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Letter from the Editors
Chandra Wooten and Sharon Chaplock

Ahhh… Summer time: lazy after-
noons, sunsets at 9:00 pm, BBQs, fire-

works, vacations; cooling down at the local 
swimming hole… so many simple pleasures. 
Of course, there are mosquitoes, heat waves, 
floods, tornados, sunburns, bee stings and jel-
lyfish to contend with as well. Even when, as 
the song says, “the livin’ is eaaaasy…” whether 
it rains on your picnic or it is time to find a 
new job, to be successful we’ve got to be able 
to adapt to sudden changes of circumstance, 
and if necessary, plot a new course.
This issue examines the many choices avail-
able as we explore and create our career paths. 
Have you ever wondered what it takes to 
manage your own business, or whether your 
data management skills could be put to use 
in a different industry? Do you think you’re 
ready to move up - way up - the corporate 
ladder? If so you’ll find the personal journeys 

and career path tips described by Kit How-
ard (“So You Want to Be an Independent 
Consultant…”), Robert Complita (“Beyond 
Biotech: Utilizing Data management Skills in 
Other Industries”) and Lisa Freeman (How 
Did I Become Director…”) quite interesting.
You’ll also find a number of short articles we 
pulled from the SCDM website blog ad-
dressing (and raising) questions such as “Is 
Your Month 156 Data Clean?” and “Do we 
really have to update our coding dictionary?” 
(“Decoding Medical Coding Dictionaries”). 
Thanks to all our bloggers for your contribu-
tions!
Whether you will be locking a database, 
trying to land a new job or taking a cross-
country bike trip during these next few warm 
months, the Publications Committee wishes 
you a safe, relaxing, enjoyable summer. 

Save the Date!
A company’s most vital assets are its people and its leaders that guide them. Capitalize 
on your leadership potential by attending the Society for Clinical Data Management 
2009 Leadership Forum, March 15-17, 2009 at the Nashville Marriott on the 
Vanderbilt University campus. 
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How Did I Become Director – The Sequel to “Which Way Do I Go?”
By: Lisa Freeman, CCDM, Director, Clinical Data Management, Gilead Sciences, Inc.

At SCDM’s 2003 Fall Conference, I gave a 
presentation on career paths for data man-
agers titled “Which Way Do I Go?” At the 
time, I had just gone through my second 
industry lay-off due to a merger and was 
faced with the critical decision of what to 
do next with my career. I decided to stay 
in Clinical Data Management (CDM); 
five years later I am convinced that was 

indeed the right way to go.
So, how does one move up the ladder from an entry level 
CDM position to become director of the department? Hon-
estly, part of it is having the good fortune of opportunities 
becoming available. However, some well-thought out choices 
and preparation can help to position you to be ready when 
those opportunities do arise.
My first CDM job as a Clinical Data Associate (CDA) was 
at a contract research organization (CRO). This was what I 
consider as my “sponge stage”. I was eager to learn everything 
there was to know about CDM and the pharmaceutical/bio-
tech industry. CROs provide a great environment to learn the 
industry since they offer the opportunity to work on projects 
from various sponsors with varying outlooks of how to best 
perform CDM tasks. 
Once the basics such as CRF tracking, query generation, data 
reconciliation, etc. were mastered, the next step was to broaden 
my horizons to include further knowledge such as industry 
standards, new technology trends and regulations that relate 
to CDM. A great way to do this is to get involved in organiza-
tions such as SCDM, DIA, and technology user groups. There 
are countless opportunities to learn more about the industry 
and how your colleagues are handling similar issues. Confer-
ences and classes provide direct knowledge about the areas of 
interest for data managers. Working on committees and focus 
groups also provide direct knowledge about the task at hand 
but often provide indirect knowledge of the industry simply by 
brainstorming with colleagues from other companies. 
The next step in my CDM career staircase was to actually take 
a step back and assess where I fit in the overall study team. 
For instance, taking the time to understand the main tasks 
required of Clinical during study start-up helped me to provide 
the team with ideas for how to make the overall study start-up 
process better. It is so crucial to gain perspective from other de-
partments on what tasks/areas are important to them. This will 
gain you the respect of your peers across the board. It will also 
help you to understand why certain aspects of clinical trials are 
timed and conducted in a particular fashion. 

Take your time and be patient. Those that knew me in the 
early days of my career will most likely laugh at this statement 
coming from me! Do as I say, not as I do…right? I can honest-
ly say that this is one thing that I would change if I had it all to 
do over again. Taking the time to gain knowledge is so worth-
while and understanding that there is no shortcut to building 
up years of experience can help to prevent tons of frustration. 
A great gauge of where you are at in the process is to take the 
CCDM exam. The exam covers all of the basics of CDM and 
is constructed in a way that allows you to assess your overall 
knowledge of our discipline. If you don’t pass the first time, use 
it as a developmental exercise to help you focus on opportuni-
ties to improve your own portfolio.
Discover what parts of your career you enjoy the most and find 
your niche. Keep in mind that your initial niche may just be 
what leads you to something else. Becoming a subject matter 
expert (SME) is important to show your dedication and exper-
tise. For the extrovert, this may be training or project manage-
ment. For the introvert, tasks that require less interaction with 
others, such as programming, might be the best fit. There is no 
right or wrong choice…figure out what YOU like to do, do it 
and do it well!
Be a leader. This doesn’t necessarily mean that you have to lead 
every conversation. Listening is a key attribute to being a good 
leader in the workplace. Take on leadership roles in the areas 
that you have interest in first. This will push you to strive to do 
your best and success is addictive. But even if the only leader-
ship opportunities are in areas that are less interesting, step up 
and show that you can see a project/initiative through from 
start to finish. As a leader, it is imperative to recognize the need 
and ability to compromise. Sometimes giving in on a less cru-
cial point can win the decision on things down the road that 
are more important to you. Maintaining a positive attitude is 
also critical for a good leader. Mom used to say “You get more 
bees with honey” and she was absolutely right. 
I have often said that each time I have been promoted to the 
next level that I thought I knew what the next job entailed. I 
have yet to agree with myself after I start learning more about 
the new position. As a CDA, I was much more focused on day 
to day activities of a study. Over the course of time, I gained 
more responsibilities and was able to handle multiple studies at 
once. In doing so, I started looking at the bigger picture in re-
gards to when the crunch times for each study were scheduled 
and my role in the coordination of activities that the entire 
study team was working on. 

Continued on page 5
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The Clinical Data
Management standard of

Knowledge, Education and Experience

 To learn more about SCDM’s Certified Clinical Data 
Manager (CCDM) Examination 

visit the SCDM website at 
https://www.scdm.org/certification/application/

Default.aspx

Experience in handling multiple studies and coordinating the 
activities of others led my career path to managing employees. 
This was a whole new ballgame! Managing employees means 
so much more than parcelling out the work. In order to be 
successful, you must hire the appropriate people and find ways 
to keep them motivated. So many workplace components, 
especially in larger companies, are not in the manager’s control 
yet maintaining expectations and motivating employees is the 
cornerstone of their job. 
The hardest thing that I learned as a manager was how to 
handle conflict. No one, including me, enjoys confrontation. 
However, in many cases, conflict is simply a misunderstanding 
that needs to be cleared up. In the more difficult situations, it 
helps me to remind myself that I am addressing the conflict 
in the interest of the rest of the employees that are doing a 
good job. In addition to resourcing and employee develop-
ment, managers play a key role in creating and maintaining the 
processes for their area and ensuring that their employees are 
trained and following them. 
Once again, as a manager, I thought that I knew everything 
that a director did. Boy was I wrong! As a director, I spend 
a lot of my days putting out fires, attending meetings and 
strategizing for the future. One way to combat the firefight-
ing tasks is to enable your managerial staff to make decisions, 
with them always knowing that they have your full support. 
My strategy has always been to give my managers the leeway to 
help strengthen themselves and the department. 

My favorite part of being director of the department is strat-
egizing with my colleagues regarding how we can improve our 
current processes and developing new processes. 
It is always a dance between being on the cutting edge of 
technology while making sure that you are not being the beta 
tester for every new trick of the trade. Years of experience and 
tapping into my colleagues’ knowledge has helped me to make 
the most appropriate decisions when evaluating new processes 
and technologies. Developing objective methods, such as 
requirements documents, also helps you to evaluate and make 
appropriate decisions. 
As a director, I am responsible for both the CDAs’ and the 
Clinical Programmers’ contributions to the company. I have 
to make decisions that often affect both areas, whose needs 
are often quite different. Keeping everyone on the same page 
can be tricky but is imperative to the success of the depart-
ment. Another key component to being director is handling 
the department’s budget. It definitely helps if you have experi-
ence working on previous budgets or the past budget for your 
department. Make sure that you are working off of the same 
assumptions as the rest of the company in order to make ac-
curate forecasts.
In a nutshell, if you are a CDA who wants to eventually be-
come director, be patient and never stop learning. Enjoy the 
journey and make sure to place yourself into the area of the 
department that makes most sense for you. And even when 
you get there, the learning does not stop. Wouldn’t it be boring 
if it did?  

Lisa Freeman has worked in the health care industry for more than 
20 years. She is currently the Director, Clinical Data Manage-
ment at Gilead Sciences, Inc.’s Respiratory Therapeutics Division 
in Seattle, Washington. Lisa is a former SCDM board member 
and a current Medidata User Group board member. Lisa obtained 
CCDM status in 2006. The views expressed in this article are 
solely those of the author and should not be attributed to Gilead 
Sciences, Inc.

How Did I Become Director – The Sequel to “Which Way Do I Go?”
Continued from page 4

Web Sites to Check Out
ACDM - www.acdm.org.uk
CDISC - www.cdisc.org
FDA - www.fda.gov 
ICH - www.ich.org 

Please email info@scdm.org about 
any other “hot” web sites that you feel 
would be of interest to the SCDM 
membership.

There are more links to be found on our web site! SCDM - www.scdm.org
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In the spring of 1999, 
I was presented with a 
unique opportunity; free-
dom. Freedom from the 
shackles of the four-star 
restaurant where I toiled 
as a chef for the previ-
ous five years during and 
immediately following 

my undergraduate career in Northern Califor-
nia; freedom from the daily battlefield that is 
professional cooking. I was at a crossroads; it 
was time to decide where my life was headed. 
Would I open my own restaurant, would I 
pursue a career utilizing my degree in Envi-
ronmental Science, or would it be something 
completely different? As it turns out, it was 
‘something different’ that initiated my exodus 
from the kitchen: a unique career in a field 
that, at the time, I never knew existed… 
Clinical Data Management. 
I traded in my chef ’s whites and 500 ft2 kitch-
en for “business casual” attire and a 36 ft2 cu-
bicle, and I couldn’t have been more pleased. 
My stressful weekly grind which included 
purchasing food, developing menus, prepar-
ing hundreds of individual meals and cleaning 
stovetops, ovens and deep fryers would soon 
(and thankfully) be a distant memory. I was 
hired by a global CRO in the San Francisco 
Bay Area, where I was afforded the opportu-
nity to develop 
invaluable CDM 
skills including: 
case report form 
design and imple-
mentation, data 
management plan 
creation, CDM 
metric generation, 
as well as data 
clarification form 
generation, review, 
and tracking. I en-
joyed new and dif-
ferent stimulation 
slicing and dicing 
something other 

than vegetables: clinical trial data. However, 
my tenure as a Clinical Data Associate would 
prove to be short lived.
After 16 brief months in the Bay Area, I was 
presented with a job opportunity in my uni-
versity field of study, Environmental Science. I 
decided to take this once in a lifetime oppor-
tunity, and exchanged my cubicle and business 
attire for hip boots, my own office, and a small 
boat. I worked as an environmental scientist 
for two different environmental consulting 
firms over a period of five years and found it 
very rewarding; however I was still not entirely 
satisfied by my role and again found myself 
looking for a career change. This time though, 
the career change would bring me back to the 
familiarity of clinical data management. 
I was originally concerned that my return to 
clinical research after so many years would 
prove to be an uphill struggle; however I found 
the DM foundation that was laid so many 
years earlier, coupled with the surprising simi-
larities between clinical data management and 
environmental science allowed for a smoother 
transition than I had anticipated. 
Many of the similarities between clinical data 
management and environmental science can be 
applied in most, if not all of today’s industries; 
however there are some particular aspects that 
I feel impacted my career and allowed for a 

jump from clinical 
data management 
to environmental 
science and back 
again: teamwork, 
flexibility and 
project dedica-
tion; including 
client, vendor, and 
intra-team commu-
nications; as well as 
database develop-
ment, management, 
and the importance 
of clean (accurate) 
data.

