COURSE OBJECTIVES:

o Improve understanding of
GLP regulations that apply

to roles and responsibilities

e Learn how to effectively &
compliantly execute quality
GLP studies

o Improve writing skills &
generate compliant study

protocols & reports

o Improve documentation &

reconstructibility of study file

o Apply newly learned skills
& knowledge to problem
prevention, mitigation, &

resolution

e Increase productivity &
reduce non-productive time,

cost, and resources

THIS INTENSE MULTI-DAY WORKSHOP

covering all aspects of GLP study conduct

goes beyond typical classroom training.

INTERACTIVE, REAL-LIFE EXERCISES

are incorporated into the workshop to
reinforce the newly acquired knowledge,
tools & techniques through immediate

direct, practical application.

VALUABLE KNOWLEDGE, SKILLS, TOOLS

and techniques can then be immediately
utilized in the workplace to perform quality
GLP studies with increased productivity,

compliance and study reconstructibility.

Celeste Rose, RQAP-GLP, RoseTECH Consulting, Inc.
is a Registered Quality Assurance Professional with over

20 yrs experience in GLP & 10 yrs as a Study Director.

CONTACT US FOR MORE DETAILS
440.357.1769
www.rosetechconsulting.com
info@rosetechconsulting.com
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Siudy Direcior

M OVERVIEW

¢ GOOD LABORATORY PRACTICES
e ROLES & RESPONSIBIILITIES

M PERSONNEL

STUDY PERSONNEL

e ANIMAL TECHNICIANS

® MAINTENANCE & SUPPORT
° QA

® MANAGEMENT

e TEST SITES

® PRINCIPAL INVESTIGATORS
® SPONSORS

MPHASES/MULTISITE

®¢ METHOD VALIDATION
e DOSE ANALYSIS

BIOANALYTICAL
PK/TK
e HISTOPATHOLOGY

e CLINICAL PATHOLOGY

MSTUuDY CONDUCT

STUDY DESIGN
PROTOOL ELEMENTS
UNUSUAL EVENTS
DATA GENERATION

MSTUuDY FILES

STUDY FILE ORGANIZATION
STUDY FILE REVIEW/APPROVAL
ARCHIVAL OF STUDY FILE

MTEST SYSTEM

FACILITIES & SUPPLIES
CARE & HUSBANDRY
SPECIMENS
TECHNICIAN TRAINING
IACUC

RECORDS

MTEST MATERIALS

TEST & CONTROL MATERIALS
CHARACTERIZATION & STABILITY
DOSE ANALYSIS

REFERENECE STANDARDS

MLAB OPERATIONS

EQUIPMENT
LOGBOOKS
REAGENTS & SOLUTIONS

M EFFECTIVE WRITING

e SOPs

e PROTOCOLS AND REPORTS

® DEVIATIONS & AMENDMENTS
e CONTRIBUTING REPORTS

M DOCUMENTATION

® RECORDKEEPING PRACTICES
e NOTEBOOKS & RECORD FORMATS
e STUDY RECONSTRUCTIBILITY

M SucceEss FACTORS

e STUDY STARTUP MEETINGS

e STUDY FOLLOWUP MEETINGS
® PROJECT MANAGEMENT

e TooLs

e SOFT SKILLS

e EFFECTIVE COMMUNICATION

MAUDITS&INSPECTIONS

e IN-STUDY INSPECTIONS

® PREPARATION FOR QA REVIEW
e PROTOCOL & REPORT AUDIT

e RESPONDING TO QA FINDIINGS

M COMPLIANCE

® REGULATORY GUIDANCES
e COMPLIANCE STATEMENTS
e 483S & WARNING LETTERS




