
 

VALIDATION & COMPLIANCE INSTITUTE 
537 Fort Dearborn St. 
Dearborn, MI 48124 

734-274-4680 

Good Doc umentation Prac tic es 
 

If you d idn’ t doc ument it, you d idn’ t do it!  This c ourse guides the 
pa rtic ipant through the p roc ess of setting  up  a  doc umenta tion 
system tha t meets regula tory requirements and  serve its business 
purpose.  Pa rtic ipants w ill lea rn whic h systems req uire doc umenta ry 
c overage; how to flowc hart opera tions to identify what type of 
doc umenta tion is required ; and  how to set up , imp lement and  
manage the ma intenanc e of suc h doc umenta tion systems to 
ensure c ontinuous c omp lianc e. 

Who Should  Attend:   Anyone who is resp onsib le for writing , 
using , or manag ing  doc umenta tion in 
any FDA regula ted  industry.  The c ourse 
w ill benefit personnel in Qua lity 
Assuranc e, Manufac turing , Eng ineering , 
Ma intenanc e, and  R&D. 

Class Length:  One day 

Maximum Class Size:  20 

Course Prerequisites:  Pa rtic ipants must have a  working  knowledge of c GMP’s. 

Course Objec tives: At the c onc lusion of the c lass a  pa rtic ipant w ill have an understand ing  
of the follow ing :  

·  The regula tory req uirements and  d ra ft guidelines 

·  The purp ose of d oc umenta tion 

·  Definition of Standa rd  Opera ting  Proc edures (SOP’s)  

·  The purp ose of Signa tures and  Initia ls of ind ividua ls 

·  The definition of a  doc umenta tion system -c ritic a l pa rameters  

·  The design of a  doc umenta tion system- Elec tronic  and  Paper 

o FDA Requirements for elec tronic  signatures & Rec ords (Pa rt 11) 

o Storage 

o End  User req uirements 

·  The key a spec ts of an SOP 

·  Tra ining  requirements  

·  Doc uments tha t must be c ontrolled - 

o Rec ord s and  reports:  Logs, Devia tion Reports, 
Ba tc h Produc tion and  Pac kag ing  Rec ords, work 
instruc tions, Labora tory Rec ords, Fa ilure Investiga tions, Out of Spec ific a tion 
reports, Change Control reports, Ca lib ra tion and  Ma intenanc e Rec ords 

o Protoc ols 

o Qua lity Manua ls, Polic y Manua ls 

o Pip ing  and  Instrument Diagrams 

o Equipment spec ific a tions and  d rawings 

·  How to manage and  ma inta in the doc ument system so tha t it stays c urrent and  c omp liant 

 