Beyond Biotech: 
Utilizing Data Management Skills in Other Industries
By: Robert Complita, Clinical Programmer, Gilead Sciences, Inc.

Robert Complita holding a starry flounder (fish tissue 
collection area; Puget Sound, WA)
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As in clinical research, an environmental project team is 
comprised of a variety of individuals from different organi-
zational and educational backgrounds. The environmental 
team can consist of individuals from city, state, and federal 
regulatory agencies, as well as local business owners, private 
consultants, project managers, statisticians, database managers, 
field coordinators, technical writers, and external vendors. In 
much the same way a CDA interacts with the clinical team, 
it is the responsibility of the environmental consulting firm 
team leader(s) to liaise between the different groups in order to 
assure a particular study design is agreed upon by the overall 
project team, and that it meets the applicable state and Federal 
guidelines. 
Similar to a clinical trial protocol, an environmental project 
plan dictates how a given study will be conducted, providing 
stepwise detail of the sample collection, handling, and analy-
sis procedures. Once a project plan is finalized, it is up to the 
environmental consulting firm team to execute the plan, utiliz-
ing teamwork to overcome the numerous potential challenges 
that can interfere with the smooth flow of any given project, 
including difficult weather, environmental factors (tides, cur-
rents, boat traffic, etc.), and equipment failure. It is impera-
tive that the environmental consulting firm team is able to 
effectively communicate the study requirements to all external 
vendors; much like a clinical data manager must be able to 
communicate effectively with the internal clinical project team, 
clinical site staff and CRO personnel. As in clinical research, 
if the project plan is not well communicated to all appropriate 
study personnel, the risk of capturing incorrect or incomplete 
data greatly increases, likely escalating project costs and subse-
quent frustrations of the project team.
Similar to a clinical trial, a well designed and executed environ-
mental study will produce analyzable data results. Depending 
on the design of a particular environmental study, this data will 
vary greatly and can include GPS coordinates, substrate type, 
flora and fauna characterizations, as well as sediment, water 
and/or tissue chemical concentrations. Once sufficient data is 
collected, it is loaded into a database, cleaned and analyzed. As 
in a clinical trial database, there can be numerous data issues 
that must be investigated and adequately addressed before the 
process of data analysis can begin. It is the responsibility of the 
database manager to identify any data outliers, which could 
result in queries to the analytical laboratory, re-sampling at a 
given location, or the need for follow-on studies. Once all data 
issues have been adequately addressed, the process of study 
report development can begin, and the subsequent regulatory 
decisions can be made.

My experience as both a clinical data manager and environ-
mental scientist has taught me that even with the most well 
designed project plans, it is ultimately the dedication and drive 
of each member of the project team that determines a project’s 
success or failure (I define success as the completion of a study 
within a reasonable timeframe and the attainment of analyz-
able results). Teamwork, flexibility, project dedication, clear 
communications, and analyzable data are paramount to both a 
successful clinical trial and environmental study. It is these core 
value ingredients that, when added in ample supply, will meld 
together to create a winning combination that any chef would 
be proud to put on the menu.  

Robert Complita is currently working as a clinical programmer (EDC 
systems) for Gilead Sciences, Inc. in Seattle, WA. The views expressed in 
this article are solely those of the author and should not be attributed to 
Gilead Sciences, Inc. 
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So You Want to Be an Independent Consultant…
By: Kit Howard, Principal and Owner, Kestrel Consultants

Disclosure: this article has never been pub-
lished anywhere else previously and is not 
commercial in nature. 
Though the rumor mill had been going 
wild for months, it still came as a shock 
when I was told that my department 
was being restructured and moved and 
that my existing job at my site was being 
eliminated. As I made the journey from 

where I was then to where I am now, I had to make many deci-
sions. The first was “what do I want to be when I grow up?”, 
and, having decided that, a series of decisions around practi-
cal issues (financial considerations, company name, etc.) and 
emotional issues (looking into myself and trying to determine 
if I had what it took to make it a success). This article is a very 
informal attempt to provide some insight into these decisions, 
along with what I think went well, what I could have done 
better, and what was simply reality. The material isn’t organized 
in any particular way, and it isn’t a how-to article on being a 
consultant– there are plenty of books about that already. It is 
more a series of anecdotes, events and thought processes that 
led me to where I am now. I hope that it may prove useful to 
those thinking of travelling this path. Or more importantly, to 
those who are thrown into a situation where they must react to 
change in a positive manner.

When I first learned that, unless I took action, I would be laid 
off, I reacted with the typical phases of denial, bargaining, 
depression, anger and finally acceptance that often character-
ize a sudden loss. Once I had accepted that I did indeed have 
to make a change, I laid out all the potential alternatives. They 
were: 
Stop working. 
This was quite an attractive choice, but was impractical for a 
number of reasons. Because of the length of time I had been at 
the company, if I left I would receive a sizable severance pack-
age but it certainly wouldn’t last forever. I was too young to 
qualify for retirement. I had financial commitments that had 
been acquired while drawing a generous salary and these finan-
cial obligations would not simply evaporate if I stopped work-
ing. I had a seven-year-old son and I was responsible for half of 
his support. Finally, I had a lifestyle I wanted to maintain, or at 
least not lose completely, and that would not be possible with 
no income. 
Beyond the money was also the desire to continue to contrib-
ute to my craft. My position had evaporated but not the field 
and work that drew me to the office every day. I like the work, 
I like to talk about it and I certainly love to write about it!

Take an internal company transfer, following the 
department to its new location.
This also had a good deal of appeal. That would allow me to 
maintain a good salary and benefits (especially health care), and 
there was a choice of positions in New York, Connecticut or the 
United Kingdom (UK). The UK was particularly attractive, as 
I have family in the UK. The counter argument here weighed 
heavy on me. I was divorced, and to move would mean either 
taking my son away from his father or leaving him behind. I 
was not willing to do either of these. 
So no moving. 
Find a new position at the same company site.
While many positions were being cut across the site, some were 
remaining, and in the reorganization some new positions were 
being created. I was qualified for a couple of them, and again 
this would have allowed me to retain salary and benefits and to 
remain in my home. I did interview for the positions, but was 
not selected. As it happens, the entire site was shut down about 
3 years later, so it would have been only a temporary reprieve. 
By this point, I had come to realize that, for quite a number of 
reasons, I really didn’t want to stay with the company.
Find a job at another company.
If I were to leave the company, the most logical alternative was 
to find another job at another firm. I was constrained by the 
fact that I was unwilling to move, and the fact that at the time I 
was being laid off there were very few other companies around 
town in the clinical development business, and certainly even 
fewer that would offer a comparable salary. I knew I would 
probably have to take a drop in income, but I was also be-
ing plagued by doubts around what I could possibly do. I had 
always been a bit of a maverick, and really enjoy trying new 
processes and do things differently. 
If I took such a position, I probably will not fit well into a nar-
rowly defined “cubbyhole.” Still, that remained a possibility.
Become an independent consultant.
I had been toying with this idea for years before being laid off 
but had never pursued it because of the financial risk. The most 
pressing concern was facing my son’s college expenses some 
years in the future. I also really didn’t want to start my new pro-
fession in debt (seems kind of counter intuitive to pursue work 
that may not pay!). This was especially true with the sobering 
statistic that most companies fail within three years. I didn’t 
want to load that debt on top of the trauma of going bust.
This was a different situation, though. As I got the business 
started, I would have a severance package that could keep me 
comfortable for quite a while. I also receive limited health ben-

Continued on page 9
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efits, and the support of a career transition course sponsored by 
the company. So… I decided to take the plunge. 
In my view, there are two ways to approach working inde-
pendently. One is the consultant-as-piece-worker, which is 
effectively being a contractor. I have done some of this, where 
I go in to help with a specific job. My opinions are generally 
requested, and often I am asked to advise on the best way for-
ward, but at the end of the day I am working on their project, 
and they can choose not to follow my suggestions. In the past, 
I was used to working on projects for which I felt a great deal 
of ownership, and was really part of the project team. This new 
role is very different, where I have responsibility for a small 
part of it, and once my deliverables are complete, I leave not 
knowing how the project turns out. This is great when the 
project is a pain and I can walk away, but most of the time it 
feels very choppy and impermanent, which of course is exactly 
what it is. 
The other approach to independence looks more like being a 
vendor. It involves selling a product, or a coordinated set of 
services, that fit together and require a greater involvement 
with the client. About a year ago I decided to develop the Data 
Lifecycle Plans (DLPs) into a suite of products and services, 
and in collaboration with some other subject matter experts 
produced a library of ready-to-use DLPs along with templates, 
instruction manuals, process maps and so on. Not only do I 
now have something specific to sell (or license), I no longer 
have to tell prospective clients “trust me - I know what I am 
doing”! This feels extremely different from the first approach 
above. I think it’s because there is something concrete to 
commit to, to build upon, to believe in, and to be passionate 
about. Ultimately, that aligns better with my personality, my 
values and my vision. I want to make a difference.
I began consulting with mostly piecemeal jobs, and then 
progressed to the more vendor-like approach. Today, my work 
is a mixture of the two, which provides both continuity and va-
riety. I like to joke that, as long as it’s legal, I’ll do pretty much 
anything! That’s part of the fun of being independent.
The above discussion talks about how I arrived at the overall 
mix of what I do. For the rest of this article I’ll try to provide 
some insight into some of the more and less tangible decisions 
I had to make. At the end, I will talk a bit about why I am still 
consulting, even given some of the challenges I faced. 
•	The company needed a name and an identity. I have al-

ways liked jaguars, but that seemed a bit pretentious. I was 
musing about it one day, and my son, who was seven at the 
time, came to me with the bird identification book. After 
gently letting him know that the “Canada Goose Consulting 
Company” and “Loon Consulting” were not going to work 

very well, we found the listing for kestrels. They are cool 
little birds, Kestrel Consulting has a nice ring to it, and the 
url was available. Now, I don’t necessarily recommend this 
as the best way to choose a name for a company, but on the 
hand, it worked pretty well! A local graphic designer and I 
developed the logo by tracing a photo of a kestrel to create a 
stylized representation of the bird. It turned out to be a really 
good decision. Virtually no companies have logos that look 
like something, and many times people have come up to me 
at conferences and said “Kestrel. Oh, yeah, you’re the one 
with the bird on the logo.” 

•	 I needed to decide on my consulting expertise. I struggled 
a lot with this one. I had a reasonably clear idea of what I 
didn’t want to do, but much less clarity around what I did 
want to do. I have nearly 25 years of experience in clinical 
research and development that spans from basic research 
through Phase IV, mostly in data- and standards-related 
positions. The most obvious choice was traditional data 
management, but I felt I no longer had the patience to pay 
the close attention to detail necessary to do the job well, so I 
shied away from that. As it happens, it might have been the 
best way to start, as the work would have been much more 
available. I thought long and hard about what had given 
me the most satisfaction over the years, and what stirred the 
most passion, and I realized that it was the cross-functional 
standardization methodology I now call Data Lifecycle Plans, 
or DLPs. The premise of this methodology was created at 
my prior company during the early 90’s, and I worked on 
the design, development, implementation and maintenance 
of the standards system. I came to know in great detail what 
was required to make it work, so much so that I completely 
burned out on it. In the end, though, it is what I know best, 
and more importantly, I know that it is a much better way 
of doing research than our current practices. No one else in 
the vendor/consulting space provides a similar service, and 
there are very few people who know it as deeply as I do. That 
doesn’t mean that I am the only one who can do it (I’m not 
that conceited!), nor that I know everything there is to know 
(far from it!), but it does mean that I am perhaps the best 
person currently available. 

