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The Parenteral Drug Association presents the...

PDA/FDA Pharmaceutical 
Supply Chain Conference 

Global Supply Chain Integrity – A Shared Responsibility
November 13-14, 2012

Bethesda North Marriott Hotel | Bethesda, Maryland

Improving the integrity of the entire supply chain for pharmaceutical ingredients and finished products ultimately helps 

ensure the quality and safety of medicines for patients. Globalization of pharmaceutical manufacturing and distribution 

is bringing manufacturers and suppliers to public forums such as these to discuss how to manage emerging concerns 

including illegal acts such as counterfeiting, diversion and intentional adulteration.

At the PDA/FDA Pharmaceutical Supply Chain Conference participants will hear regulators as well as industry experts 

present on an array of topics addressing practices and approaches to be considered to ensure the integrity and quality 

of the global supply chain.  

Regulatory speakers confirmed to moderate and/or speak at this meeting include: 

• Lieutenant Commander Eleni 
Anagnostiadis, Pharmacist, 

Consumer Safety Officer, CDER, FDA
• Ilisa Bernstein, PharmD, JD, 

Acting Director, Office of 

Compliance, CDER, FDA 

• Frederick Fricke, Jr., Director, 

Forensic Chemistry Center, ORA, FDA
• Gregg Goneconto, Special Agent, 

Office of Criminal Investigations, FDA
• Gerald Heddell, Director, 

Inspection Enforcement & 

Standards Division, MHRA

• Captain Valerie Jensen, Associate 

Director, Drug Shortage Program, 

CDER, FDA
• Commander Connie Jung, PhD, 

Acting Associate Director for Policy 

and Communications, Office of Drug 

Security, Integrity and Recalls, FDA
• Nancy Kennedy, Special Agent, 

Senior Operations Manager – Drug 

Investigations, Office of Criminal 

Investigations, FDA 
 

• S. Leigh Verbois, PhD, Acting Deputy 

Director, Division of Supply Chain 

Integrity, Office of Drug Security, 

Integrity and Recalls, CDER, FDA
• Steven Wolfgang, PhD, Acting 

Associate Director, Risk Science, 

Intelligence and Prioritization, 

CDER, FDA 
 
 
 
 

Immediately before the conference, PDA’s Training and Research Institute (PDA TRI) will be 

hosting a course, Developing a Robust Supplier Management Process, onsite on November 12.

Visit www.pda.org/supplychain2012 
for more information and to register.

Exhibition: November 13-14 | Course: November 12 

Register Before
August 31, 2012 

 to Receive the Largest 
Savings Deadline for 

This Event!

Whose Learning is it Anyway?
Bethesda, Md. • October 8-11 • www.pda.org/biennial2012
Conference Committee Member Kristina R. Barkhouser, Excelen Performance

Is it time for your annual compliance 
training? Do  you  ever wonder who  re-
ally cares? 

Regulators care that you’ve provided it. 
The U.S. FDA 21 CFR §211.25 states 
that training should be given “with suf-
ficient frequency to assure that employees 
remain familiar with cGMP requirements 
applicable to them.” 

Your quality department 
cares that they can dem-
onstrate to the regulators 
that the training was de-
livered. 

Your managers care that 
they can demonstrate to 
your quality department that training 
was delivered. 

Your training department would like to 
deliver something meaningful to train-
ees, but is often up to managers to come 
up with a “one size fits all” training ses-
sion for hundreds or thousands of people 
to ensure minimal interruption to the 
business. So, with these varied interests 
in the delivery of compliance training, 
whose learning is it anyway?

Have you ever wondered what the em-
ployees really care about and for whom 
the training should actually be designed? 
In a culture where tracking training and 
proving that it is delivered is very familiar, 
we would likely find our efforts a huge 
waste of time, if we actually measured the 
return on investment. The intent of the 

training regulations is not just that em-
ployees “remain familiar” with require-
ments, but rather that they apply the 
learning to their daily lives and operate 
in a state of compliance. The preamble to 
the FDA regulations state: “The Commis-
sioner intends that training be meaningful 
to the employee, not a formalistic but useless 
exercise to satisfy a regulation.” 

Therefore, it’s imperative that we begin 
to think of the real customer when it 
comes to delivering compliance training. 
Are you measuring whether or not the 
training was actually meaningful? If your 
training isn’t making a difference in the 
attitudes, skills or knowledge level of em-
ployees, then you’re simply wasting your 
time and money on a “formalistic, useless 
exercise to satisfy a regulation.” 

Training can be designed and delivered 
in a way that engages employees, helping 
them take ownership of the learning and 
apply it to their work! A key to improv-
ing performance is driving ownership of 
learning to the trainees. When training 
is done properly, organizational effec-
tiveness and business results are typically 
enhanced. Leading training profession-

als in the industry know how to accom-
plish and measure this and would love to 
share these insights with you!

The theme of this year’s PDA Biennial 
Training Conference is From Training to 
Learning – Improving Performance in a 
Regulated Environment. This year’s con-
ference will offer a wealth of information 

to help trainers and man-
agers in regulated indus-
tries provide useful train-
ing tips and techniques. 

The conference offers 
three main tracks of con-
current sessions in the 
areas of: 

•	 From Training Programs to Learning 
Programs

•	Training System Effectiveness
•	 From Theory to Practice

Join us at this year’s conference in Bethes-
da, Md. October 8-9 and learn from lead-
ing industry practitioners in the craft of 
compliance training, learning and work-
place performance. This is an outstanding 
opportunity to explore innovative tech-
niques for improving performance in a 
regulated environment.

Immediately following the confer-
ence, PDA’s Training and Research In-
stitute will be hosting three courses from 
October 10-11.

To learn more about the conference, 
courses or to register, visit www.pda.org/
biennial2012. 

It’s imperative that we begin to think of the 
real customer when it comes to delivering 

compliance training




