
Dear Members,

Welcome to the second 
edition of Data Basics for 

2012. The focus of this edition is Strategic 
Partnerships. Pharmaceutical, Biotechnology, 
and Medical Device companies all need to 
outsource work from time to time to Contract 
Research Organization (CRO). It is easier 
when you have a longer term investment in 
the partnerships that you have established. 
No matter where we work these days, we 
must find a way to work together globally to 
provide the medicines and devices of the fu-
ture. Over the past three to five years, I have 
noticed that due to this new global focus we 
are facing the challenges of work/life balance 
as we attend meetings at odd hours. By de-
veloping strong relationships initially, we can 
develop the trust we need to work together 
effectively and find alternative ways of com-
municating between meetings.

I believe SCDM can assist with finding bet-
ter ways for us to work together. The Good 
Clinical Data Management Practices document 
established data management best practices 
and minimum standards. This document is 
currently in English and has been translated 
to Japanese. It is our desire to extend the 
translation to other languages in the future. 
This document should guide our working 
practices and result in more standardization 
across the industry.

As our membership is increasing globally, 
we are working together on committees and 
ad hoc task forces that are responding to 
regulatory guidance or other areas that are 
appropriate for us to share our knowledge 
and experience. Whether we are working in 
partnerships or on committees with people 
around the world, we are finding ways to 
work together despite our cultural and time 
differences or whether we are a service pro-
vider or a user of these services.  

We are approaching the time when we are 
looking for new Board members. This too is 
a partnership. The Board comes together to 
discuss strategy to keep SCDM current and 
prepared for the future.

The Annual Conference is coming up quickly. 
It is a time to catch up with old friends and 
colleagues or make new relationships. Please 
consider attending this year’s conference in 
our exciting Los Angeles location.   

Susan Howard

2012 Chair,  
Board of Trustees
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Letter from the Editors 
There are 168 hours in a week…no more, no 
less. You spend roughly 42-49 of those hours 
sleeping, 40 – 50 hours working (if you’re 
lucky), and the remaining 69 – 86 hours living 
your daily life, which may include: taking care 
of your children, relatives, going to school, 
doing assignments, house chores, training for 
a marathon or just plain taking the pleasure 
to enjoy the time when you can breathe. The 
demands of our daily life often erode what little 
free time we actually have. We understand the 
difficulty in finding more time during the week 
to write and submit an article to Data Basics. 
Fortunately, for this issue, we were able to 
receive four previously unpublished articles to 
share and two reprints.  

The Summer Issue has several interesting 
articles covering many areas. The theme for 
our Summer Issue is Strategic Partnerships, and 
we have three articles included which all give 
a unique perspective on the challenges and 
successes in working in a strategic partnership. 
Scullion’s article provides building concepts of 
strategic partnerships, and Wong provides some 
pragmatic advice about it. Borenstein’s article 
shows a link between Sun Tzu’s philosophies 
on the art of war to data management – al-
though we aren’t waging a war, his philosophy 
can be used to tackled some of the challenges 
we have in delivering data. 

In addition to our themed content for this issue,  
we have the pleasure to reprint an article on 
Electronic Data Capture (EDC) from Thorell. 
We present a poignant article done in journal 

style from Cox on a company she used to work 
for, from the promise of initial success to the 
eventual last goodbyes. 

All of these articles have a common obvious 
thread: sharing information. This is one of the 
missions of Data Basics: to share  our collective 
knowledge and experiences with all global col-
leagues who manage data. So when we drum 
up article submissions for future publications, 
we do hope that members are encouraged to 
submit articles for the purpose of sharing infor-
mation. Writing an article starts from a single 
idea, and then builds from your own observa-
tions, opinions and recommendations, wich are 
then substantiated by other people’s ideas from 
journals or other articles.

This all leads to the hook! If our subtle plea 
entices you to submit article for our fall issue, 
whether or not it is in line with the issue theme, 
then you should definitely check out this issue’s 
last article! “Want to be Famous…Publish!”, a 
reprint from Clinical Leadership & Management 
Review that offers great ideas and suggestions  
to help you get started with your article.