•	 I would have health insurance for the life of the severance 
package, but then it would expire and not be renewable. My 
son was covered on his father’s insurance, which was a big 
relief, but that didn’t help me. With some research, I dis-
covered that the local Chamber of Commerce offers group 
insurance to its members. It isn’t cheap, but at least it is avail-
able. It requires Chamber membership, which turned out to 
be good for networking.

So You Want to Be an Independent Consultant…
Continued from page 8
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•	 I have a home office to help to control costs, especially since 
most of my clients are remote and never visit me. The flip 
side is that there is no one down the hall with whom to chat, 
or go to lunch, or to exchange ideas. It can be isolating and 
lonely, especially since, with the exception of the times my 
son is with me, I live by myself. I originally handled this by 
making regular standing lunch dates with friends in town, 
by staying involved in volunteer professional groups such as 
SCDM, and by being involved at my son’s school. It worked, 
but not very well. It wasn’t until a friend started working 
with me that this situation improved. 

•	One of the biggest hurdles in going independent was the lack 
of a steady predictable salary. This is pretty scary, especially 
since the bills don’t stop just because the income does. I had 
to take a deep look inside to see if I could handle that kind 
of uncertainty. It felt very uncomfortable, but I thought that 
the severance package would give me a cushion, and if I were 
careful with budgeting I could make it last. As it happened, 
I am very bad at budgeting effectively, and in changing my 
mindset from the old days where, once bills and savings were 
taken care of, whatever was left in the bank account was 
mine to spend. That is fine when there are checks coming 
each month, but that doesn’t always happen! Shortly into the 
second year, I had almost run out of money when a relative, 
out of the blue, offered to be an angel investor. It was all 
that allowed me to keep going until the cash started flowing 
again. It was a lesson that I was lucky to survive, and was a 
significant wake-up call, both about managing the monthly 
flow of income and expenses, and also about the need to be 
aggressive about finding new business. 

•	 I have always participated in industry-related volunteer 
groups, from presenting at conferences to SCDM to 
CDASH and more. Most of these activities have expenses 
that I now have to pay myself. Worse, they involve non-bill-
able time. There are significant upsides, though. I contrib-
ute to the industry, increasing name recognition, learning, 
networking, and adding to my contacts. Any of these can 
increase the chances of landing clients. On the other hand, 
in the early days when I didn’t have many jobs, I found my-
self devoting more and more of my time to these volunteer 
efforts and becoming more focused on them at the expense 
of doing my own direct business promotion. It is often hard 
to say ‘no’ to the volunteer projects when I know that what I 
need to do for Kestrel doesn’t have a deadline and isn’t appar-
ent to anyone but me. I eventually had to become very strict 
and either limit or eliminate much of my participation.

•	 I didn’t know if I had the personal discipline to work when 
there was no external schedule, and no one setting deadlines 
or goals for me. It is very easy for me to procrastinate, and 

I would have to develop a strict routine to ensure that tasks 
were accomplished. I would also have to set definite measur-
able goals, and plan how to achieve them. This turned out to 
be a real issue for me. I thought I was working to find clients 
and develop the business, but for as long as there was money 
in the bank, I didn’t have a real sense of urgency. Once the 
money began to run low, I discovered what working hard re-
ally looked like! Now I find that there are so many things to 
do that I have to be very disciplined about prioritizing them, 
because it is easy to become completely overwhelmed and 
end up accomplishing nothing. Worse yet, many of those 
things are not billable, yet still have to be done, such as ac-
counting, marketing and product development. Yes, they are 
integral for enabling future billable hours, but there is never 
any guarantee that they will work…

• I needed to let people know I was available. I had been doing 
presentations at conferences for years, and had published 
some articles (mostly in Data Basics), so I had some name 
recognition in the industry. Through these, I had a decent 
network of contacts in various companies. On the other 
hand, I was raised in a very English family where it was the 
height of bad manners to promote yourself, or draw atten-
tion to your achievements – you were supposed to wait for 
someone else to notice how well you were doing. Needless to 
say, that was not going to be a good sales strategy! 

I addressed this in a number of ways, but it remains one of my 
biggest challenges – making contacts, following up on them 
and making the case for why they should consider my services 
and the DLP standards methodology. Here are some of the 
things I did. 
•	Working with my recently retired mother (nepotism is alive 

and well!), I designed a simple website that had the logo, my 
bio, descriptions of various services, and particularly infor-
mation about DLPs. 

•	 I started a newsletter and a blog – it helps that I like to write! 
•	My sister-in-law is a graphic designer with a company that 

works with the pharma industry, and together we developed 
a logo for the DLPs. 

•	 I enhanced my contacts list using business cards from confer-
ences and addresses from people who sent me email, and use 
this to send out periodic announcements of recent events, 
available services and other hopefully useful pieces of infor-
mation. 

•	 I sponsored the notebooks for an SCDM Fall Conference. 
The sponsorship came with a booth, and so I had that 
exposure as well. In hindsight, I think that the notebooks 
were absolutely worth it, if nothing else for improved name 

So You Want to Be an Independent Consultant…
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recognition, but the booth was a tremendous amount of 
work and expense, and it was very difficult to tell if it ac-
complished much of use. On the other hand, that was my 
first booth experience, and having done it a couple of times 
since then, I realize that there are (as with so many things!) 
tricks to make it work better. 

•	Another insight has been that although the newsletter and 
blog are great media, they are a lot of work, as is the website, 
and require regular refreshing or people stop visiting them. 
That said, the website is extremely valuable, as it allows 
people to browse through the material at their own pace, and 
is far more efficient than each person getting all that infor-
mation from me. They also enable potential clients to find 
Kestrel by searching on the web. I did briefly subscribe to a 
service that ensures good placement of the website on search 
engine results. It seems to have worked, as “Kestrel Consul-
tants” shows up early in most Google and Yahoo! Engines.

•	Being a one-person show requires a wide variety of skills 
beyond my consulting expertise, from marketing to account-
ing to contracts to writing to personal organization and time 
management and more. I have some of these but not all, and 
have had to remedy that. I took on-line courses, read books, 
networked and picked the brains of others. Sometimes I just 

tackled the tasks through sheer force of will, regardless of 
whether I thought I could do them. . Until I could afford to 
hire help, my team was me, myself and I. There are resources 
to help. The local Chamber of Commerce has excellent 
resources. In addition, because Michigan is in such dire eco-
nomic straits and Ann Arbor in particular lost so many jobs, 
the state established a fund that pays for many services for 
local entrepreneurs and I was able to get legal, marketing and 
intellectual property advice. When I decided to develop the 
DLPs, I knew there were sections that I could complete in 
my sleep, but others that I did not have the kind of in-depth 
expertise I wanted the DLPs to contain. My prior employer 
was laying off the last of the local people, and some former 
colleagues with those skill sets decided to go independent. 
They now collaborate with Kestrel as part of their consultan-
cy, which keeps my expenses down and brings their consider-
able expertise to the DLPs. 

•	That brings me to another of the nitty gritty requirements: 
accounting. Accounting was never my strong suit, even when 
it came to my checkbook, but several years ago I engaged 
a financial planner who is also an accountant, investment 
manager, and general provider of money-related business 

Continued on page 19
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Letter from the Chair 
By: Jonathan Andrus, MS CQA CCDM, VP, Clinical Data Management and Regulatory Operations, Phoenix Data Systems, Inc.

Dear Data Management Colleagues,
What an exciting time right now within 
SCDM! We have had a completely unex-
pected response to the invitation for data 
management professionals to take part 
in the CCDM beta exam. We had well 
over 300 applications! We appreciate the 
willingness of members and non-members 
to be a part of this important beta process. 

SCDM is nothing without the willing participation of clini-
cal data management professionals, like you. In addition to 
the beta exam excitement, SCDM is also offering a number of 
educational and career developing webinars. In the month of 
June, SCDM held a two-part webinar on data quality, and the 
importance of ensuring quality clinical data. Throughout the 
rest of the year, SCDM is offering webinars that will help clini-
cal data management professionals expand their understanding 
of key data management topics.
The SCDM fall conference is just around the corner. The 
conference agenda is packed with interesting and relevant ses-
sions, including great representation by regulatory authorities. 

Two tutorials are being offered, including Data Management 
Plans and Clinical Data Acquisition Standards Harmoniza-
tion (CDASH). SCDM is also pleased to have David Cottrell 
as our keynote speaker and are interested to hear his thoughts 
on leadership and its connection to our profession. From 
alternative working environments to project management in 
CDM, there are sure to be a number of sessions that will be of 
interest you. 
Finally, the GCDMP has and will continue to be coming out 
with some exciting new and updated chapters. These will be 
great in what we think will help you and your colleagues in 
the implementation of best practices around database valida-
tion, data privacy and electronic data capture, to name a few. 
These chapters would not be possible without the support and 
input on behalf of clinical data management professionals, 
such as yourself, and so we need your expertise. Please contact 
the SCDM office to get involved!  
Have a great, safe Summer!!
Jonathan R. Andrus
Chair, SCDM
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Implementation of an Assessment Center in a CRO
By: Jacques Watson and Shobhit Shrotriya

Introduction
Several researchers across various industries and functional 
domains have demonstrated that there is no substitute for 
objectively observing and systematically measuring how people 
actually perform in the real professional-life scenario. A well 
defined and designed “Assessment Center” is an effective tool 
available for assessing individuals in both individual and group 
based environments for selection or development1. 
The “assessment center method” is the name given to the 
formal assessment approach pioneered by American Telephone 
and Telegraph Company (AT&T) in the United States and 
now used by thousands of organizations globally1.
The conventional assessment center method involves multiple 
evaluation techniques, including various types of job-role re-
lated simulations, and sometimes interviews and psychological 
tests. Common job simulations used in assessment centers are:

• In-basket exercises
• Role Plays
• Psychometric Tests
• Group discussions
• Simulations of interviews with “subordinates” or “clients”
• Fact-finding exercises
• Analysis/decision-making problems
• Oral presentation exercises
• Written communication exercises

There can be variants to the above but all of these can be 
categorized as “behavioral assessments”. The above approach 
doesn’t assess technical skills required to perform a job-role. 
An example to this can be the competency in programming an 
OracleTM database or writing a SASTM program to generate a 
report from the backend of a database.

Assessment center at Quintiles, Bangalore
Quintiles Data Management Unit at Bangalore made a para-
digm shift by implementing an Assessment Center for assessing 
technical skills in a CRO environment. It adopted Six Sigma to 
augment current processes around knowledge management with 
implementation and improvement methodologies. 
The Assessment Center project was conceptualized based on 
the fact that Quintiles Bangalore Data Management Unit has 
had strong growth over the last 3 years in terms of the number 
of people recruited and the trend is expected to continue in the 
future as well. In order to effectively reach our organizational 
goals, it will require competent employees delivering high qual-
ity products. 
The two primary objectives were to:

• Increase quality by assessing core data management skills 
prior to position assignment. 

• Create objective assessments for a specific role based on 
proven domain development, job role simulations and 
statistical validation techniques.

Process Steps and Methodology
I. The establishment of an Assessment Center starts off 

by identifying job-roles across various functions within 
the organization. The identification is done by grouping 
similar activities, tasks under one category and repeating 
the exercise for all possible activities and tasks. Once the 
job-roles are identified they are defined in terms of the 
activity or task or a combination of activities or tasks that 
they encompass. 

