
 Current Good Manufacturing 
Practice   

by Timothy Flanigan 
 

Tuesday, October 22, 2002 
 
One area of considerable discussion in 
the healthcare industry is Current Good 
Manufacturing Practice (CGMP).  There 
are almost as many questions as there 
are answers today regarding CGMP.  
The one area of universal recognition is 
the fact that CGMPs are extremely gen-
eral and opened to all sorts of interpreta-
tion. 
 
Invariably industry has chosen the most 
conservative approach when it comes to 
addressing CGMPs.  It is felt that this is 
not necessarily the best course of action.  
In fact it can be argued that industry is 
its own worst enemy when it comes to 
regulatory requirements.  After all it is 
industry that is responsible for establish-
ing most of the “rules” that are currently 
enforced.  
  
Perhaps what is needed is a better under-
standing of how we got to where we are.  
The purpose of this presentation will at-
tempt to clarify where we are, how we 
got there and how to work within the 
given framework of CGMP.  It will also 
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address the future.  The intent is to pro-
vide basic understanding of the regula-
tions so that we can better work with 
them. 
 
Tim Flanigan is Director of Validation 
and Regulatory Affairs for Lockwood 
Greene in Somerset, New Jersey.  He has 
over 22 years of experience in the phar-
maceutical and biotech industries having 
spent the last 12 years in validation man-
agement.  
 
Within these industries he has held re-
sponsible positions in quality control, 
quality assurance and manufacturing as 
well as validation.  In addition to valida-
tion Mr. Flanigan’s department is respon-
sible for providing CGMP consulting ser-
vices to internal and external clients, de-
veloping and presenting CGMP training 
programs and conducting audits for regu-
latory compliance for laboratory’s and 
manufacturing facilities.   
 
Mr. Flanigan is a member of ISPE and 
PDA, he has authored papers on CGMP 
for the Journal of CGMP Compliance, 
presented papers for ISPE, The Associa-
tion of Membrane Separation Technology 
of Japan and the Institute of International 
Research.  He chaired the Process Valida-
tion for the Pharmaceutical & Biotechnol-
ogy Industries segment of the Validation 
Forum ‘99.   
 
Mr. Flanigan is an instructor for the Ste-
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Chair:           Jay Benziger, Professor of Chemical Engineering 
                      Equad A323, Princeton University 
                      Princeton, NJ 08544-5263 
                      Phone 609-258-5416, FAX 609-258-0211 
                      Email benziger@princeton.edu 
Vice Chair:   Joseph (Joe) Lintott, Principal Process Engineer,  
                      Lockwood Greene 
                     Phone: 732-868-2676, Fax 732-868-2300,  
                     Email jlintott@lg.com. 
Treasurer:    Raymond C. Stenger, Partner 
                      Envirotactics,  
                     Phone 732-292-0100, FAX 732-292-2808 
                      Email enviro@exit109.com 
Secretary:     Brian Johnson PhD candidate at Princeton.  
                     bkj@princeton.edu. 
                     Brian_Johnson@merck.com 
Newsletter:    David Marabello, Principal 
                      Camp Dresser & McKee Inc  
                       Phone 732-225-7000,  
                        FAX 732-225-7851 
                       Email  marabelloda@cdm.com 
Membership:  Martha Pelensky 
                        Phone 215-736-8354 
                        Email mpelensky@aol.com 
Professional  
Development: Mark DeLuca  
                         Phone: 215-752-1619 
                         Email engineer@del-engineering.com 
 
Awards:          —      POSITION  IS  OPEN     — 
 
Nominations:  Derk T. A. Huibers  
                      Phone 609-737-3057            
                      Email d.huibers@verizon.net  
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 OFFICERS  CONTACT  LIST 

*  If you have a change in your mailing ad-
dress, call Martha Pelensky or email her at 
mpelensky@aol.com 
*  If you have an article to contribute , call 
David Marabello or email him at marabel-
loda@cdm.com 
*  If you are job hunting, call Mark DeLuca 
or email him at engineer@del-engineering.
com 
*  If you have an idea or a speaker for a din-
ner meeting, e-mail Prof Jay Benzinger at 
benziger@princeton.edu or FAX (609) 258-
0211 or Derk Huibers at d.huibers@verizon.
net 

Advertisement rates for one 
time ads are: 
 
Biz Card Ad $25 
1/4 Page Ad $75  
1/2 Page Ad $150 
Full Page Ad $200 
 
Discounts for multiple ads are 
available  
- up to 50% for full page 
- up to 25% for half page  
- 10% for quarter page ads  

  
The Central Jersey 

Local Section website 
address has 
changed.  