Enjoy your summer!  It goes all too quickly, like 
those ice cream cones at the board walk on a 
hot sunny day. And we do hope that you get 
pleasure reading this season’s issue, to hope-
fully enlighten or challenge you.     

Best Wishes,

Rey Wong, CCDM & Derek Perrin, CCDM
Data Basics Co-Editors
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Sponsors are transitioning from cost-driven 
tactical outsourcing models to long term 
value-based strategic partnerships. These are 
more complex and comprehensive risk and 
profit sharing models, with a shared long term 
strategic vision. These go beyond transac-
tional models where specific functions are 
outsourced in a piece-meal fashion. An align-
ment of technical capabilities, therapeutic area 
experience, the right level of strategic leader-
ship, and high levels of trust and transparency 
result in performance-oriented partnerships.

Outsourcing is gradually evolving. Earlier 
activities were either thrown over the fence or 
oversight was so intense that it went to the ex-
tent of micro-management, thereby defeating 
the entire objective of outsourcing. In addi-
tion, the approach was largely to outsource all 
the activities for a single project, namely full 
service outsourcing. But this was not necessar-
ily the most beneficial approach. In principle, 
it made sense to outsource multiple projects 
to a single vendor to leverage the efficien-
cies gained through the learning curve, as 
well as price and processing benefits gained 
through working through a single master 
service agreement (MSA). To quote Thomas 
Verish, Sr. Director, Development Operations, 
“We have found that traditional project-based 
outsourcing, using different Contract Research 
Organizations (CRO), is problematic because 
they all have different standards, programs 
and reporting styles. Pfizer continues to use 
the full service outsourcing model only for 
5% of its data management projects, involving 
very strategic, long-term trials, with 5-10 year 
morbidity/mortality end points.” 1

Activities like data entry were outsourced 
to off shore, low cost locations in emerging 
geographies to get things done more cost-
effectively2. Functional outsourcing however 
remained transactional. ‘Cherry-picking’ or 
the outsourcing of small segments of activities 
to different vendors, not only required higher 
levels of oversight and coordination across 
multiple vendors, but also resulted in a lack of 
knowledge retention as the vendor’s resources 
after a point, moved on once they were not 
learning anything new. So these partnerships 
also followed a normal curve, where gradu-
ally efficiencies built up and performance 
improved initially, but after a certain point of 

time, attrition started setting in as a result of 
a lack of new challenges. This led to a serious 
loss of knowledge and expertise gained over 
the initial years and often resulted in having 
to start once again from scratch. Amgen used 
the hub and spoke model to manage its global 
clinical trials wherein it established hubs 
(staffed by a small team of Amgen profession-
als) in major metropolitan cities. A Regulatory/
Safety Liaison would be responsible for 
providing direct oversight for vendor teams 
within the spokes (Functional Service Provider 
(FSP) in countries located around the hub). 
This model allowed for a higher level of con-
trol and more stringent quality management 
as well and flexibility in managing sourcing 
needs in local geographies3.

There has been a paradigm shift in the way 
of thinking and the industry has once again 
started consolidating vendors. Vendor consoli-
dation and a move towards more strategic and 
integrated alliances have resulted in significant 
cost savings and reduction in cycle times as 
well. Pfizer has reported savings to the order 
of $20 million as a result of consolidating ven-
dors from 150 to 17 and Eli Lilly has reported 
20% cost savings on data management and 
monitoring FSP relationships4. This strategic 
partnering approach not only led to a reduc-
tion in oversight and enhanced efficiencies, 
but it also resulted in much higher levels of in-
volvement and commitment from the vendor’s 
end as well. The positioning as a strategic 
partner of the sponsor required the following 
to be successful: integration with risk-reward 
benefits, long term commitments, far deeper 
involvement in program planning and execu-
tion, often a strong technology component 
(including consolidating data present in multi-
ple different applications and formats, spread 
across different locations at the vendor’s end 
into a single application, while providing high 
level of IT support), investing in co-developing 
training modules for the sponsor, shared dash-
boards, Key Transition Indicators (KTIs) and 
Key Performance Indicators (KPIs) associated 
with penalty and bonus clauses. In addition, 
the vendor is often flexible to offer adequate 
capacity management support (buffers) to deal 
with spikes or troughs in work5.