II. An effective mechanism is a ‘Brainstorming’ session where 
the expert groups are invited to carry out this activity. The 
group meets, discusses, contests and collates the informa-
tion to derive Critical Skill Sets, and Additional Skill Sets 
for the various job-roles. During this exercise, the CSSs 
and ASSs for all job-roles are provided by job descriptions, 
consultation with Line Managers and Human Resource 
representatives. A typical example from a Data Manage-
ment Unit is as reflected below:

Role/Activity Critical Skill Set Additional Skill Set

CRF Annotation-Oracle 
ClinicalTM (OC)

Comprehend Protocol (emphasis on 
page wise description), Basic Knowledge 
of Therapeutic Area 

 

Knowledge of Standards defined by 
CDISC

Data Management Variables 
and SAS Variables

Knowledge of SQL PL/SQL

Knowledge of Oracle (Tables, Views, 
Functions, Procedures, Triggers)

Knowledge of Oracle 
(Packages, Architecture),  
Basic DBA Knowledge 

Knowledge SOPs/Forms/Templates

Knowledge of Acrobat Writer

Knowledge of Basic OC Architecture 
(DVGs, Questions, Question Groups, 
DCMs, DCI Books, DCIs, Creating 
Studies, Clinical Planned Events)

Documentation and Maintenance of 
relevant study documents

Knowledge of the role specific work flow

Basic KnowLedge of CRO Industry

III. The next step is to identify and create ‘Measurement In-
struments (MIs)’ which are the tools to evaluate the com-
petence of a candidate for a specific skill or a set of skills 
based on the CSS defined above for a specific job-role. 
These MIs may be either simulated written tests or com-
puter based tests. The creation of these MIs is a Herculean 
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V. It is quintessential to lay down an effective assessment pro-
cess within an organization to ensure that it meets its two 
fold objective of providing competency and objectivity in 
role assignments. 

VI. In order to run a successful Assessment Center, it is im-
perative to have effective control mechanisms in place to 
ensure its sustenance and success. Therefore, the process 
should be well documented and various process controls/ 
monitoring mechanisms should be in place. A governance 
board should be formulated to oversee the functioning 
and operations of the Assessment Center. A dashboard can 
be implemented to indicate progress and compliance of 
the Assessment Center’s performance on a monthly basis. 
This would enable the governance board to address issues/ 
processes that they observe are moving outside the speci-
fied control limits and need attention.

Conclusion
The Assessment Center method is a proven, valid technique 
that is extremely effective for measuring competency and 
diagnosing employee development needs. Applied traditionally, 
it is most appropriate for organizations that process groups of 
individuals. 
Organizations can benefit from this methodology without 
experiencing the problems associated with traditional assess-
ment approaches which are prone to subjectivity. Thus, an 
Assessment Center concepts can be applied to any situation 
in which people need to be evaluated for their competencies. 
Establishment of Assessment Center brings in both tangible 
and intangible benefits: tangible benefits in terms of increased 
revenue by preventing rework due to lack of competency, and 
intangible benefits in terms of having a highly skilled work-
force that would eventually help the organization to succeed. 
References
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task and requires subject matter expertise. Subject Matter 
Experts (SMEs) are identified across functional groups 
who help in creation of these MIs. Once these MIs are 
created, they are piloted on a small group of staff for vali-
dation. The validation of MIs is conducted using various 
statistical means to ensure that they simulate the real life 
situations as close as possible. Various Six Sigma statistical 
tools such as Normality Test, Hypothesis Test and Chi-
Square test help to prove/disprove the appropriateness of 
the MI. The example below shows how this was done.

Role Name: Discrepancy Review
Results of anderson Darling normality test; Round i

r 	m s
Written Assessment for Comprehension of SOPS and WIS in Data 
Management

0.467 39.83 4.79

Written Assessment of Therapeutic Area, Protocol, CRF 0.015 49.88 7.05

Written Assessment for Comprehension of Project Specific DMPS - Data 
Validation

0.6495 48.50 6.28

Cpmputer Based Practicial Assessment to Assess Platform Knowledge on 
Oracle Clinical (BASIC).

0.528 28.66 4.03

 

table 2

 Validation inference: 
 of the 4 MI’s for the current role validated where p value is 

less than 0.05, failed the normality test at first go. 
Modifications were made to the MI and another validation 
exercise was performed.

Results of anderson Darling normality test; Round ii

Anderson Darling Normality Test r 	m s
Written Assessment of Therapeutic Area, Protocol, CRF & DM Process and 
Practices

0.4630 41.17 5.15  

table 3

 The MI was modified and revalidated utilizing the same 
sample. 
 The results were subjected to a Normality test again and 

the data showed normal distribution.
IV. It is important to establish competency rating scale for as-

signing appropriate ratings to individuals after the conduct 
and evaluation of a job-role assessment. A lot of research 
has been done worldwide across industries to map and 
rate competency. The categorization below is an example 
of such a rating scale. It has been statistically proven by 
these researches that in any organization there would be 
approximately 84% of the staff that would be competent 
in the job-role they are performing. An establishment of 
an assessment center in an organization can adopt these 
ratings to map the competency of their staff 2,3. 

Implementation of an Assessment Center in a CRO 
Continued from page 13
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cess within an organization to ensure that it meets its two 
fold objective of providing competency and objectivity in 
role assignments. 

VI. In order to run a successful Assessment Center, it is im-
perative to have effective control mechanisms in place to 
ensure its sustenance and success. Therefore, the process 
should be well documented and various process controls/ 
monitoring mechanisms should be in place. A governance 
board should be formulated to oversee the functioning 
and operations of the Assessment Center. A dashboard can 
be implemented to indicate progress and compliance of 
the Assessment Center’s performance on a monthly basis. 
This would enable the governance board to address issues/ 
processes that they observe are moving outside the speci-
fied control limits and need attention.

Conclusion
The Assessment Center method is a proven, valid technique 
that is extremely effective for measuring competency and 
diagnosing employee development needs. Applied traditionally, 
it is most appropriate for organizations that process groups of 
individuals. 
Organizations can benefit from this methodology without 
experiencing the problems associated with traditional assess-
ment approaches which are prone to subjectivity. Thus, an 
Assessment Center concepts can be applied to any situation 
in which people need to be evaluated for their competencies. 
Establishment of Assessment Center brings in both tangible 
and intangible benefits: tangible benefits in terms of increased 
revenue by preventing rework due to lack of competency, and 
intangible benefits in terms of having a highly skilled work-
force that would eventually help the organization to succeed. 
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One of the 2008 Fall Conference sessions, Back to the future of 
CDM, is a timely topic for both exploration and reflection. It 
may be that the future of the profession and many professionals 
actually lies in the basics, at the foundation of our profession. 
As an item writer for the first version of the SCDM certifica-
tion exam, I attempted to write questions that tested the basic 
skills of our profession, and questions that required applica-
tion of those skills to new situations. A few years later, when 
developing a graduate level course in clinical data management, 
I got the inkling again. It was that lingering feeling that some-
thing was incomplete and lacking, something down deep in the 
knowledge base for our profession. 
When working physics problems, I never had that feeling that 
something was lacking. It was rather straight forward. Read the 
problem, select the formulas that apply to the situation, devise 
a method by which they should be applied, and calculate the 
answer. In clinical data management, however, there are no 
formulas. A formula is a model of a basic law or principle of 
nature at an appropriate detail level to solve real-world prob-
lems. Through experimentation, those models are discovered 
and tested. Implications are identified. Those models are then 
applied to solve real world problems. But where are the funda-
mental laws for CDM? What are the fundamental principles 
that govern data collection, management and use?
As a profession, we follow guidelines and established processes 
to produce a product. However, even well accepted steps to 
accomplish a goal do not describe the fundamental forces of 
cause and effect in managing clinical data. Our guidelines and 
practices are not the fundamentals of our discipline. Those of 
us who have trained a new employee, intern or a student, and 
struggled to answer one of those innocent “Why?” questions 
have stared lack of fundamentals in the face. In fact, lack of ac-
cepted fundamentals has confronted all of us when faced with 

new data collection situations that were not acceptably solved 
by “the way we have always done it”. Without a foundation 
of principles for our discipline, we can not provide the real 
answer to “Why?” It makes it difficult for data managers to 
approach new situations confidently. It causes problems when 
implementing new technology, or working in a new therapeu-
tic area.
Where are our fundamentals? Fundamental principles are dis-
covered through observation and scientific inquiry. However, 
there is little, if any clinical data management research pub-
lished in our trade literature.
The collection, management and use of data is researched 
and published in the broader field of biomedical informatics. 
However, clinical research informatics is a recent addition to 
the larger body of biomedical informatics. It remains to be 
seen whether or not the fundamentals for our discipline can 
be found within the body of informatics research. Possibly, the 
scientific method-driven needs of clinical research informat-
ics may stretch or cause revision to the existing principles of 
biomedical informatics. It is virtually certain, however, that 
a search for our fundamentals will provide a foundation for 
our profession, inform the larger informatics community, and 
deepen our practice.  

Ms. Nahm is the Associate Director for Biomedical Informatics 
at the Duke Translational Medicine Institute.  A member of the 
Duke community for ten years, Ms. Nahm previously served as the 
Director of Clinical Data Integration at the Duke Clinical Re-
search Institute.  With over 15 years of experience in research data 
management, Meredith is currently an instructor in the Duke 
Clinical Research Management Program in the Duke University 
School of Nursing, teaching Clinical Research Data Management: 
Theory and Practice, N493.
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Continued on page 18

“Is Your Month 156 Data Clean?”
September 12th, 2007 by Tina Lewis, CCDM 
What sounds like an exaggeration might become reality. 
Safety considerations are writing speeding tickets for fast-
track drug trials and flashing the green light for larger and 
lengthier ones.
In a Boston Globe article published last Monday, Diedtra 
Henderson quoted Dr. Clifford J. Rosen, director of the 
Maine Center for Osteoporosis Research and Education, 
requesting that “federal regulators should insist upon solid 
proof that diabetes remedies enhance long-term quality of 
life by reducing risks for such serious side effects as heart at-
tacks, eye and kidney ailments, and amputations.” Dr. Rosen 
contributed his opinion to a recent New England Journal of 
Medicine commentary piece.
Henderson concludes: “For pharmaceutical manufacturers, 
changing the status quo could result in a dramatic increase in 
the number of patients they would need to enroll in clinical 
trials that would become longer and more expensive.”
Dr. Rosen’s clinical trial recommendations would have called 
for double the number of subjects randomized and at least 
quadruple the length of the longest trial for GlaxoSmith-
Kline’s Type 2 Diabetes drug Avandia.
Avandia has received the latest attention, but it wasn’t long 
ago that the cardiac complications associated with use of pain 
relievers Vioxx and Celebrex were making news. Increased 
study enrollment and study length would not be limited to 
evaluating Type 2 Diabetes drugs; they could potentially 

involve any drug trial.
My role as a data manager does not invite the question 
whether paving the road for larger and lengthier clinical tri-
als will pinpoint health risks that would otherwise be absent 
from smaller, shorter studies. But I can and will predict the 
following trends if Dr. Rosen’s guidelines are followed:
•	 Increased number of subjects screened and randomized.
•	 Lengthier enrollment periods.
•	Greater scrutiny of medical history, including medication 

history.
•	More substudies attached to the longer trials.
•	Urgency of SAE reporting and reconciliation.
•	Certainly lengthier studies, but not necessarily more visits 

or more CRF pages.
•	 Increased use of subject questionnaires and telephone inter-

views.
•	 Interim database locks more common.
•	As trials become more expensive to maintain, expect closer 

accounting of incidental expenses (travel, software up-
grades, perks, overtime pay, etc.)

None of these possible implications for data management 
makes me jump for joy. But, let’s consider it job security (for 
us) and safer healthcare (for all.) 
Reference:
http://www.boston.com/business/healthcare/articles/
2007/09/10/burden_of_proof/

Note from the Editors: The excerpts below are from topics discussed on the SCDM website Blog

Decoding Medical Coding Dictionaries
May 21st, 2007 by Aube DeBallot, CCDM 
During Clinical Data Management Certificate Program 
(CDMCP), one of our team projects was a presentation of 
medical coding dictionary migration from legacy data to 
MedDRA. It was an enormous undertaking, with major con-
siderations and decisions to agonize over. Now in the “real 
world”, dictionary upgrades are a pain for all, creating new 
and different terms that make our AEs mismatch between 
visits over time, and mess up our QCs and reports by chang-
ing counts and numbers. Prior to CDMCP, I worked in the 
insurance industry for many years, where the coding “dic-
tionaries” used in that world changed on a regular basis as 
well – for example, creating mass stress on January 1st when 
the American Medical Association Current Procedural Termi-
nology (CPT) Manual update goes into effect annually.

