. Classes are taught in a state-of-the-art facility designed for cleanroom and pharmacy
practice demonstration. Topics covered include cleanroom physical design and layout, engineering
controls and airflow science, media fill testing, and principles associated with workflow, cleaning,
monitoring, validation, staff training and documentation. Attendees completing this program will
understand the principles of a USP 797-compliant facility and how to work in such a facility.
Participants will take home sample templates for policies, procedures and documentation that can be
customized to their facilities’ needs.

TARGET AUDIENCE

Aseptic Processing and Compliance Tools for USP <797> is a two-and-a-half day course
designed to provide practical experience such that USP <797> requirements can be successfully
implemented in a healthcare setting. Pharmacists and technicians with lead responsibility,
IV pharmacy managers and other persons involved in facility/cleanroom design or environmental
controls will benefit from taking this course. Faculty includes subject matter experts in USP <797>
process, environmental consulting, pharmacy training, microbiology, beyond use dating
and stability studies.

PROGRAM OBJECTIVES

> Learn the facility and environmental Practice aseptic technique in LAFWs and
requirements for compounding sterile isolators in a cleanroom environment
products in compliance with USP <797> Perform a media fill challenge
Understand how primary and secondary Determine the key issues to manage a
engineering controls contribute to airflow cleanroom contractor successfully
velocity, direction and ultimately Discuss proper people and product
ISO classification movement and workflow in anteroom
Understand best and worst practices in and cleanroom areas
aseptic technique
Demonstrate proper handwashing and
gowning requirements

CONTINUING EDUCATION

The Aseptic Processing and Compliance Tools for USP <797> program is approved for 21 hours of CE
credit or 2.1 Continuing Education Units (CEUs) by Educational Review Systems (ERS) including one
(1) hour of law credit. ERS is accredited as a provider of continuing pharmacy education by the
Accreditation Council for Pharmacy Education (ACPE). Certificates will be awarded to all participants
who attend the entire program and complete the ACPE evaluation form.




PROGRAM agenda

DAY ONE

Sessions begin at 8:00 AM and end at 5:00 PM MT

> Introductions and Program Overview

> USP <7975 Revision Process

> Current and Proposed Organization of USP Chapter <797>
» USP 797 and Control of Contamination

> Primary Engineering Controls

» Secondary Engineering Controls

Breakout Sessions:
> Hand Washing and Garbing Verification
> Surface Cleaning
> Hands-on Aseptic Media Fill Training
» STAR Center Tour

> Summary and Observations

DAY TWO

Sessions begin at 8:00 AM and end at 5:00 PM MT
> Designing and Building Facilities

> Construction Tips and Vendor Evaluation

> Cleanroom Design: Review of Layouts

> Developing a Cleaning Program

> Environmental Monitoring

Breakout Sessions:
> Particle Counting and Monitoring
> Room and Engineering Controls Certification Evaluation
> Smoke Pattern Demonstrations
> Cleaning & Working in a Compounding Aseptic
Isolator (CAI)
» Hands-on Environmental Monitoring Exercises

> Summary and Observations
> Product Display and Networking Event

DAY THREE

Sessions begin at 7:30 AM and end at noon MT
> Policy and Procedure Templates

» Staff Competency and Documentation

> Risk Levels, BUD and Stability Studies

> Aspects of High-Risk Compounding

> USP Chapter <797> Update and NIOSH Alert

> Wrap-up, Completion of Program Evaluation

WHAT’S INCLUDED

The program includes two-and-a-half days of intensive,
interactive training (including media fill experience); copies
of the program presentations; supplemental handouts and
a set of policy and procedure templates. Participants will be
provided a light continental breakfast each morning, lunch
on both full days, midmorning and afternoon refreshments.

SPECIAL FEATURES

The second evening of the program provides participants
with the opportunity to experience hands-on demonstra-
tions of equipment and discuss the relative features and
benefits for compounding sterile products. All participants
will have the opportunity to receive coupons from program
sponsors for equipment, software and services.

Baxa Corporation sponsors—in part—the education on

pharmacy practice, cleanroom principles and compliance

to regulatory requirements.

The STAR Center is committed to providing high-quality,
cost-effective, hands-on professional development

and networking opportunities.




ASEPTIC PROCESSING @nd COMPLIANCE TOOLS for USP <797>

> Learn the facility and environmental requirements for safely compounding CSPs
» Understand proper workflow and material and personnel movement for cleanrooms
> Practice aseptic technique in industry-standard LAFWs and Compounding Aseptic Isolators (CAI)

> Policy and procedure templates and training tools are provided

call 877-395-BAXA (2292) or 810  March

p b / ¢ t 17-19 May
0g-on to WWW.Daxa.com/starcenter 20-22 September

Course Registration is *1,750
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