Strategic Partnerships Between Sponsors and Vendors
By Nimita Limaye, PhD, Sr. VP and Global Head SIRO Clinpharm Pvt. Ltd.  
and Past Chair SCDM

2012 SCDM
Board of Trustees
Susan K. Howard 

Chair
GlaxoSmithKline 
Pharmaceuticals

Jennifer Duggan, CCDM

Vice Chair
St. Jude Medical

Carol D. Garvey, CCDM

Secretary
Genentech, Inc.

Gregg T. Dearhammer

Treasurer
i3 Statprobe

Jonathan R. Andrus, CCDM

BioClinica, Inc.

Suresh Keshav Bowalekar, 
Ph.D. 

PharmaNet 

John C. Estrada, CCDM

PGE Ventures, Inc.

Linda S. King

Eli Lilly and Company

Marysasser H. Holloway, 
CCDM
ClinForce LLC

Meredith L. Nahm, PhD, 
CCDM

Duke Center for Health
Informatics

Denise Redkar-Brown

PRA, Int.

Nimita Limaye, PhD, CCDM

Past Chair
SIRO Clinpharm Pvt. Ltd

Continued on page 4



Return to CoverDATA BASICS  •  SUMMER 20124

Strategic Partnerships Between Sponsors and Vendors
Continued from page 3 
There are risks however involved in this 
approach as well. 

As confidence sets in that the vendor is 
the preferred partner of choice for the 
sponsor and would partner with the 
sponsor in developing and executing its 
long term strategic vision, a certain leth-
argy may also gradually build up as a re-
sult of this exclusivity. Close monitoring 
of quality and compliance is important so 
as to ensure that this is not deteriorating 
over time. In addition, even though the 
vendor may have been chosen after ex-
tensive due diligence, one should always 
follow a phased transition from simple to 
more complex and pivotal studies. This 
vision, if shared in advance, brings in 
the promise of increasing challenges and 
actually serves to motivate the vendor’s 
team to deliver. Furthermore, gaps are 
frequently observed between what was 
initially agreed upon at a strategic level 
and the execution of the same at an op-
erational level. This may occur because 
expectations were not defined up front 
by the sponsor, or because the vendor 
showcased a certain team at the time of 
the bid, but the actual team provided is 
of a lower caliber. CROs also face chal-
lenges when they occasionally have to 
interface with other vendors and a clear 
Task Ownership Matrix is not provided 
at the start6.

It is of considerable importance to 
maintain a two–tiered governance model, 
involving a steering and an operating 
committee and to ensure a consistent 
flow of communication between the ven-
dor and the sponsor at both these levels. 
What often happens is that there is a 
lot of top management oversight at the 
initial stages and once the partnership 
is launched, this gradually slips off the 
radar. In addition, it is important, that 
the sponsor engage its internal team in 
the transition process and bring them on- 
board before implementing the change. 
Internal resistance itself can often be 
self-defeating to the outsourcing process.

A collaborative team environment is criti-
cal towards the success of the partner-

ship and the leadership need to drive a 
culture of transparency, responsiveness 
and flexibility. The rapport between 
the team makes all the difference. The 
vendor no longer becomes a service 
provider, but functions like the extended 
team of the sponsor. At the end of the 
day, this needs to become a real, virtual 
partnership!   
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The primary difference between ‘Strategic Partnerships’ 
and other forms of data management outsourcing is about 
mindset more than delivery model. Whether a Functional 
Service Provider (FSP) or a programmatic-outsourcing 
model, the opportunity exists to build a partnership that 
delivers against a sponsor’s strategic objective for data 
management, and this really is the key. For the purposes 
of this article, below in Figure 1 is an outline of the com-
monly discussed outsourcing models and the system and 
process sets typically used in each. 