Many people not of a clinical or coding background have a 
lack of comprehension as to the importance of updating and 
upgrading when it comes to medical coding dictionaries. I 
have heard questions such as “Why do we have to change to 
MedDRA?” “Why do we have to upgrade the dictionary?” 
and “What version of MedDRA are we using for our study?” 
(as in, for the entire study). This resistance to change is un-
derstandable, since the changes create additional effort, stress, 
and work. One needs only to look at the Good Clinical Data 
Management Practices section on Dictionary Management 
to see the processes required. But let’s take a look at why the 
changes are necessary and ultimately for the good, with some 
examples for illustration.
The most obvious reason we must make these changes is 
because we have to. Establishment of a global dictionary was 
undertaken by the International Conference on Harmoniza-
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tion (ICH), resulting in MedDRA. The FDA currently uses 
MedDRA in its Adverse Event Reporting System. The FDA 
published draft guidelines in the Federal Register related 
to this and Good Practices. The terminology requires to be 
constantly updated and maintained; therefore, MedDRA 
is updated on a semi-annual basis. It is Good Clinical Data 
Management Practice. 
The not so obvious reason for the changes the questions 
above relate to, is because it’s better! As with everything else 
in life, the only thing that stays the same is change, and the 
medical world is changing continuously, with new develop-
ments made seemingly daily, which demand updating and 
upgrading.
Very concrete examples are visible in the CPT system, used 
in healthcare. The AMA developed Category III codes for 
new and emerging technology, with one of the requirements 
being FDA approval be documented or be imminent within 
a given CPT cycle, and another requirement being that the 
treatment be deemed efficacious. For a specific example, in 
October 2006, the FDA approved an artificial disc for use in 
lumbar disc replacement. It was assigned a Category III code 
(0091T) then effective January 2007, it was granted its very 

own CPT procedure code (22857), Lumbar Artificial Disc 
Replacement. The process developed over time.
In a similar manner, the MedDRA dictionary evolves and 
grows with each upgrade. It includes new medical con-
cepts, and changes brought about by use over time, and user 
requests. Considering all the new and emerging technology, 
recent developments, and continuous changes in areas such 
as molecular and genetic testing, cancer diagnostics and 
therapeutics, infectious diseases, just to name a very few, the 
question of how could the dictionary NOT be upgraded be-
comes more apparent. A specific example of a new code in the 
MedDRA dictionary is HER2+ gastric cancer. HER2 means 
Human Epidermal Growth Factor Receptor 2. It is tested by 
immunohistochemistry assay. HER2+ cancer cells have an 
abnormally high number of HER2 genes per cell. HER2+ 
tumors tend to grow and spread more quickly than non-
HER2+, so treatment differs. It is useful to differentiate this 
fact in reporting, hence this relatively new medical concept 
gets a new MedDRA code for classification. 
Hopefully these examples show how medicine and hence our 
medical dictionaries must change, evolve, and grow. 

Shining Some Light on Con Med Stop-Dates
September 10th, 2007 by Tina Lewis, CCDM 
How many data coordinators does it take to change a light 
bulb? How many data coordinators does it take to add a 
stop-date?
Lock two or more data managers in a room together and 
inevitably the discussion topic turns to common issues and 
how we each have handled them in our past studies. I partici-
pated in one of these informal sessions just last week while 
traveling with four other data managers. Together we had 35 
years of combined data management experience.
The headache on our list during one particular discussion 
was how we can efficiently manage updates to previously 
submitted data for Adverse Events and Con Meds. Probably 
the most common occurrence is adding a stop-date to a Con 
Med entry, which I’ll use as my example. Some ideas tossed 
around included:
•	 Submit a Site-Generated Correction form for each stop-date.
•	Record the stop-date on the next Con Med CRF page and 

identify it as an update to a previous entry rather than as a 
new entry.

•	Create a log of updates (an Excel spreadsheet, perhaps) for 
each subject and enter the updates immediately prior to 
database lock.

•	Try to make technology work a little harder for us by burn-
ing the updates onto a CD-ROM or DVD to be electroni-
cally loaded into the database. (This was my own sci-fi idea.)

Every potential process has its points to consider. What are 
the FDA expectations for data updates? How do we include 
ways to documents changes and maintain an accurate audit 
trail? How will the size and duration of a study affect our 
choice of which method to employ? When Site Generated 
Correction Forms arrive via fax or snail-mail or e-mail attach-
ment, what is the best way to track these incoming changes 
before they are entered in the database? And does efficiency 
fly out the nearest open window if the example Con Med 
stop date is incomplete, illegible, or (oh no!) turns out to be 
before the start date?
The principal question to ask is: What are reasonable and effi-
cient choices for methods to update existing data? Perhaps we 
data managers need to replace the old bulb with one of those 
new compact fluorescent high-wattage, low energy-drain light 
bulbs. The time has come to meld our data management, 
clinical, and site minds together to come up with some bright 
solutions. Flip the light switch on and let’s begin now! 

Decoding Medical Coding Dictionaries Continued from page 17
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services. He and his office are tremendously helpful, guiding 
me through the regular government reports that have to be 
submitted, and taking care of taxes and filing and the like. 
He also helped with the incorporation of the company, and 
makes sure that my personal and business finances are kept 
in synch and appropriately structured. Many tasks remain 
for me, and while QuickBooks makes the process easier, I 
still have to prepare and track invoices, enter and pay bills, 
pay salary and taxes, and numerous other minutiae without 
which the world would apparently come to a grinding ac-
counting halt! 

•	One more thing about money. Income flow as an inde-
pendent consultant is even more variable than you might 
imagine. Jobs tend to come in batches, so in one month 
there might be three decent checks to deposit and in the 
next month none at all. Also, the process of a job starts with 
an inquiry, and it may be a couple of months before a firm 
desire is expressed. One to two months later a contract ap-
pears, which you sign and return, and then it goes through the 
company’s legal department, which is often a black hole. The 
contract is finally signed, and you do the work and submit the 
bill. Companies generally process invoices in cycles, so you 
can have received the signed contract on May 1, completed 
the work on May 25 and submitted the invoice by June 1. 
Many companies take from 6 to 8 weeks to pay their bills, no 
matter what late payment penalties you put in your version of 
the contract, so you may well not get paid until mid-August 
for work you completed in late May. You have to be able to 
stomach this, and manage your finances to allow for it. 

•	 I have become very aware of my personal style. I tend to 
be quite enthusiastic about what I do and I have many 
ideas. This is a real asset, as the passion I have for standards 
is infectious, and it helps others really “see the vision.” It 
occasionally has its drawbacks, though. At times I talk over 
people, and I may assume that I understand what they want 
before having asked the questions necessary to identify the 
true need. This requires being aware of the balance between 
talking and listening. I believe I have become much better at 
maintaining this balance, but it can still be quite a challenge 
when clients ask my opinion and then make a decision with 
which I really disagree, and they don’t have to explain them-
selves to me! I remind myself that they have to live with the 
consequences of the decision, and maybe it is the right one 
for them in their environment. This all requires a lot of ego 
management. My ego has to be strong enough to believe that 
I have valuable opinions and skills, while at the same time to 
be humble enough to understand that I may not always be 
right. What makes this more challenging is that there is sel-
dom much feedback in consulting. In most companies, there 
are regular performance appraisals where, for better or worse, 

So You Want to Be an Independent Consultant…
Continued from page 11

you get information about how you are doing. In consulting, 
if clients like you they may call you back. If they don’t call, 
you may never know if it was because they didn’t like you or 
your work, or the project funding was pulled, or the people 
who hired you left the company and the new ones don’t 
know you, or they decided to shift direction, or something 
else entirely. You have to be confident enough to understand 
that it may or may not have been personal, and be able to 
live with that.

Having written the above, I now realize how far I have come, 
and just how big the challenges were. If I had seen then what I 
see now I might never have taken this path, but I don’t regret 
it for a moment. There is enormous satisfaction in helping to 
solve problems and improve processes. I learn so much in every 
engagement, and every client provides opportunities to see 
the many ingenious ways people have of solving our common 
problems. Where it comes to the DLPs, nothing beats seeing 
someone really “get” the process, and implement it and achieve 
the tremendous improvements in quality and efficiency. Even 
more gratifying is seeing the different departments come to un-
derstand each others’ work and build the bridges and relation-
ships that make the functional silos come crashing down. 
There are still times when it’s tough to make ends meet, and it 
seems that everyone is tremendously enthusiastic and encour-
aging about DLPs until it comes time to make a commitment, 
and no matter how hard I work my task list only ever seems to 
grow… In the end, though, I don’t want to be a little cog in 
a huge machine, where making a real difference is very dif-
ficult, and depends upon playing politics, and compromising 
personal values, and doing things that someone else thinks are 
valuable even when they aren’t… I want to face my fears and 
uncertainties, and want the supreme satisfaction of working to 
affect a fundamental improvement in the way we do clinical 
research and product development in this industry. I want to 
change the world, and I do believe I am. 

Drive ‘Em To The Data Driven Award Reception
•	 Want	to	have	a	presence	at	the	SCDM	Annual	Conference?		

•	 Not	quite	ready	to	staff	an	exhibit	booth?		

•	 Sponsor	a	bus	to	take	attendees	to	the	Data	Driven	
Innovation	Award	Reception*	at	Texas	Stadium!

•	 For	$2000	a	bus	you	will	receive	all	the	benefits	of	a	Patron	
Sponsor	and	have	a	bus	customized	with	your	corporate	logo	
and	literature.

•	 To	sign	up	or	get	more	information	call	the	SCDM	office	
today	at	414-226-0362!

* Award Reception sponsored by DSG, Inc.
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Career Development in Clinical Data Management
By: Dr. Nimita Limaye (VP, CDM and Medical Writing), CCDM, SIRO Clinpharm Pvt. Ltd.

Does Clinical Data Management really 
have a career path at all? That is perhaps 
the first question that comes to the minds 
of many students and professionals mak-
ing a foray into CDM as their career. 
Yes, it does… and as is the case in any 
other profession, it really depends on what 
efforts one makes. The first key to a suc-
cessful career in this line is a basic passion 

or liking for the subject. If you have a focused, analytical mind, 
an understanding and liking for clinical data, if spotting a gap 
in that data is going to make you thump your desk with glee 
and if getting that database finally locked is going to give you 
that spurt of adrenaline that makes you spiral a few feet in the 
air, then hop on the boat!
Developing a firm footing in clinical data management (well 
beyond entering data and raising queries) involves developing a 
core understanding of data management techniques, including 
how to look at and analyze data, how to go beyond the obvious 
facts, and how to correlate different observations and spot gaps 
or draw conclusions from the same. It involves understand-
ing the different software used, getting well grounded in both 
GCP and GCDMP; comprehending the differences between 
handling paper, EDC and RDC studies and really grasping 
the entire clinical trial process. It requires project management 
skills, communication and coordination with other CROs and 
the ability to drive a project from kick-off to final database 
lock. 
So does it make sense to work across different functions of 
clinical, such as operations? Yes, some exposure definitely 
helps. Contingency planning and the understanding and active 
implementation of techniques like “poka-yoke” or “mistake-
proofing” from “lean six sigma”, also constitute valuable assets.
Common myths are that one needs to be from an IT back-
ground, or that one needs to be really good at numbers to 

perform clinical data management. But in reality life-sciences 
professionals and medical graduates (who are well equipped 
to contribute to the medical validation and coding of clinical 
data) often contribute significantly to the strength of a data 
management team. Yes, the database development and edit 
check programming team may have more technical expertise 
and qualifications in PL-SQL,and possibly becoming an OCP 
(Oracle Certified Professional) would help career growth. 
Acquiring a certification in the field of data management, such 
as the CCDM (Certified Clinical Data Manager) certification 
is of significant value for all data management professionals, 
not only from the perspective of validating one’s own capabili-
ties and acquiring credibility in the industry, but also from the 
perspective that these resources are usually fast-tracked and 
organizations are increasingly recognizing these resources as key 
professionals. Acquiring a green or a black belt in lean six-sig-
ma, as well as a management degree, are additional assets.
Not only does one need to be well grounded and make efforts 
to go beyond a superficial level and understand the fine details 
of processes, metrices and cost-effort estimates, but one needs 
to continuously actively upgrade oneself by attending seminars 
or reading journals such as Applied Clinical Trials, Data Basics 
or the Good Clinical Practices Journal, At the end of the day, 
continuous intellectual rejuvenation is a must and smart orga-
nizations do recognize their intellectual capital.
To forge a successful career in CDM there has to be a fire in the 
gut, a passion to succeed and a hunger to continuously upgrade 
oneself. Self-driven, committed, well-qualified certified profes-
sionals, with good leadership skills who are well versed with state 
of the art technologies and trends in the industry are the ones 
that are going to be the most valued assets in this industry. 

