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

Clarification of types of SOPs 

required by GLP regulations

Procedures to be established 

as written SOPs to create a 

quality GLP system

Simplifying SOP organization 

and format - the importance of 

a good design

Effective user-friendly SOPs

Writing for the intended reader

How to avoid SOP pitfalls

 "Poorly written" SOPs

Establishing a workable 

system for documentation of 

SOP deviations

Document control, distribution 

and maintenance of SOPs

CONTACT US FOR MORE DETAILS

440.357.1769
www.rosetechconsulting.com

info@rosetechconsulting.com

G LP R E GUL A T IO N S R E QUIR E

that test facilities have written SOPs which 

are adequate to insure the quality & integrity 

of GLP studies and supportive functions. 

THIS WORKSHOP IS DESIGNED FOR

Scientists, Management, QA Professionals, 

Document Control Coordinators, & Support 

Personnel involved in development  and 

implementation of GLP quality systems, 

and/or in the writing or review of SOPs. 

SOP WRITING & REVIEWING EXCERCISES

are incorporated throughout the workshop 

to reinforce the newly acquired knowledge, 

tools & techniques via immediate direct, 

practical application. 

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 V E R V IE W

 W H A T A R E S O P S

 W H Y A R E S OP S N E C E S S AR Y

 G L P R E GU L A T IO N S

 F D A/ EP A / OE C D

G LP R E QUIR E D SO P S

 Q U A L IT Y S Y S T EM S

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

 P E R S O N NE L &  T R A I N I N G

 Q U A L IT Y A S S U R A N CE

 F A C I L I T I E S &  E QU I PM E N T

 C OM P UT E R I ZE D S Y S T EM S

 D A T A H A N D L I N G, S T O R A GE,  
R E T R E I V A L

 P R OT O CO L S &  R E PO R T S

 T E S T M AT E R I A L S

 L A B O P E R AT I O N S

 T E S T S Y S TE M S

 S PE C I A L I ZE D P R O CE D U R ES

 SO P D E S IGN

 O R GA N I ZA T I O N

 F O RM A T

 C O N T E NT

 E FF E C T IV E  SO P S

 W R I T I N G C L E A R I N S T R U CT I O N S

 U S E R- F R IE N D L Y P RO C E D UR E S

 W R I T I N G F O R TH E R E A D ER

 E FF FE C T I V E W R I T I N G

 V O I C E

 T E N S E

 A PP R O V A L

 A VO IDING S OP  P ITF AL L S

 P I TF A L L S TH A T L E A D TO  D E V I A T I O N S

 C OM PL I C A T E D/M U LT I S T EP P RO C E D U R E S

 W A Y S T O A V O I D P I T F AL LS

 P OO R L Y- W R I T T E N S OP S

 “ R E AL L I FE”  E X A MP L E S

 S OP  D EVIA ITO N S

 D E V I A T I O N S V S.  A M E N DME N T S

 W H E N/ H O W T O D O C UM E NT

 A V O I D I N G D E V I A T I O N S

 T OO L FO R R E CO N S T R U C T IB I L T Y

 I MP O R T A N CE OF  D O C UM EN T A T I O N

 S OP AS T O O L S

 S T A N D A R D I ZA T I O N/ C O N S IS T E N C Y

 S T U D Y P RO C E D U R E S

 T R A I N I N G

 A U D I T I N G

 R E C O N S T R U CT I B I L I T Y

 D O CU MEN T C ON TRO L

 R E S PO N S I B I L I T IE S

 C O N T RO L LE D D O C UM E N T S

 I N V E N T O R Y

 D I S T R I B U T IO N

 H I S T O R I C A L SO P S

 A R C H I V A L

 S U CCESS F ACTO RS

 O R GA N I ZA T I O N

 U S A B I L I T Y

 U N D E R S T A N D I N G

 A C C E S S I B I L I T Y

 C O N T RO L

 C O MPL IAN CE

 S O P S &  O T HE R D O C UM EN T S

 A D H E R E N CE T O S O P S

 C O V E R I N G T HE GL P S

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


