
PHARMA outlet

n recent years, there has been a proliferation of certification
programs within the pharma/biotech/devices world. Some are
broad-based, such as project management (e.g., the Project
Management Institute’s PMP). Others, for example, clinical
monitoring and clinical data management, are industry-spe-
cific. Regardless of the profession, there are heated debates as
to the meaning and value of certification. Opinions vary

tremendously, and often depend on the profession, the goals and
quality of the certification, and the credibility of the authoring
organization. 

FACTORS THAT CAN AFFECT THE PERCEIVED
VALUE OF CERTIFICATION

Certification is the process by which an individual demon-
strates his or her level of expertise in a field, usually by taking an
exam. Certification programs are usually developed by profession-
al societies as a means of identifying those who have higher quali-
fications. They are particularly useful for jobs, such as data man-
agement, where the job definition varies and where there are few
targeted academic programs and a limited published body of
knowledge. In these cases, a certification program can help to clar-
ify the role, identify the associated knowledge base, and define
expected proficiency levels. 

Much of the “value” debate comes from different percep-
tions of what certification says about an individual, and that
depends upon many factors. Few are objective, which fuels
the arguments. They include:
• Credibility of the certifying organization.
• Clarity and fairness of exam questions. 
• Exam difficulty — if everyone can pass, it is not a differen-

tiator. 
• Relevance of exam questions to daily job activities. 
• Knowledge vs. experience — i.e., the ability to use judg-

ment to apply the knowledge appropriately in real-world set-
tings.

• Correlation with performance — i.e., the peer community
must see that certification correlates with greater skill and
value to the company. 

CLINICAL CERTIFICATION
To add value, a certification program must address these

issues and more. The Certified Clinical Data Manager (CCDM)
program developed by the Society for Clinical Data Management
provides a useful illustration. For clinical data management
(CDM), certification is a way to help define the profession. There
is little generally accessible published material, its definition
varies, there are no dedicated diploma programs and, indeed, its
worth to companies is still regularly challenged. The certification
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program, along with the publication of the organization’s Good
Clinical Data Management Practices document, is changing
these perceptions. 

The exam was developed by a large team of experts over sever-
al years. A test development company was also involved to ensure
test validity. The beta version was taken by a range of people, from
experts to people from outside the field. This improved the corre-
lation between level of knowledge and total score, and allowed the
“pass” score to be set. The target was to identify those who met
minimum requirements of education or experience and had a
working knowledge of most areas of data management. The initial
version was published in 2005, and a revised version in late 2008.
To date, about 360 people have taken the final versions.

Several elements contribute further to the exam’s credibility.
Many of those who took the test, including senior data managers,
reported that it was unexpectedly difficult. The questions draw on
an array of expected skills, and require the application of judgment
to diverse situations. Certification lasts for three years, at which
time candidates must either retake the exam or provide evidence of
sufficient CEUs to requalify. A new program encourages compa-
nies to support certification by rewarding them with recognition
and discounts based on the percentage of their eligible staff who are
certified. The jury is still out on the long-term success of the
CCDM program, but early indicators seem positive.

In the end, the value of certification depends upon the quality
of the exam and the degree to which it is adopted. If it is perceived
to be fair, representative of both experience and knowledge, and
accessible to all who are qualified to take it, employers and peers
will be more likely to react positively. To remain so, it must be
updated as technology and practices evolve. Taken with evidence of
formal education and experience, certification can be a useful tool
in identifying those who are more likely to continue to grow pro-
fessionally and add value to their companies.  

Editor’s Note: The 2009 SCDM Annual Conference will be held October
4-7 at the Westin Seattle in Seattle. For more information, visit scdm.org.

Kit Howard, M.S., CCDM, CRCP, Owner, Kestrel Consultants Inc.,
which provides approaches to clinical data standardization and data
quality to help companies conduct efficient, high-quality, and cost-effective
clinical research. Ms. Howard is a member of the SCDM Publications
Task Force, a co-editor of Data Basics, the SCDM journal, and serves on
the CDISC CDASH Standards management team. For more information
about Kestrel, visit kestrelconsultants.com. ✦

PharmaVOICE welcomes comments about this article.

E-mail us at feedback@pharmavoice.com.
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Please join us for a special luncheon honoring Dr. Deborah Dunsire as our 
20th Woman of the Year. Deborah’s passion for pioneering advancements  
in oncology has made her a truly inspirational role model to all in the 
healthcare industry.

The HBA will also honor Alex Gorsky, Worldwide Chairman, Surgical Care, 
and member of the Executive Committee at Johnson & Johnson, as the 
2009 HBA Honorable Mentor; Barbara Pritchard, President of The Pritchard 
Group & Intermedica, Inc., as the 2009 HBA Star Volunteer; and a number 
of the industry’s “Rising Stars.”

Join us on May 7 to celebrate the accomplishments of the winners 
of these prestigious awards.

2009 HBA WOMAN OF THE YEAR 
Deborah Dunsire, MD
President and CEO
Millennium:  The Takeda Oncology Company

HBA Woman of the Year Luncheon
New York Hilton, New York
Thursday, May 7, 2009
Reception: 10:30 a.m.
Luncheon: 11:45 a.m.

Registration Deadline:
Thursday,  April 23, 2009
Member: $200
Nonmember: $230
Table: $2,000 (seats 10)
www.hbanet.org

Congratulations

Deborah Dunsire, MD
President & CEO
Millennium:  The Takeda Oncology Company