Dr. Nimita Limaye, a Doctorate in Biotechnology from Pune 
University, is currently working as VP (CDM & Medical Writing) 
at SIRO Clinpharm Pvt. Ltd., one of India’s oldest leading Indian 
CROs, and is leading a team of about 150 professionals.

The Clinical Data Management Standard of Knowledge, Education and Experience.
Visit the SCDM website at www.scdm.org/certification to learn more about 
SCDM’s Certified Clinical Data Manager (CCDM) Examination





publication of the SCDM  To advance excellence in the management of clinical data SuMMeR 2008��

SCDM Membership Reaches All-Time High
The Society for Clinical Data Management’s com-
mitment to setting the standard for CDMs has 
resulted in membership reaching an all-time high 
in June 2008 with over 2,100 members, surpass-
ing last year’s total of 2,012. The recent numbers 
reflect SCDM’s continued growth over the last 
eight years, with membership up over 100 percent 
since 2000.

WHY is SCDM growing?
SCDM’s series of webinars and the download-
able Good Clinical Data Management Practices 
(GCDMP) document make it easy for members 
to maintain their edge in our industry.  Data 
Basics and Data Connections help you keep 
your finger on the pulse of the CDM industry.  
SCDM members have many reasons to be proud 
of their organization as it continues to grow in size, relevance, 
and professionalism.

Focus On Only One Thing At A Time
“When You Eat, Just Eat.”1

By: Nancy Riesz, MBA, MT (ASCP)

“Accidents happen quickly.” An adage we often hear, yet, may 
not truly believe until the accident happens to us or directly 
affects us. I became a believer May 7, 2005. I was grating cab-
bage using my food processor. A section of the cabbage became 
stuck in the chute that feeds the food into the processor. Be-
cause the cabbage was also sticking out the top of the chute, I 
gave it a push with the fingers of my right hand rather than the 
plunger. I did not even realize the accident had happened until 
I saw the blood. I then looked at my fingers and realized parts 
of the tips were missing, and bleeding profusely. I grabbed a 
towel to stop the bleeding and dialed 911. 
During the ambulance ride to the hospital and the lying in the 
ER waiting for the hand surgeon, I had plenty of time to think 
about how true the maxim about accidents was for me. And, to 
consider why this accident had happened. In addition to grat-
ing the cabbage to make cole slaw for dinner guests, I was also 
putting the groceries away and thinking about the information 
a client had just sent to me for the presentation I was giving 
the next day. My body was one place. My mind was somewhere 
else. Being forced to sit with my bandaged hand propped up 
for a few weeks allowed me ample time to reflect. And, to 
admit to myself that I was not really paying total attention to 
making the slaw that afternoon. 
Does any of this sound like you? You are driving and talking on 
your cell phone and eating. Or, you are waiting to meet with 

your boss and checking email messages on your Blackberry and 
thinking about what you are going to say to justify the budget 
you just completed. Or, you finally are on the phone with the 
HR director about an open position when you get buzzed about 
a vendor who has an appointment with you and a tech sticks his 
head in your open door and says “Come quick. We have a prob-
lem.” On your way to a meeting, you are running late because 
you were calming an irate physician when your cell phone rings. 
Or, maybe this scenario is more like you – you are working at 
your computer and eating your lunch when one of your staff 
asks is she can ask you a question. “Certainly” you say, as you 
continue typing so you do not lose your train of thought. 
We are all very busy people. One of the ways we have learned 
to adapt to the ever increasing demands on our time is to do 
more than one thing at a time. The challenge is our minds can 
only focus on one thing at a time. Which means, the one, or 
two, or many other things we are doing at the same time are 
not getting our brain’s attention. This can lead to accidents, as 
in my experience. Or upset staff, who feel you are not pay-
ing attention to them. Or poor outcomes, as no one activity 
received your full, undivided attention. Or, you can feel the 
stress build in your shoulders, gut, etc. or the tension creep up 
your neck until a headache demands your attention. Or, all of 
the above! 

If you haven’t been taking advantage of ALL that SCDM has 
to offer, come see what you’re missing at www.scdm.org 

Continued on page 23
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About 10 years ago, I found a small book titled: Buddha’s Lit-
tle Instruction Book. As I flipped through it, one “instruction” 
caught my attention. It says: “When you walk, just walk; when 
you eat, just eat.”¹ The first thought that popped into my mind 
was “What else does he think I do when I eat?” While driving 
back to my office, that thought kept nagging at me. I started 
to list in my mind all the things I also do while eating. The 
list included: reading, listening to voice mail, driving, watch-
ing TV, talking on the telephone, checking my e-mail, making 
lists……et. al! It also brought to mind a life-changing experi-
ence I had shortly after my division of McDonnell Douglas 
was purchased by a French company. As we were sitting in the 
cafeteria at lunch time, a French colleague commented to me 
about how quickly Americans eat. His next words are etched 
in my mind: “You eat to live. We live to eat. What are you in 
such a hurry to do that you do not take time to truly savor 
your food?” I had no answer to his question. The next few 
days, as I mulled over what he said, I pondered the source of 
my hurry-up mentality and multi-tasking habits. I also vowed 
to learn to change these habits so I would enjoy life more. I 
started by following Buddha’s advice to just eat, whenever I 
ate. To savor my food rather than eat just because it was time 
to do so or to fill a biological need. Not only do I relish my 
food more. I no longer have the stress-induced spastic colon I 
used to have! Do you remember what you ate for breakfast this 
morning? And, did you truly enJOY it? If not, maybe it’s time 
you also choose to follow Buddha’s advice!
 Another aphorism we hear is “We don’t keep our habits, they 
keep us.” Multi-tasking, as much else we do in our lives, is a 
habit. By definition, this means we do things without even 
thinking about what we are doing. Or knowing why we are 
doing it. Do you know why you juggle so many things at one 
time? What are you rushing through your day to get to? Taking 
time to reflect on these questions is your chance to make a life-
changing choice to begin to live more consciously. “Conscious 
living depends on finding out what goals are important to 
you, and moving toward those goals at a pace that allows you 
to feel vibrant.”2 My recommendation to you is to ask your-
self “Why am I doing what I am doing right now?” This is a 
question I keep on my desk to remind me to act with intention 
and focus. Staying focused on your intentions and motives are 
fundamental to the results you achieve. 
“The great thing in the world is not so much where we stand, as 
in what direction we are moving.” —Oliver Wendell  Holmes
Why do we multi-task? Each of us has his own reasons. The 
most common ones I hear are: “not enough time to get every-
thing done,” “the more I get done during the day, the less I have 
to do at home at night” and “No problem for me. I can juggle 
many things at one time!” Additional motivations I often see in 
my coaching clients are optimism, which leads us to believe we 

can get more done than is reasonable, our desire to keep every-
one happy with us and perfectionism. 
Let’s look at the time factor first. Our Western cultures worship 
the concept of speed. Ann McGee Cooper calls it “fast-lane 
behavior” in her book You Don’t Have to Go Home from Work 
Exhausted. She describes this behavior as feeling “anxious to 
get ahead, to be first, to be recognized as fastest, best and most 
productive. We become addicted to the surge of adrenalin from 
the fast pace, the adulation of others, the sense of excitement. 
Soon, we do not feel alive unless we have this intensity dur-
ing every waking moment.”3 Dr. Larry Dossey, internationally 
recognized as a leader in holistic health, calls this new disease 
“Hurrysickness.” Dr. Dossey describes this malady as a result 
of self-inflicted expectations related to our feeling that if we 
can only speed up enough we can finally get everything done. 
Yet, hurrysickness is a fast track to physical and psychologi-
cal overload. And, a speeding up of our biological responses. 
This can result in diseases of the heart, high blood pressure and 
suppression of our immune systems.4 Blinded by our need for 
speed, we do not realize that by multi-tasking and working at 
break neck speed, we do not do any of the multiple items to 
the best of our abilities. This means many things need to be 
redone, which takes even more time and has high financial and 
emotional costs. Or, we are rated as poor performers, the exact 
opposite of what we truly want. 
A cure? Take time to consider why you are rushing through 
your day, and your life. I was fortunate enough to have a boss, 
Darryl, who introduced me to the concept that success is a 
journey, not a destination. I was aggressively pushing through 
each day, walking fast, talking fast, eating fast, or skipping 
meals to save time. And overbooking every day so I could fit 
in everything I believed I needed to accomplish and achieve. 
Then, one day, as I realized I was working more and enjoying 
life less, I asked myself why? Although it took me a while to 
truly understand Darryl’s message, I realized I already had most 
of the things I thought I was working so hard to acquire. And, 
no time to enjoy them. It was at that point I created my three 
year plan to start my own business. And, learned to live more 
consciously and enJOY the journey! 
Many people tell me they work hard during the day so they 
have more time to spend with their families and friends in 
the evenings and weekends. Yet, most of them have so little 
energy left when they arrive home they are there in body only, 
not mind or spirit. A client of mine who is the CEO at a local 
hospital asked my help to create more balance in his life. In 
the past 24 hours, he had worked at the hospital from 7 a.m.-6 
p.m., had then attended a physicians’ meeting that lasted until 
10 p.m., stayed up until midnight so he could spend some 
“quality” time talking with his wife and then got up at 4 a.m. 
so he could be at the gym by 5 a.m.and at his desk by 7 a.m. 
He asked “How do I balance everything so I fit in time with 
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You may be thinking: “This is all great, in theory, but not 
practical for my job, especially at our annual conference.” 
Remember, our habits do keep us – in the same hamster wheel 
that we would like to get off. The way you act has become 
habitual. If you want to be less stressed and more effective at 
your next conference, choose now to act differently. Or, to do 
different things. Make a list of what went well at this year’s 
annual meeting and what needs improvement. The best time 
to do this is right after the convention while everything is fresh 
in your mind. Or, keep a running list in your notebook during 
the conference. Look at the evaluations and ask the on-site 
staff for their input. Choose one or two things you most want 
to change and get to work on them. If details are not your 
favorite thing, look for someone in your organization that loves 
to organize and systematize things, leaving you free to do the 
things you do best. This type of team work allows each of you 
to work from your strengths and enJOY what you do. Use the 
time to train staff so next year you will not have the excuse “It’s 
easier for me to do it myself than take the time to tell some-
one else how to do it.” Now is the time to work on letting go 
of your belief that you have to do everything yourself. (Hint: 
Ask yourself “Who says I have to do it myself?”) Before the 
conference is also the time to plan a celebration for yourself at 
the end of the conference – a time to enJOY the fruits of your 
work and distress! And, talk with your colleagues. Ask each 
one for one tip that has helped to improve their efficiency and 
decrease their stress.
On site – when things are chaotic, keep these thoughts in 
mind. Develop an overall and daily plan ahead of time, includ-
ing breaks for meals and a reasonable bed time. Stick to it as 
much as possible to take care of you. Even though you want 
to have fun, your first priority is the conference. Key point: 
you can effectively do and listen to only one person at a time. 
Explain this to all those vying for your attention. We teach oth-
ers how to treat us! Do one thing at a time, in order of priority, 
despite what others want. You are the one in charge! Employ 
two-way radios so you can be in touch with people instantly 
rather than having to walk everywhere to talk with others. 
Keep healthy snacks with you so you keep up your energy and 
health. Hold others responsible and accountable rather than 
trying to do everything yourself. Admit to being human and 
be willing to ask for help!!! Let go of those thongs you cannot 
control (especially all you perfectionists!) And, when the best 
laid plans go amok, take three deep breaths and think about 
the reward you will have when all is complete. It will clear your 
mind, calm your body and increase your energy. 
Have I learned the lesson of focusing fully on each thing I do? 
Not yet. But, I am moving in that direction. Because I now 
know accidents happen more quickly when we are not fully fo-
cused on what we are doing, I no longer talk on my cell phone 
while driving. This practice was affirmed for me last week 
when I saw a bill board along the highway. It had a picture 