Internal and market forces are pressing for data manage-
ment leaders to find new ways to generate value and 
performance gains, and there is now general agreement 
that  while the traditional mode of outsourcing continues 
to have a place in an outsourcing strategy, it cannot yield 
the performance levels of more strategic approaches. Data 
management leaders are therefore looking to vendors 
to help them navigate the challenges and deliver qual-
ity, predictable and management spend and low sponsor 
oversight.

Challenges of Ineffective Models:  Hitting the 
Glass Ceiling  
The traditional model of outsourcing sets up a series of 
locked rooms with system, process and therapeutic walls 
that are difficult to penetrate. For example, in a program-
matic model multiple vendors may be delivering data to 
sponsor teams in different styles and formats as vendor 
systems are used; in an FSP model, a sole data manage-
ment vendor may be delivering work in the sponsor sys-
tem, but there is limited alignment on incentives, leading 
to increased oversight. Where these gears grind, trust and 

performance are negatively impacted in a vicious cycle, 
leading to the over-allocation of sponsor staff to ‘fix’ or 
‘manage’ perceived poor performance. When this occurs, 
relationships hit what we call a ‘glass ceiling’, wherein 
performance development stalls and manifests itself in one 
of the following ways:

• Quality: persistent low-level quality issues, occasional 
more worrying events, from which the vendor learns 
– but you need more ownership and the vendor is not 
providing it;

• Productivity: initial savings gains are achieved, but 
productivity is flat or slightly incremental – metrics are 
being achieved; you worry your interests are not aligned;

• Process: vendor is delivering well and upskilling staff, 
but the process used is an export of an old process, not 
an optimal process – you need to look elsewhere to 
identify and realize opportunities

In each case the impact on the sponsor is the same: a need 
to invest time and resources of core staff on an unpre-
dictable, ad hoc basis to shore up performance. It makes 
resource planning a challenge and distracts from core 
activities.

Working with the End in Mind: Characteristics 
of Effective Strategic Partnerships
The goal is to erase lines of division between vendor and 
sponsor, creating a single team with a common purpose. 
Hence the point is that ‘strategic partnership’ can cut 
across delivery models, as it is more about how then ven-
dor and client see their work together.    

So how do you build an effective partnership? We see four 
keys:

1.Commitment: Transforming the way data management 
works means having a long-term strategic vision and 
the executive commitment to deliver it, recognising that 
it is a multi-year project.  This sets up an environment 
in which investment, innovation and alignment are 
possible.   

Example: Most partnerships are now a minimum of 
three years in length, and many are five or ten years, 
with consistent executive and operational leadership.

2.Process Change: Processes and systems are typically 
legacy and not necessarily designed for the way we work 
now.  Within a committed partnership, the room and 
time is created for a process redesign.  Featuring joint-
process review and analysis, taking an end-to-end and 

Effective Strategic Partnering in Data Management
By Badhri Srinivasa, VP & Head, Global Biometrics, Global Functional Resourcing, Quintiles Inc.  
and Marc Scullion, Director, Functional Services, Quintiles Inc.

Continued on page 6

Fig 1: Outsourcing Models, Descriptions and Who is Responsible for 
Systems and Processes

Model Description Systems and 
Processes

Functional 
Service Provider

Outsourcing specific 
functions, or activities

Sponsor

Programmatic Outsourcing complete 
programmes or 
trials; may involve 
outsourcing of 
entire function for 
one programme or 
therapeutic area

Vendor

Traditional Outsourcing parts of 
functions on trial-by-
trial basis

Vendor
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Sous titre
Continued from page X 

‘best of both’ approach, a revised process can stream-
line the interface, remove redundant steps and create a 
clean, efficient approach. There are benefits for quality 
and oversight as all teams are working within a system 
they helped to design, and the opportunity for errors is 
reduced.  In turn, this increases sponsor levels of trust in 
a virtuous cycle. 

3.People: Change management that involves data man-
agement operations in the decisions on how the work is 
done. The involvement of experienced operational staff 
in activities such as Standard Operating Procedure (SOP) 
review and joint task forces to put together a shared 
Model of Work (MoW) creates critical buy in. As a best 
practice, if these same people take the controls of pilot 
projects in the new environment, their own commitment 
to success is enhanced.  

