
Welcome to our

ISPE Communities of Practice Forum

and 

PR 2009 Technology Showcase



Agenda

Introduction & Welcome

Special Topic Session

Session 1: Critical Utilities COP : Cesar Echevarria 

Lunch

Session 2: Critical Utilities COP : Ramon Y. Pagan

Coffee break

Session 3: GAMP COP : Nelida Plaza & Myrna Orama

Session 4: C&Q COP : Ramon Cayuela

Vendorôs Night and Closing Reception



Integration of 

ISPE Communities of Practice 

knowledge for a more efficient problem 

solution approach in our challenging 

Industry operations

ÅCesar Echevarria

ÅPR Chapter Treasurer and Critical Utilities COP Chair

ÅFeliz Gonzalez

ÅPR Chapter Director and C&Q COP Chair

ÅEugenio A. Longo

ÅPR Chapter President

ÅNASAC ISPE International Committee Member



Definition: Community of Practice

ñCommunities of practice are groups of 

people who share a concern or a passion 

for something they do and learn how to do 

it better as they interact regularly.ò 

Etienne Wenger 



What is a COP? 

ÅConnecting members person -to -person

ÅCollecting relevant information to share



ISPE Communities of Practice
Å Active Pharmaceutical Ingredients  1282   

Å Biotechnology

Å Commissioning and Qualification  2266
Å Containment  1200

Å Critical Utilities  1675
Å Disposables  564 

Å Engineering Standards Benchmarking  200 

Å Good Automated Manufacturing Practice (GAMP)  1993
Å Good Control Laboratory Practice  

Å Heating, Ventilation, and Air Conditioning (HVAC)  1661   

Å Investigational Products

Å Oral Solid Dosage (NEW)

Å Packaging  858   

Å Process Analytical Technology  1480 

Å Process/Product Development  1216  

Å Project Management
Å Sterile Products Processing  1409  

Å Sustainable Facilities  306



Integration of ISPE Communities of Practice

Under ISPE Communities of Practice we provide the 

collaboration between :

Industry, Academia, Technology suppliers, Individuals and 

ISPE International Body of Knowledge,

To demonstrate an excellent and successful integration of 

1. effective applications of the body of knowledge

2. to address effectively operational issues of the 

industry and 

3. enhance a better approach to the solutions 

required in the C&Q, Critical Utilities and GAMP 

areas.



ISPE - International Society for

Pharmaceutical Engineering

Core Purpose: Lead global change and innovation in 
pharmaceutical technology and processes

ÅWorld's largest not-for-profit association dedicated to 
educating and advancing pharmaceutical manufacturing 
professionals and their industry.

Å25,000 members in 90 countries. 

ÅIndependent organization led by the world's top 
pharmaceutical manufacturing professionals.

ÅAll technical areas of the pharmaceutical manufacturing 
industry are represented.

ÅNeutral environment for experts, technologists, 
regulators, consultants and students to exchange ideas 
and practical experience. 



Assesment of resources of the 

Community of Practice

ÅISPE needs to adapt to changing industry 

needs

ÅStop Wasting resources

ÅStop Confusing and underserving membership

ÅRoles of Body of Knowledge and COPs are 

going to expand significantly

ÅFocus on the real needs of local members and 

industries by direct local change in programs



Baseline Knowledge

Knowledge Creation

Interpret

Innovate



ISPE Communities of Practice Vision

ISPEôs Global Community of Practice (COP) has been 

established to educate every ISPE constituent about 

the added value offered by participating in ISPE 

Communities of Practice. 

This global COP enables COP members to access 

general information about what a COP is and does, 

how ISPE COPs are governed, the importance of 

COPs and how other industries are embracing 

COPs, upcoming COP activities and events, and 

discussions about the value of ISPE COPs. 



Primary Purpose of COPs

The primary business intent of ISPE Communities 

of Practice is: 

a. To provide a forum for community members to help each 

other solve everyday work problems and engage in 

active networking. 

b. To develop and disseminate best practices, guidelines, 

and procedures for use by community members 

c. To organize, manage, and steward a body of knowledge 

form which community members can draw 

d. To innovate and create breakthrough ideas, knowledge, 

and practices. 



Pharmaceutical 
Drug Product:

�‡Development

�‡Manufacturing

�‡Distribution

Product 
Development

Facilities & 
Equipment

Production 
Systems

Regulatory 
Compliance

Quality  
Systems

Supply Chain 
Management

Information      
Systems

Technical Body of Knowledge