my kids? And, not be always so exhausted?” Because I see bal-
ance as one side winning and the other losing, I recommend 
focusing on integration rather than balance. Find ways to mesh 
the important parts of your life. Ride bikes or play ball with 
your kids. Take a walk in the evening with your partner rather 
than going to the gym every day. Indulge in a favorite pasttime 
such as fishing while allowing your mind to create next year’s 
goals. Release the belief you have to be superhuman and do 
everything yourself. Delegate tasks to your kids and your staff. 
It helps them learn and grow and allows you time to do the 
things that only you can do. It also provides time for you to do 
the things you really want to do. Consider hiring a coach to 
help you define, design and live the professional and personal 
life of your dreams. 
For all you people pleasers out there, I understand! While 
working in the corporate world, I became famous for the 
holiday cookies I would bake and mail to my co-workers. In 
addition to traveling 4-5 days each week, from Thanksgiving 
to mid-December one year, I made over 2,000 cookies, pack-
aged them in special holiday boxes and mailed them. Why? 
Because I wanted to keep everyone happy, especially with me. 
The one person I forgot about was me! I was so exhausted that 
year I did not enJOY the beauty, serenity or the camaraderie 
of the season. The shift you need to make starts in your mind. 
You need to understand it is not what we do that makes the 
people who matter most in our lives like us. It is who we are 
that makes us lovable. I have found the less stressed we are, the 
more likely we are to be the kind, caring, helpful beings we 
were created to be. Before saying “yes” to anything, stop to ask 
yourself why you are saying yes. Is it because you want some-
one to be happy with you, or because it makes you happy to do 
it? When you choose to discontinue the people pleasing habits 
you do so people will like you, you have more time to do the 
things that truly make you happy. 
Although I prefer to think of myself as a recovering perfection-
ist, I occasionally fall back into old habits. Most of us adopted 
our perfectionist tendencies early in our lives. The good news 
is, our work is superlative. The bad news is, perfectionists tend 
to procrastinate because they want everything to be flawless. 
Thus, we put things off until we have no other choice, often 
working long and late to finish, stressing ourselves and every-
one around us. Then, we console ourselves when the results are 
not perfect that we did not have enough time to do it as well 
as we wanted to. I aspire to focus on excellence, not perfection. 
To help you abandon your perfectionist habits, define “per-
fect” for yourself. You may find yourself laughing, as I did, as 
I realized the voice I was listening to when I acted perfectly is 
not my own! Choose to be exceptional by doing your best in a 
timely manner. 
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of a driver on his cell phone. Underneath the picture it said: 
“World’s most dangerous phone booth. Just drive!” I also have 
shortened fingers that still hurt when I hit them on something 
because I, once again, am not giving my full attention to what 
I am doing. I often say “Awareness is our first inclination to 
change.” And, “Our actions truly show what is most important 
to us.” You are now more aware. It is up to you to change your 
habits if you want to live more fully, consciously and joyfully. 
Learn to give your full attention to what you do. Work with 
intention and purpose as knowing why we are doing what we 
do makes the how much easier. And, cure your hurrysickness 
so you enJOY each and every day.  
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Leadership Run Amok: 
The Destructive Potential of Overachievers

By: Scott W. Spreier, Senior Consultant, McClelland Center for 
Research and Innovation, Hay Group, Boston; Mary H. Fontaine, 
Vice President and Managing Director, Global Talent and 
Leadership Services, Hay Group, Boston; Ruth L.Malloy, Director 
of Research and Technology, McClelland Center, Boston
The desire to achieve is a major source of strength in business, 
both for individual managers and for the organizations they 
lead. It generates passion and energy, which fuel growth and 
help companies sustain performance over the long term. And 
the achievement drive is on the rise.
We’ve spent 35 years assessing executive motivation, and we’ve 
seen a steady increase during the past decade in the number of 
managers for whom achievement is the primary motive. Busi-
nesses have benefited from this trend: productivity has risen, 
and innovation, as measured by the number of patents issued 
per year, has soared.
In the short term, through sheer drive and determination, 
overachieving leaders may be very successful, but there’s a dark 
side to the achievement motive. By relentlessly focusing on 
tasks and goals — revenue or sales targets, say — an executive 
or company can, over time, damage performance. 
Overachievers tend to command and coerce, rather than coach 
and collaborate, thus stifling subordinates. They take frequent 
shortcuts and forget to communicate crucial information, and 
they may be oblivious to the concerns of others. Their teams’ 
performance begins to suffer, and they risk missing the very 
goals that initially triggered the achievement-oriented behavior. 
Too intense a focus on achievement can demolish trust and 
undermine morale, measurably reducing workplace productiv-
ity and eroding confidence in management, both inside and 
outside the corporation. While profits and innovation have 
risen during the past decade, public trust in big business has 
slid. In our executive coaching practice, we’ve seen very tal-
ented leaders crash and burn as they put ever more pressure on 
their employees and themselves to produce. 
At the extreme are leaders like Enron’s Jeffrey Skilling, a classic 
overachiever by most accounts, driven by results regardless of 
how they were achieved. He pitted manager against manager 
and once even praised an executive who went behind his back 
to create a service he had forbidden her to develop. For every 
Skilling, there are dozens of overachieving managers who 
don’t make headlines but do cause significant harm. Consider 
Frank, a confident, results-oriented CEO of a large electronics 
manufacturer. He was so single-minded in his drive to achieve 
that he ran roughshod over the rest of the management team. 
He was arrogant, aloof, and demanding, and he never listened. 
In fewer than four years, with the company in disarray and 
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members of his senior leadership team threatening to leave, he 
was fired. 
Even if a narrow focus on achievement doesn’t get an executive 
fired, it can stall a career. Jan, a brilliant lawyer, was a partner 
and the heir apparent in a large New York law firm. But she 
could be mean-spirited. She didn’t tolerate colleagues who 
seemed less driven than she was, she treated subordinates in a 
demeaning manner, and she chewed up junior associates at a 
record pace. Opinions about her began to sour in the firm, and 
ultimately she was shuffled off to a small satellite office to work 
— usually alone — on special cases. Although she continued 
to woo clients and win cases, she never rose any further. 
On the surface, controlling achievement overdrive sounds 
like Management 101: Be less coercive and more collabora-
tive. Influence rather than direct. Focus more on people and 
less on numbers and results. Easy to say, difficult to master. 
Experienced, successful executives who should know better fall 
into overachievement mode again and again. In this article, 
we’ll offer ways for managers to identify achievement overdrive 
in themselves and others and keep the destructive aspects in 
check. But first, let’s look at the achievement motive and see 
how it affects the workplace. 
The Growing Drive to Achieve 
The drive to achieve is tough to resist. Most people in Western 
cultures are taught from early childhood to value achievement. 
For some people, the drive seems innate: They don’t just know 
achievement is important, they feel it. Accomplishment is a 
natural high for them. Just ask admitted overachiever Karin 
Mayhew, who is senior vice president of organization effective-
ness for Health Net, a large managed-care company. “I start to 
feel really good,” she says of those moments when her achieve-
ment drive kicks into high gear and she feels a mounting sense 
of accomplishment. At such times, she says, she is excited and 
happy. 
David McClelland, the late Harvard psychologist, spent much 
of his career studying motivation and how it affects leadership 
behavior. He identified achievement — meeting or exceeding 
a standard of excellence or improving personal performance 
— as one of three internal drivers (he called them “social mo-
tives”) that explain how we behave. The other two are affiliation 
— maintaining close personal relationships — and power, which 
involves being strong and influencing or having an impact on 
others. He said the power motive comes in two forms: personal-
ized — the leader draws strength from controlling others and 
making them feel weak; and socialized — the leader’s strength 
comes from empowering people. Studies show that great charis-
matic leaders are highly motivated by socialized power; personal-
ized power is often associated with the exploitation of subordi-
nates. (See Table 1 — “What’s Your Motivation?”)

McClelland’s research showed that all three motives are present 
to some extent in everyone. Although we are not usually con-
scious of them, they give rise in us to needs and concerns that 
lead to certain behaviors. 
Meeting those needs gives us a sense of satisfaction and ener-
gizes us, so we keep repeating the behaviors, whether or not 
they result in the outcomes we desire. 
McClelland initially believed that, of the three motives, 
achievement was the most critical to organizational, even 
national, success. In The Achieving Society, his seminal study 
on the subject, first published in 1961, he reported that a high 
concern with achievement within a country was followed by 
rapid national growth, while a drop led to a decline in eco-
nomic welfare. In another study, he reported a direct correla-
tion between the number of patents generated in a country and 
the level of achievement as a motivation. 
But McClelland also recognized the downside of achievement: 
the tendencies to cheat and cut corners and to leave people 
out of the loop. Some high achievers “are so fixated on finding 
a shortcut to the goal,” he noted, “that they may not be too 
particular about the means they use to reach it.” 
In later work, he argued that the most effective leaders were 
primarily motivated by socialized power: They channeled their 
efforts into helping others be successful. 
We have continued McClelland’s research and assessment of 
managers’ and executives’ motives (we have amassed data on 
more than 40,000 people). We show people a series of pictures 
and ask them to write a story about each. 
Experts score the stories for imagery that indicates the pres-
ence and strength of one or more of the motives. Beginning in 
the mid-1990s, achievement scores began rising dramatically, 
while the power drive declined and affiliation stayed more or 
less steady. We can’t say definitively what triggered the in-
crease in achievement scores, but we believe it was driven by 
the organizational, market, and economic forces that were in 
play. The quality movement of the 1980s, for example, with 
its emphasis on continuous improvement, no doubt enhanced 
the value of high achievers, who by nature want to continu-
ally improve. Then came recession and downsizing, which 
brought an increased emphasis on short-term performance and 
growth. Again, both goals were a perfect fit for high achievers, 
who revel in the need for personal heroics and the challenge 
of an ever-rising performance bar. Finally, the dot-com era 
transformed a large number of innovators and entrepreneurs 
— who tend to be highly motivated by achievement — into 
managers and executives. 
Whatever the cause, the rise in scores coincided with increases 
in several of McClelland’s other indicators of high achievement 
— in particular, economic growth, innovation, cheating, and 
cutting corners. Organizational performance and innovation 
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improved, as can be seen in the advance of the stock market 
and the number of U.S. patents. But there was also a lapse in 
business ethics, and, as a result, more high-profile scandals and 
reduced public trust in big corporations. 
The Six Styles of Leadership 
Despite the advantages of an achievement mentality, executives 
who are overly motivated to achieve can weaken a company’s 
or group’s working climate and in turn its ability to perform 
well. That’s because a leader’s motives affect the way he or she 
leads. In our research over the years, we’ve identified six styles 
of leadership that managers and executives use to motivate, 
reward, direct, and develop others. These are directive, which 
entails strong, sometimes coercive behavior; visionary, which 
focuses on clarity and communication; affiliative, which em-
phasizes harmony and relationships; participative, which is col-
laborative and democratic; pacesetting, which is characterized 
by personal heroics; and coaching, which focuses on long-term 
development and mentoring. 
There is no one best style of leadership. Each has its strengths 
and its limits. The directive approach, for instance, is useful 
in crises or when a leader must manage a poor performer, but 
overuse stifles initiative and innovation. The affiliative ap-
proach is appropriate in certain high-stress situations or when 
employees are beset by personal crises, but it is most effective 
when used in conjunction with the visionary, participative, or 
coaching styles. 
Pacesetting can get results in the short term, but it’s de moraliz-
ing to employees and exhausting for everyone over the long haul. 
The most effective leaders are adept at all six leadership styles 
and use each when appropriate. Typically, however, a manager 
defaults to the styles he or she is most comfortable using, a 
preference that reflects the person’s dominant motive combined 
with the level of pressure in the workplace. People motivated 
mainly by achievement tend to favor pacesetting in low-pres-
sure situations but to become directive when the pressure is on. 
Jan, the achievement-driven lawyer, tried to involve herself in 
every detail of her client work. She was never satisfied with 
others on her team and continually second-guessed them. She 
rewrote perfectly good reports, claiming they didn’t quite meet 
her standards. As the pressure and work mounted, she became 
even more demanding and controlling, confronting others and 
accusing them of incompetence. 
It’s not surprising that such pacesetting and coercion have been 
shown to suppress work-climate attributes that contribute to 
high performance, including flexibility, responsibility, team 
commitment, and the extent to which feedback and rewards 
are linked to performance. People high in socialized power, by 
contrast, naturally gravitate to coaching in low-stress situations 

