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Outline

Some of  the themes to be covered are:

  •   Issues in Cleaning Validation Swab Recovery Studies
  •   Issues in Selecting Analytical Methods for Cleaning
      Validation
  •   Cleaning Validation Issues for Parts Washers
  •   Product and Equipment Grouping Strategies
  •   Use of Visual Limit
  •   Issues in Validating Manual Cleaning Processes

Cleaning has achieved a position of importance in the 
pharmaceutical industry.  Current Good Manufacturing 
Practices (cGMP) regulations recognize that cleaning is 
critical to ensure product quality because virtually from the 
initial stages of bulk production to the final dosage form, 
every aspect of manufacturing involves cleaning.

This course is designed for those with a basic grounding in 
cleaning validation, who want to explore topics in more 
depth as well as topics not ordinarily covered in a basic 
cleaning validation course.  It is a 2-day training seminar 
for pharmaceutical manufacturers on cleaning and       
cleaning validation.
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Includes: Interactive discussion designed to address how to successfully 
validate cleaning processes and any other concern you might have.  
The object of this session is to get your entire questions directly 
answered by our expert.

This training is designed for professionals engaged in the 
design, execution, and validation of cleaning processes who 
possess a basic grounding in cleaning validation.  This 
includes validation scientists, analytical chemists, microbi-
ologists, QA/QC scientists, production engineers, 
toxicologists, regulatory specialists, and their managers.

Destin A. LeBlanc is an internationally recognized expert 
in the area of cleaning and cleaning validation for pharma-
ceutical process equipment.  Mr. LeBlanc has over twenty-
five years of product development and technical service 
experience, primarily in cleaning and antimicrobial applica-
tions, specialty chemicals and medical technologies, the last 
ten of which have been involved with various aspects of 
cleaning and cleaning validation in pharmaceutical and 
medical device manufacturing.  He has lectured interna-
tionally on issues related to contamination control, and has 
written widely on cleaning validation issues.  He is the 
author of the book Validated Cleaning Technologies for Pharma-
ceutical Manufacturing.  He is a member of PDA, ISPE, and 
AAMI, and is on the faculty of the PDA Training and 
Research Institute.  He is a graduate of the University of 
Michigan and the University of Iowa.

At the completion of this course, attendees will be able to 
understand topics in cleaning process validation that will 
help them in the addressing of deviations that might occur 
during their exercises. 
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Course Schedule

First Course Day: Wednesday, January 18, 2012
DAY 1

9:00 to 9:10 Welcome and Introductory Remarks
  
9:10 to 10:40 Issues in Cleaning Validation Sampling
  Recovery Studies
  
10:40 to 11:00 Break

11:0 to 12:30 Issues in Selecting Analytical Methods for
  Cleaning Validation

12:30 to 1:30 Lunch

1:30 to 3:00 Dealing with Highly Hazardous Actives 
 
3:00 to 3:20 Break

3:20 to 4:05 Issues in Campaigns

4:05 to 4:50 Cleaning Validation Issues for Parts
  Washers

4:50 to 5:00 Q&A

Second Course Day: Tuesday, January 19, 2012
DAY 2

9:00 to 10:00 Utilizing Stratified Sampling for Protocol
  Compliance
 
10:00 to 10:40 Rationalizing Limits for Bulk Biotech
  Manufacture

10:40 to 11:00 Break

11:00 to 12:30 Product and Equipment Grouping
  Strategies

12:30 to 1:30  Lunch

1:30 to 3:00 Uses of a Visual Limit
 
3:00 to 3:20 Break

3:20 to 4:05 Limit Setting for Rinse Sampling

4:05 to 4:50 Issues in Validating Manual Cleaning
  Processes

4:50 to 5:00  Q&A
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 1. Pleas e  type or  prin t your  name, addres s  and af  filiation.  

  

 Mr .    Ms .    Dr .   Fir s t Name     Middl e Initial       Las t  Name   
  

 
J  o  b    T  i  t  l  e         C  o  m  p  a  n  y  
  

B u si  A  ssen ddress    
  

Ci ty     S t ate/Prov i n ce   Z i p  C o de  Country   

P  h  o  n  e       F  a  x       E  -  m  a  i  l    
    
2.  C o urse & Fees: REG I STE R  TODAY! 

  

  Early  R e gis t ration  Fee $895 (Due Date: December 22, 2011)

  R e gular R e gis t ration Fee:  $1,095

  
3.   P l eas e  check t h e appropr iat e  box  

  

   Check Enclosed  Charge to:    Mas t er  Car d       Vis a      AME X    

A ccount  N u mber:     Expi rati on  

Car dhol d er  Name:   

S  i  g  n  a  t  u  r  e        D  a  t  e    

  
4. R e t u rn complet e   f  o r m  wit h   payment  ( P aymen t  mu s t  be  included t o  be co ns ide r ed regis t er ed)   made   

to:  
EC HO C o ns ult i ng  Gro u p   
P M B 274 
200 Ave. Rafael Cordero Suite 140
Caguas, P R   00725-3757   

Pro f  es s i on al educat io n  in t e res t :  ( C h eck all t h at  ap ply) :   

Va l i d a ti on   Ste r il iz a t ion   Par e nter al s   Engi neeri n g   Sta t is t i c s   
 Mai n tenance    Micr ob iol o gy    Utilities 

 HVAC  Env. Monitoring 
   A s epti c Processi ng    Cleani ng Validation 

Laboratory  Co mputer V a li dati on    Bi ote c hnology   

  
Co n f  i r m a t i o n :  Writ t e n conf  irm a t ion  w ill be sent  t o  you once paym ent   is received .    Substituti ons :  I f     ,dn e t ta  o t  elba n u si  tnar ts i g er a 
s u bs t i t u t i ons  ar e  wel c om e and  can b e   mad e  any t i me.   If   you ar e pr e r e gi s t er i n g as  a s u bs t i t u t e  at t e n d ee , i n d i cat e  i n  t h e r e gi s t r at ion f  o rm .    Shou l d   
y o u  be  u n able   t o  a t te nd,  ple a se  inf  o rm  u s  in w rit ing  prior t o  10  d a y s  an d  a  c r e d it  vo u c he r  w ill be  a w ard e d   w h ic h is a pplic able   to  a   tr a i n i n g  c o ur s e   
one year f  r om   d a t e  of   issu e.  Even t   Ca n cella t i o n :  E C H O  r e s e r v e s  th e  r i g h t   to  mo di fy   th e   ma te r i a l  o r  i n s t r u c t o r   wi th o u t n o ti c e  o r   to  c a n c e l  th e   
event .    I f       tneve  e h t m u st  be canc elled ,   regist rant  w ill be not if  ie d  as soon as possible and  w ill receive a f  u ll ref  u n d  o f   f  ees  paid .    EC HO  cannot  b e   
responsible f   fria r o are penalt ies or ot h e r cost  incu rre d   d u e  a  o t  cancellat i on.    r u o C se enrollm en t  is lim it ed f   h t  r o e b e nef  i t s   o f   all att e n d e e s ;   t h is  
n e c e ssit a t e s e a rly  re g i st ra t i o n. 
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