Example:  a sponsor partner’s team was offered the op-
portunity to return to their original process after a pilot, 
and opted to retain the new, and indeed to roll it out to 
new therapeutic areas.

4.Performance: The preceding steps foster trust but it is 
still all about delivery, so it is critical to have alignment 
on incentives. For example, develop a pricing structure 
that is built on fixed-price units and invoices on 
completed deliverables – this means alignment of our 
goals and our partners’.  

Benefits of a Strategic Partnership
With the foundations in place, the sponsor-vendor rela-
tionship is eroded and replaced with a united, aligned 
approach.  So what does this mean in practical terms for 
quality, oversight and cost?  

Quality: a shared system allows for consistency and 
repeatability, regardless of the therapeutic area or team.  
Many errors and quality lapses are a result of moving be-
tween and across different formats, standards and models 
of work. Harmonization reduces this.

Oversight: mutual investment provides confidence that 
the required systems, SOPs and structure are in place. 
Specifically from the vendor perspective, there is trans-
parency into how things are done outside of a tactical 
Scope of Work and that helps the sponsor team leads to 
stand back. Also, as incentives are aligned, sponsor teams 
have increased confidence that their vendor counterparts 
are working to the same goals, enhancing the spirit of 
collaboration.

Cost: partnerships must show immediate benefits, often 
through reduction in sponsor fixed headcount and need 
for oversight. In strategic partnerships, the long-term com-
mitment demands effective vendors to ensure that quick 

wins are built upon with year-on-year gains, and these can 
only be achieved by meaningful change in the way work 
is done. With the time and incentive to innovate, vendors 
bring value by finding ways to do more with less, or to do 
things better.

Staged Investment, Staged Approach
Earlier we referred to building with the ‘end in mind’, 
though unfortunately for most of us reading the future is 
an exercise in educated speculation – like peering at the 
target through a mist!  Effective partnerships are therefore 
built to last by incorporating several potential ‘ends’ in 
mind into a staged evolution. As goals change, as strategies 
evolve, this gives both parts of a partnership the oppor-
tunity to pivot swiftly and change course without a major 
overhaul. To do this we recommend three steps:

1.Build with Method

• Be clear about the goal and quantify the final objective 
where possible; e.g., 20% reduction in total cost, 25% 
cost of oversight versus cost of delivery;

• Document the planned steps, and missteps, to build an 
institutional memory;

• Focus on continuity of personnel, as relationships matter.

2.Establish Clear Stage Gates

• Establish performance standards that are clear and un-
derstood by both vendor and sponsor;

• Establish and publish to internal stakeholders the stage 
gates timing and criteria for moving forward to a new 
step.

3.Plan for Contingencies

• Load front-end planning with as many likely scenarios as 
possible to ensure the model is built for the future. For 
example, understand how Data Management services fit 
within a risk-based monitoring framework and create the 
groundwork for the new process to connect with addi-
tional functions. Parallel early planning reduces the need 
for duplicate effort later.

• Create a harmonised, portable data management proc-
ess model that acts like a harbour into which different 
vendors may dock, if necessary. For example, establish 
junction points that can be uncoupled with relative ease 
should a relationship end.

• Integrate technology as a critical component of your 
process design and consider the end-to-end data flow. 
For example, retaining one item on a RACI (Responsible 
Accountable, Consulted, Informed) model may change 

Effective Strategic Partnering in Data Management
Continued from page 5

Continued on page 7



Return to CoverDATA BASICS  •  SUMMER 20127

Effective Strategic Partnering in Data Management
Continued from page 6 

the format in which transfers are delivered, impacting 
your downstream process.

Conclusion
Benefits of a strategic partnership are achievable and tan-
gible, if both vendor and partner are aligned both in their 
objectives and the path to get to them. Success will bring 
about an increase in quality and a reduction in wasteful 
oversight. For data management, as in other functions, 
getting this right is much more about the mind-set of the 
partnership than the mode of delivery. In this article, we 
have outlined some considerations and best practices from 
our experience in partnership development.  Many data 
management partnerships fail to reach the targets set for 
them and bump against the glass ceiling on account of a 
breakdown in partnership planning.    