and become visionary under pressure. Consider Luke, a senior 
executive we worked with who is known for his mentoring. 
When Luke learned that a subordinate who disagreed with 
him about a critical business decision had done an end run 
and was planning to speak to the chairman, Luke didn’t react 
angrily, as most people would. Instead, he offered to coach the 
subordinate on how to effectively approach his meeting with 
the chairman. He was able to put aside the personal aspect of 
the situation and consider the big picture. As Luke told us: “I 
didn’t want him to hurt himself any more than he had al-
ready. I wanted him to learn, to benefit, to grow. I don’t know 
— maybe he can have my job some day.” 
To look at how motives and leadership style affect a group’s cli-
mate and performance, we studied 21 senior managers at IBM. 
All led teams responsible for large global accounts with multi-
million-dollar revenue targets. We assessed each manager using 
a set of six attributes of a high-performing climate, such as flex-
ibility and clarity. Eleven of the managers created climates that 
were seen by their direct reports as strong or energizing. The 
other managers created climates that were perceived by their 
reports as neutral or demotivating. In just one year, the teams 
with strong or energizing climates generated $711 million 
more in profit than did those with neutral or poor climates. 
Achievement was the dominant driver for all 21 of these 
leaders. But the managers who created strong or energizing 
climates also had far higher scores in both power and affiliation 
than the other leaders.  
Among the leaders who created neutral or demotivating 
climates, the dominant style was pacesetting, which can drive 
short-term growth, but at the expense of long-term profit-
ability. In fact, the teams with weaker climates did produce 
more short-term revenue growth than the others. But most of 
it came about through personal heroics — leaders going out 
and doing deals themselves rather than building their organiza-
tions. The leaders who created high performing and energiz-
ing climates got more lasting results by using a broad range 
of styles, choosing different styles for different circumstances. 
They were strong in the visionary, affiliative, participative, 
and coaching styles, relying least on the directive and paces-
etting approaches. Rather than order people around or rely 
on personal heroics, they provided vision, sought buy-in and 
commitment, and coached their people. They were also more 
collaborative, building consensus among those they led. 
Recognizing Your Motives 
The good news about achievers is that when given a goal, they 
pull out all the stops to reach it — even if the goal is to man-
age their achievement drive. For an overachiever seeking to 
broaden his or her range, the first step is to become aware of 
how motives influence leadership style. 
Karin Mayhew, the Health Net executive, is a pacesetting man-
ager by nature. She didn’t understand the value of influencing 
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others (rather than doing everything herself ) until, as an inter-
nal consultant for a telecommunications firm, she was asked to 
facilitate discussions between management and labor. For once, 
she had to be invisible. Forced to bite her tongue, she perceived 
that she could step out of the role of content expert and help 
other people understand the big picture and see how the pieces 
might fit together. 
Often, it takes a nudge from someone to get the transforma-
tion moving. Consider Rooney Anand, CEO of Greene King, 
one of the UK’s most successful brewing and pub companies. 
As a young marketing manager in an organization that put a 
premium on results, Anand found himself becoming increas-
ingly aggressive and demanding. He saw the need to change 
when a fellow manager said to him, “I’ve met your type before. 
Normally they’re not very nice people. But you’re actually a 
great bloke when you’re not working. So what is your prob-
lem?” Family and friends may also let you know; our motives, 
after all, don’t shut down when we leave work. 
If you’re seeking to assess yourself as a manager, there are 
calibrated tools for measuring the three leadership motives, but 
you can get a good sense of which drive is dominant in you 
simply by examining the activities you like and why. 
•  People with high achievement drives tend to like challenging 

projects that allow them to accomplish something new. It may 
be as simple as stamp collecting or as difficult as getting a PhD 
in history. One executive we’re working with is spending all of 
his spare time training for a spot on a Senior Olympics swim 
team. They also like to outperform people who represent a 
high standard of excellence. Achievers tend to be utilitarian in 
their communication — often brief and to the point. 

•  Those high in affiliation are energized by personal relation-
ships. They like to spend time with family and friends and 
are attracted to group activities, largely for the opportunities 
to build relationships. They make heavy use of the phone 
and e-mail just to stay connected.

 • People mainly motivated by personalized power need to feel 
strong and to be seen as important. They tend to be driven 
by status and image. They often seek status symbols (the right 
car, neighborhood, clothes) and engage in prestigious activities 
(dining at the right club with the right circle of friends). 

•  Individuals mainly driven by socialized power enjoy making 
a positive impact. They get satisfaction from helping people 
feel stronger and more capable; they’re often energized by 
team activities. They like to advise and assist, whether or 
not the advice is wanted or needed. Such people are often 
attracted to teaching or politics and tend to be charismatic 
leaders. 

Managing and Exercising Your Motives 
Even trickier and more important than recognizing an over-
active drive to achieve is figuring out how to channel that 
drive into new behaviors and continually practice them until 
they become almost second nature. Dean McAlister, a senior 
pharmaceuticals sales director with AstraZeneca, found himself 
promoted to a management position early in his career. Like 
Greene King’s Anand, he was talented, sincere, and hardwork-
ing, and at times he drove people crazy. While he took pride 
in his high-achievement approach, others saw him as arrogant, 
impatient, and manipulative. “Dean was known for his 3 a.m. 
e-mails,” said one colleague. “That was his normal pace — ev-
erything was a priority.” Said another: “He outlined a problem, 
and before we could discuss it, he solved it himself.” 
McAlister’s solutions were often well founded. He stayed ahead 
of the industry’s information curve, regularly rising before 
dawn to study the latest market trends. But by always provid-
ing the answers, he stifled the input and creativity of his team 
members. He didn’t realize this until his manager told him. 
In classic achievement mode, McAlister instantly turned his 
energy toward transforming his leadership. With the help of a 
coach, he began studying his own actions, trying to determine 
why he behaved as he did. He also monitored his behavior 
with his team, peers, and manager, asking them to give hon-
est feedback. Much of what he learned was unexpected and, 
initially, difficult to swallow. At one point, he was describing 
his daily routine. A deeply spiritual man, McAlister spoke of 
taking time each day for prayer. When he was asked how much 
time he spent talking to God and how much time listening, he 
realized that even in his spiritual life he was focused on his own 
agenda. “Of course,” he groaned, “I’m always talking.”
 Next, he adopted specific new behaviors. Rather than issue a 
set of directives on sales targets, for instance, he engaged his 
team in a discussion of how to achieve the goals. He conscious-
ly tried to listen and not jump to conclusions — a continuing 
struggle, though the behavior is becoming more natural with 
time and practice. He still slides into pacesetting from time 
to time. When a sales rep e-mailed him about closing on an 
important new contract, an excited McAlister fired back with 
a list of the next steps she should immediately take. It was 
only after he’d hit the “send” key that he realized his error. “I’d 
just laid out the plan instead of coaching her,” he said. The 
new McAlister took steps to set things right: He quickly sent 
a second message, congratulating her and telling her to come 
up with her own plan. It’s a testament to his shift in behavior 
that his team recently was honored for being the first region to 
attain market leadership with three of AstraZeneca’s top drugs. 
Like McAlister, Anand also still works to be aware of his 
achievement drive and to consciously change his behavior 
when it starts to overtake him. For example, he had a habit of 
challenging people during meetings. “My passion and desire 

Leadership Run Amok 
Continued from page 28

Continued on page 30



publication of the SCDM  To advance excellence in the management of clinical data SuMMeR 2008�0

As part of that transformation, we assessed the motives and 
leadership styles of 2,000 IBM managers, including the top 
300 leaders. We found an achievement-oriented culture in 
which executives focused on their own departments or divi-
sions, even if doing so had a negative impact on performance 
in other parts of the organization. Their client focus, too, was 
achievement driven: Managers often found themselves devot-
ing more time and energy to making the sale than understand-
ing the customer’s needs. The dominant leadership style, which 
reflected this emphasis on individual achievement, was paces-
etting, and the climate lacked a number of the attributes that 
contribute to high performance, especially in the areas of flex-
ibility, rewards, clarity, and, most notably, team commitment. 
Among the executives we interviewed, however, was a small 
but highly successful group that led very differently. They 
exhibited a drive to achieve, but they worked through oth-
ers, created strong teams, provided coaching, and focused on 
increasing the capability of the whole organization, not just 
their departments. IBM incorporated these behaviors into a 
competency model that, over the next eight years, was used to 
select, develop, and promote leaders. The company also created 
a group to develop and coach managers and executives in the 
desired new behaviors. 
More important, Gerstner and his team used everything from 
public praise to stock options to reward the new behaviors. 
Two years ago, when we returned to assist IBM in recalibrating 
the competency model, we found a very different leadership 
culture. Gone was the combative, turf protecting, isolationist 
attitude. In its place was an emerging culture of collaboration 
and team leadership — a culture that balanced influencing and 
helping others with the drive to achieve. Although the motives 
of the leaders had not changed (the executives were still very 
high achievers), their behavior had. The coaching style, mea-
sured through surveys of their direct reports, had increased by 
17 percent, while pacesetting had decreased by 5 percent. 
Of course, a high achievement drive is still a source of strength. 
But companies must learn when to draw on it and when to 
rein it in. The challenge for managers today, then, is to return 
some of the balance McClelland advised, seeking an approach 
to leadership that uses socialized power to keep achievement in 
check.  
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to sort problems out, to rectify things, still kicks in,” he says. 
“As a result of my behavior, the team becomes cranky or shuts 
down. It’s taken me quite a long time to learn.” So now he’ll 
often refrain from saying what’s on his mind, but he’ll make a 
note to take up the matter after the meeting. With time and 
effort, he says, episodes of achievement overdrive have become 
less and less frequent for him. 
Karin Mayhew has consciously chosen to limit her comments 
on an idea to a couple of minutes or less and tries to put them 
in the context of the organization and business. She has also 
trained herself to ask a lot of open-ended questions (“How 
can I help?”) in an effort to draw people into the conversation. 
“I’ve learned to find my pause button and drive the agenda by 
asking questions and having others take the lead,” she says. 
Another trick is to look to other areas of your life to satisfy 
your achievement drive. One executive, recognizing that his 
need to succeed was getting in the way of his effectiveness at 
work, refocused his drive on building violins at home on the 
weekends. Of course, he didn’t just turn out run-of-the-mill 
instruments; his were exquisite pieces of art, one of which was 
played by a friend in the Boston Symphony. Another executive 
turned to restoring antique sports cars. 
Mayhew now channels her achievement drive toward her 
home and family. She regularly prepares elaborate, multicourse 
Sunday night dinners. Although these events are a great deal 
of work, she finds the dinners exhilarating and energizing, 
and the effort gives her a sense of satisfaction in what she’s 
achieved, a tonic for the coming workweek. 
Changing the Culture 
While behavior is the responsibility of the individual, organi-
zations play a role, if sometimes unintentionally, in influenc-
ing executives’ actions. Some companies unabashedly create 
cultures that foster and reward the achievement-at-all-costs 
mentality. Most organizations are less calculating; they simply 
select and promote high achievers for their obvious assets, let 
nature take its course, and then look the other way as long as 
the numbers are good. 
But companies can redirect their focus and still achieve good 
numbers. In the early 1990s, when CEO Lou Gerstner set 
out to regain IBM’s market dominance by transforming the 
company into a flatter, matrix-driven organization, he sought 
managers who would orchestrate and enable rather than com-
mand and control. He knew IBM needed to move away from 
its culture of personal heroics and individual achievement and 
begin valuing socialized power and managers who pay atten-
tion to the greater needs of the company. 

Leadership Run Amok 
Continued from page 29
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