
• Types of CROs
• All or none - What should you outsource?
• How the FDA views CROs
• Sponsor responsibilities
• Writing the RFP
• Evaluating responses to the RFP
• Pre-Qualification of vendors and vendor audits
• Contract negotiations and partnering with CROs
• Managing the CRO

The processes in managing CROs, including study plans, in-field 
site visits, preparation for inspections, and monitoring evaluation 
programs will be discussed. Progress and conditions for terminating 
the services of a CRO will be analyzed along with the overall require-
ments of data quality assurance. Solutions to problem assessment 
and correction involving all outsourcing projects along with the legal 
requirements of sponsors and CROs are included in the presenta-
tions.

ABOUT CfPIE
Learn from the Leader

In a life sciences industry that has faced nearly $15 billion in fines and 
compliance-related settlements over the last several years, The Center 
for Professional Innovation & Education (CfPIE) is a better alternative 
for maintaining high standards, protecting industry reputations, and 
enhancing personal growth. Since 2001, we have embraced a singular 
goal—to provide the highest quality education to life science profes-
sionals. Today, as the global leader in quality life sciences training, 
we offer the largest range of course options for professional develop-
ment in pharmaceutical, medical device, biotech, and skin/cosmetics 
disciplines. We are dedicated to enriching that reputation by conveying 
content 
relevant to the needs of individuals and organizations facing intense 
scrutiny in those highly technical disciplines.

Go to http://www.cfpie.com

Go to “REGISTER” and select your course.

Create an account and register for your course.

1.

2.

3.

http://www.CfPIE.com

HOW TO REGISTER

COURSE FEE
$2150.00 PER PERSON

EARLY BIRD DISCOUNT

The Center for Professional Innovation & Education, Inc. 
7 Great Valley Parkway

Suite 295
Malvern, Pennsylvania 19355

If you register at least thirty days in advance you will receive a 
$200 discount on the course.

ADDITIONAL DISCOUNTS
Contact us at 610-648-7550 or info@cfpie.com for 
information regarding partnership discounts or how your 
organization can become a partner with CfPIE.

CANCELLATION POLICY
All cancellations must be in writing and are subject to a 
$350.00 cancellation fee. If cancellations are made more than 
30 days prior to the course, a refund less the cancellation 
fee will be provided. If cancellations are made less than 30 
days prior to the course, a voucher good for attendance at an 
upcoming course will be provided. The voucher, which can be 
used by the registrant or anyone else within his/her company, 
will be valued at the registration fee minus the $350.00 cancel-
lation fee.

If a registered attendee does not cancel and fails to attend, 
neither a refund nor voucher will be issued. All course 
cancellations must be in writing and emailed sent to info@
cfpie.com. Registrants are responsible for contacting the hotel 
and canceling their room reservations.

CFPIE reserves the right to alter the venue, if necessary.

Substitution Policy - Classroom Courses

Substitutions are accepted at no penalty with written 
notification from the original registrant in advance of course. 
All substitution requests must be in writing and emailed to 
info@cfpie.com.

CfPIE also offers on-site courses for 10 or more 
attendees. Contact us at info@cfpie.com.

COURSE DESCRIPTION
This course will provide the attendees with the specific methodology 
and management techniques to successfully outsource pharma-
ceutical programs that should then be more likely to be completed 
on time, within budget, and most importantly, with a high level of 
quality and performance. Participants will learn how the current 
external and internal forces are shaping the way projects will need 
to be delivered to be competitive and cost efficient given the state of 
the industry.

The following topics will be discussed:

SELECTING AND MANAGING 
CRO’S

COURSE DIRECTOR:  KAY MONROE

Please refer to our website for
upcoming course dates and times



SECOND DAY

FIRST DAY
Introduction to Clinical Research Organizations

• Why outsource?
• What to outsource?
• Non-Clinical, Manufacturing and Clinical CROs
• Outsourcing entire functions

Vendor Selection Process

• How to find a CRO
• Criteria for selection
• RFP development
• Ways to compare and contrast before you select
• Evaluating available documentation
• Proposal review and evaluation
• Contract negotiation and award

Managing CROs

• Preparation, planning and positioning with CROs
• Study set-up, planning and initiation

• SOPs: your firm and CROs
• Formulating a study plan
• FDA and legal requirements of CROs
• Collaborative tools and techniques

• Monitoring and evaluating methods and timelines of CROs
• Clarity and communications with CROs
• Realistic projections for projects, staff and CROs

Duties of the CRO, Sponsor and Trial Sites

• Global knowledge: U.S. vs. EU regulations and nuances
• How to ensure compliance with regulations, including

• GMP
• GCP
• GLP

• Auditing

Troubleshooting
• Common problems and possible solutions

INSTRUCTOR CREDENTIALS
Kay Monroe is an industry consultant working for her own firm, 
Cayman Scientific Consulting, LLC, now based in Connecticut. She has 
extensive experience in R&D across multiple therapeutic areas and 
specializes in Project Management roles. Her career includes roles as a 
Global PM for the development of a drug for diabetic neuropathy and 
for a novel cardiovascular therapy, implementation of a Project 
Management Office for a combination drug/device firm, support of 
migration, validation and documentation for A RIM solution and Global 
VP of Operations for the US Division of a Danish company focused on 
CNS therapies. Kay has also consulted with different non-profits 
working in malaria drug development.

Kay currently works with a start-up company developing psychedelics 
for psychiatric and neurological disorders and supports them as Chief 
Operating Officer. She holds a BS in Animal Science from UC Davis and 
an MBA from Golden Gate University in San Francisco.

WHO SHOULD ATTEND
This two-day seminar is designed for personnel in the pharmaceutical, 
biotechnology, medical device and biologics industries who use Con-
tract Research Organizations (CROs) in the process of developing their 
products for FDA approvals. Attendees should have a basic knowledge 
of the drug, device or biologics development processes and a need to 
understand what is involved in outsourcing non-clinical and clinical re-
search to CROs. VPs, Directors, Managers and other personnel involved 
in selecting and managing CROs will benefit from this course. 
Outsourc-ing department staff, purchasing, finance and contract 
management staff who participate in the RFP process will find this 
seminar a valuable introduction or refresher class.

CRO administration and management, who are involved in business 
development and operations, will gain a thorough understanding of 
what the pharmaceutical industry is seeking from CROs.




