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  An Extension of Your Team 

Quality Implementation Services, Inc.  
Pharmaceuticals, Medical Devices, Biologics & Combo Products   
QIS, Inc. works in complete harmony with your team to create a time-savings 
environment to deliver intuitive and exceptional work products based upon 
current regulatory requirements and industry best practices. We work with 
small, medium or large companies providing services in Quality Assurance, 
Manufacturing, Laboratory Controls and Regulatory Affairs.  Proven track 
record of client satisfaction:  

“Donna has provided timely and effective quality management consulting 
to my firm over the years. She is both very knowledgeable and personable, 
making interacting with her productive and enjoyable.” 
“Donna knows the regulations. She can evaluate a system, identify needed 
actions and provide guidance to address those issues. Her knowledge base 
is instrumental in providing cogent reasons to staff for her 
recommendations.” 
 Analytical/Quality Control 

Support 
 QA Systems Development & 

Upgrade Support 
 Compliance Audits and 

Assessment 
 Product Development Support 

 Customized Training Programs  Regulatory Affairs Submission 
Support 

 FDA Inspection Readiness 
Support 

 Technical and Document Writing 

 GLP, cGMP, ISO, QSR 
Compliance  

 Validation Support-facilities, 
method, process 

 
Donna Hartzfeld, Ph.D. 
Tel: 602-539-8830 
Cell: 602-692-0966 
www.qisfdaconsultants.com 
dhartzfeld@qisfdaconsultants.com 
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