 
To access our new 

page go to  
www.princeton.edu/

~cjaiche   

G O D   B L E S S   
A M E R I C A  ! 
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Things are finally turning around for Chemical En-
gineers. The number of people looking has dropped 
from a high of 16 this summer to 6 people looking 
right now. The number of job leads is finally in-
creasing. Some of it is in anticipation of new work, 
but at least businesses are thinking about new pro-
jects again.  

I’d like to say that our local area is heating up, but 
many of the leads are from out of the area. New 
England and California are two areas that seem to 
have the most jobs. They also have the highest cost 
of living.  

I am trying to maintain my list of local employers, 
but the marketplace is more dynamic than ever be-
fore. So many small companies are one time won-
ders, thrown together to serve a one time project, 
and never to be seen again when the project is fin-
ished.  

Even in tough times, there are over 1000 chemical 
engineers working in the NJ, PA and DE area. I  
tend to get the bad news about people being laid 
off, because they are the ones that contact me. If 
things are different where you are working, I’d 
really like to hear from you, especially if your com-
pany is hiring. It would be great to start writing 
about the growth areas in chemical engineering 
again.  
 

Until Next Month . . . 
Mark DeLuca P.E (engineer@del-engineering.com)  

Professional Development 

 
The meetings will be held at Princeton 
University with dinner at the Prospect 
House & the talk at the Friend Engineer-
ing Center - Room 108. 

This will require a leisurely 5 minute walk 
between dinner and the presentation. Be 
prepared for all weather conditions.  

Call Amanda Meyer at 609 258-4572 or 
email at (ameyer@princeton.edu) for din-
ner reservations. 

 

Social hour…….....…5:30 - 6:00 PM  
Dinner…………….…6:00 - 7:30 PM  
Presentation………...7:30 - 9:00 PM 
 

Cost:  Members & Guests….…..$20 
           Unemployed & Retired.…$10 
           Students w/ ID….……….$10 

 
No cost if coming for 

the speaker only. 
 

Cash or check made out to Central Jersey 
AIChE will be collected before dinner. 

 
For Directions to the University go to 
http://www.princeton.edu/cgi/map 
or look under Travel and Weather on 
the Princeton University main website 
and you can find directions to Prince-
ton and a detailed campus map.  
Or call 609 258-2222 for general di-
rections to Princeton University.  

CP Project Services, inc.  
Presents 

“Capital Project Management” 
 

A unique, two day seminar, just for project 
managers who are di rect, full time employees 
of manufacturing companies in the CPI, Phar-
maceutical, and Food and Beverage industries, 
managing projects within their own company.   
Learn how to:  completely define any project’s 

scope, create a project plan, handle politics, 
deal with contractors, analyze quotes, follow 
work in the field, minimize change orders.  

 
Houston, TX, Oct 16-17, 2002 

Philadelphia, PA, Nov. 13-14, 2002 
Reno, NV. Dec. 12-13, 2002 

 
Call or E-mail for information:   
708-425-2279, Gutbar@aol.com 

(Continued from page 1) 
vens Institute presenting CGMP and Validation related 
topics for Good Manufacturing Practice in Pharmaceuti-
cal Facilities Design as part of a Masters Certificate Pro-
gram in Pharmaceutical Engineering.  He received his BS 
in Public Health from the University of Massachusetts 
and his MBA from James Madison University.     

SEE BELOW  FOR TIMES  



 

C/o   CAMP DRESSER & McKEE, INC. 
Raritan Plaza One 

3rd Floor 
Edison. New Jersey 08818 

AIChE Newsletter  Editor   
David Marabello 

 

Place Your Business Card here for $25/issue 
Call Dave Marabello at (732) 225-7000 for details 

Directions to Engineering Quadrangle/Friend Center:  
Take Washington Street (Rt 571) West into Princeton from Rt 1 South or Rt 1 North. At the second light make right 
turn onto Prospect Street. Continue to the first street on left and turn onto Olden Street. The Engineering Quadrangle 
will be on your right and the Friend Center on your left behind the building that fronts onto Olden. Parking available on 
the street along Prospect Street, William Street, Olden Street, and at night in the University Parking lots in back of the 
Engineering Quadrangle or on William Street. If you cannot make it to dinner and wish to join us afterwards, remember 
to ask a student for the building if you cannot find it easily.  
 
To get to Prospect House:  
There is NO parking available in 
front of Prospect House which is in 
the center of campus. Park near the 
E-Quad and walk to Prospect 
House. Walk east on Olden Street 
(away from Rt 27) and walk south 
on Prospect Street to the light at 
Washington Road (Rt 571). Cross 
Washington Road and proceed 
through the arch into the main part 
of campus. After going through the 
arch you will be facing the Music 
Building and Architecture Build-
ings. Prospect House is directly in 
back of the Music Building (on 
left). Continue straight on the walk 
between the two buildings and you 
will get to the front entrance of 
Prospect House just beyond the 
pavement circle & grass center.   

DIRECTIONS to PRINCETON UNIVERSITY 
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