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I am really seeing ISPE make a 

difference in both the industry and 

locally as we support such opera-

tions as Habitat For Humanity, 

Breast Cancer Awareness, and St. 

Judeôs Hospital. 

Locally our monthly programs are 

dealing with the current topics 

that are facing the industry, in-

cluding a presentation from the 

FDA on Failure Investigations, 

Corporate Sustainability, GMP 

issues, and Maintenance Excel-

lence.  Congratulations to the 

Program Committee for all of 

their hard work and efforts in 

bringing a great program this 

year. 

ISSUE SPONSOR ððððððð 

from ISPE, with four of our mem-

bers sitting on the preliminary 

judging panel.  Also, just recently, 

students from Villanova had the 

opportunity to brief the ISPE 

DVC Board Members on their 

experience at the Annual Meeting 

in San Diego this past November.  

The students reported having a 

great experience meeting people 

and learning about the Pharma 

Industry. 

It is hard to believe how much 

this organization has accom-

plished in just the past few 

months.  The level of commit-

ment and interest of our member-

ship and volunteer leaders con-

tinually amazes me.  Thanks to 

each of you for making this or-

ganization as successful as it is.  

However, we could always use 

more help.  If you are interested 

in joining a committee, or even 

serving in leadership role, please 

feel free to contact any myself or 

any Board Member. 

Those of you that attended our sold 

out Christmas Party at the Camden 

Aquarium enjoyed a fine evening 

of good food and fellowship in a 

very unique atmosphere. 

I am also very proud of the new 

education series developed by Alan 

Levy and the Education sub-

committee.  Geared towards junior 

engineers and senior engineers that 

would like a refresher or even 

some cross-training, this program 

features local experts in various 

fields of study (piping, labs, 

HVAC, etc.).  I highly recommend 

attending these low cost- high 

value sessions that occur monthly.  

Keep a watch on your e-mail for 

upcoming sessions. 

Thanks also to Andy Halsey, VP 

Of our Student Affairs Program.  I 

had the pleasure of joining Andy 

and ten other members from the 

DVC of ISPE at the Future Cities 

Competition this past month.  It 

was a record turn-out for judges 
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We Need You! 

Volunteers 

Wanted 

 

We are always looking  

for volunteers for  

our committees!  You can 

now volunteer for a commit-

tee via the DVC website. 

 

Please feel free to contact 

any member of the Board 

with ideas, thoughts or con-

tacts you might have to en-

hance the Delaware  

Valley Chapter.   

ADVERTISE in ISPE 

MATTERS  

ISPE Matters is the perfect 

spot for advertising your 

business! We reach the heart 

of the pharmaceutical indus-

try in  the Delaware Valley.  

The standard ad cost is 

$125, or advertise for one 

year (4 Issues) for only 

$450! Issue sponsorships 

also available. 

Contact Ron Dunn, Chapter  

Manager  for more informa-

tion.  

Phone 610.351.3874    

Email dvc@ispe.org 
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http://www.ispe.org/delawarevalley
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cedures; Deviations 

§211.180 General Require-

ments Records Reports 

§211.192 Production Record 

Review 

§211.198 (a) Complaint Files 

§211.115 Reprocessing 

 

Quality & Production systems 

were emphasized and if one sys-

tem fails, they all fail.  Trending 

and manufacturing and laboratory 

investigations were then pre-

sented in detail.  Typical reasons 

for conducting these investiga-

tions were covered by Anita.  

CAPA & Change Control proc-

esses are critical to these investi-

gations. 

 

Anita then finished the presenta-

tion by stating the more robust 

quality system a firm has gener-

ally translates into less FDA 

483ôs.  The top ten reasons for 

issuing 483ôs were covered & 

include: 

§ 211.22(d) Responsibilities 

of Quality Control Unit 

§ 211.100(b) Written Proce-

dures; Deviations 

§ 211.110(a) Sampling and 

Testing of In-process Materi-

als and Drug Products. 

§ 211.160(b) General Re-

quirements Lab 

§ 211.100(a) Written Proce-

dures; Deviations 

§ 211.192      Production Re-

cord Review; Investigations 

§ 211.165(a) Testing and 

Release for Distribution 

§ 211.188 Batch Production 

and Control Records 

§ 211.25(a) Personnel Quali-

fications 

§ 211.67(b) Equipment 

Cleaning and Maintenance 

The November 2009 program 

meeting featured a presentation 

on FDA Failure Investigations 

and Quality Systems by Anita R. 

Michael from the FDA. 

 

Anita started the presentation 

with a description of Quality and 

Quality by Design with many 

references to CGMP §211.22 

including: 

Ensuring controls are imple-

mented and completed dur-

ing operations. 

Ensuring developed proce-

dures and specs are appropri-

ate and followed including 

those used by a firm under 

contract to the manufacturer. 

Approving or rejecting in-

coming materials or in-

process materials. 

 

The FDAôs definition of Quality 

by Design is: 

Quality by Design - Design-

ing and developing a product 

and associated manufactur-

ing process used during de-

velopment to ensure that the 

product consistently attains 

predefined quality at the end 

of the manufacturing proc-

ess. 

 

The 2nd half of the presentation 

was on Failure Investigations 

and started with a list of re-

quirements for investigations 

including: 

Quality System 

QU Quality Assurance 

Review / Investigate/ Loop-

ing the Regulations Together 

§211.22 (a) Responsibilities 

of Quality Control Unit 

§211.100 (a-b) Written Pro-

Page 2  

November Program 
FDA Failure Investigations &                          

Quality Systems  
By: Michael Brennan 
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