
C OUR S E O B J E C T IV E S :

 Improve understanding of 

GLP regulations that apply 

to roles and responsibilities

 Learn how to effectively & 

compliantly execute quality 

GLP studies

 Improve writing skills & 

generate compliant study 

protocols & reports 

 Improve documentation &

reconstructibility of study file 

Apply newly learned skills 

& knowledge to problem 

prevention, mitigation, & 

resolution 

 Increase productivity &

reduce non-productive time, 

cost, and resources CONTACT US FOR MORE DETAILS

440.357.1769
www.rosetechconsulting.com

info@rosetechconsulting.com

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.

p r e s e n t e d  b y

R O S E T E C H  
C O N S U L T I N G



 O VERVIEW

 G O O D L AB O R AT O R Y P R A CT I C E S

 R O L E S & R E SP O N S IB I I L I TI E S

 P ERSONNEL

 S T U D Y P E R SO N N EL

 A N I M A L T E CH N I C I A N S

 M A I N T E N A N C E & S UPP O RT

 Q A

 M A N A GE M E NT

 T E S T S I TE S

 P R I N C I P A L I N VE S T I GA T O RS

 S PO N SO R S

 P HASES / M ULTIS ITE

 M E TH O D V A L I D A T I O N

 D O S E A N A L Y S I S

 B IO A N A L YT I C A L

 PK /TK

 H I S T OP A T HO LO GY

 C L I N I C A L P A TH OL O GY

 S TUDY C ONDUCT

 S T U D Y D E S I GN

 P R OT OO L E LE ME N T S

 U N U S U A L E VE N T S

 D A T A G E NE R A T IO N

 S TUDY F ILES

 S T U D Y F I LE O R GA N I ZA T IO N

 S T U D Y F I LE R E V I E W/ A PPR O V A L

 A R C H I V A L OF S T U D Y F I L E

 T EST S YSTEM

 F A C I L I T I E S &  S UP PL I E S

 C A R E & H U S B A N D R Y

 S PE C I ME N S

 T E C H N I C I A N T R A I N I N G

 I A C U C

 R E C O R D S

 T EST M ATERI A LS

 T E S T &  C O N T RO L M AT E RI A L S

 C H A R A C T E R I ZA T IO N & S TA B I L I T Y

 D O S E A N A L Y S I S

 R E F E RE N E C E S T A N D A R D S

 L AB O PERAT IONS

 E QU I P ME N T

 L O GBO O KS

 R E A GE N T S & S OL U T I O N S

 E FFE CTI VE  W R IT ING

 S O P S

 P R OT O CO L S A N D R E PO R T S

 D E V I A T I O N S & A ME N D MEN T S

 C O N T R I B UT I N G R EPO R T S

 D OCUM ENTATION

 R E C O R D KE EP I N G P R A C T I CE S

 N O T EB OO KS & R E CO R D F O R M AT S

 S T U D Y R E CO N S T R U C T I B ILI T Y

 S UCCESS F ACT ORS

 S T U D Y S T A R T U P M E ET I N GS

 S T U D Y F O L LO W UP M E E T IN GS

 P R OJ E C T M A N A GEM E N T

 T OO L S

 S OF T S KI L L S

 E FF E C T I VE C OM M U N I C AT IO N

 A UDITS& I NSPECTIONS

 I N- S T U D Y I N SP E CT I O N S

 P R EP A R A T I O N F O R Q A R EV I E W

 P R OT O CO L &  R E PO R T A UD I T

 R E S PO N D I N G TO Q A F I N DI I N GS

 C OM PLIANCE

 R E GU L A T O R Y G U I D A N C E S

 C OM PL I A N C E S T AT EM E N TS

 4 8 3 S & W A R N I N G L E TT E RS