Badhri Srinivasan currently heads Global Biometrics 
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numerous pharmaceutical companies at the Food and Drug 
Administration and Medicines and Healthcare products 
Regulatory Agency.

Mark Scullion is a Director of Functional Solutions at 
Quintiles Inc. where his work focuses on the design, build 
and implementation of strategic-resourcing partnerships for 
pharmabio customers, particularly for biostatistics, data man-
agement, pharmacovigilance and clinical operations man-
agement.  He has previously managed large-scale functional 
outsourcing relationships for top ten pharma companies, 
and led the Enterprise Transformation consulting practice at 
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“Without local guides your enemy employs the 
land as a weapon against you.” – Sun Tzu, The 
Art of War
On the surface, there are few commonalities between the 
relationships shared in today’s world by clinical data man-
agers and bio-pharmaceutical companies and the associa-
tions the legendary Chinese military general fostered with 
his men thousands of years ago.

But when you think about it for a moment, there are indeed 
common threads. Management principles Sun Tzu used 
to drive the success of his army, when applied today, can 
serve as the foundation for successful strategic partnerships 
between clinical data managers and the sponsors they are 
working for through the course of the clinical trial process.

Mark McNeilly, in his book Sun Tzu and the Art of Business, 
talks about the six strategic principles that managers can 
derive from the work of the legendary military leader. One 
of the principles focuses on using speed and preparation to 
overcome the competition. McNeilly writes, “To fully exploit 
foreknowledge…Sun Tzu states that you must be able to act 
with blinding speed. To move with speed does not mean 
that you do things hastily. In reality, speed requires much 
preparation. Reducing the time it takes your company to 
make decisions, develop products and service customers  
is critical…”

“If you do not seek out allies and helpers, then 
you will be isolated and weak.” – Sun Tzu
In the highly regulated world that bio-pharmaceutical com-
panies find themselves, they have to be in lockstep with 
the vendors they have hired to collect and clean the clinical 
data. In this partnership, the sponsor needs to articulate 
clearly what its expectations are for the data manager. This 
has to be done as expeditiously as possible due to the costs 
associated with the clinical development process.

“While the savings from strategic development partnerships 
can be substantial, they are not automatic. The benefits of 
such a partnership can only be achieved if the partners can 
forge a mutually advantageous relationship that drives the 
savings. There are several proven success factors that should 
be incorporated into the relationship to help maximize the 
benefits for both parties:

• Governance: A robust governance structure supports ef-
ficient decision-making, planning and reporting. It also 
builds trust and reinforces the desired pathways to ensure 
that the partnership’s goals are achieved as planned.

• Communication: Open communication and information 
transparency are essential to build and maintain trust in 
a strategic partnership.

• Metrics: A precise set of meaningful metrics is the best way 
to drive performance and produce the desired benefits of a 
partnership.

• Technology and infrastructure integration: Efficient 
data exchange is critical for a strategic development part-
nership. At its most basic level, integration begins with the 
sharing of metrics data and leveraging web based technol-
ogies to remove data exchange barriers.

• Process management: Effective partnerships implement 
standardized “best practices” and procedures that uniform-
ly guide every activity and connect the partners at critical 
junctures to maximize the efficiency of the relationship. 
Harmonized processes allow the sponsor and the CRO to 
better understand the “rules of the road” and eliminate the 
need to reinvent standards for every project.”1

“What the ancients called a clever fighter is one 
who not only wins, but excels in winning with 
ease.” – Sun Tzu
While Sun Tzu expected his men to function in complete 
synergy with each other when faced with an opponent, the 
data manager and the sponsor can do the same if they take 
the time to implement an effective tool that will enhance 
the data management process.

This is of paramount concern because during the clinical 
trial process, the most important outcome is the result-
ing data acquired along the way. Regulators, patients and 
health insurers need to be convinced that you are offering 
safer and more effective products than those already on the 
market.

The struggle to effectively integrate and leverage data, and 
conduct accurate analysis of the data collected from clinical 
trials, can have an immediate impact on the direction of 
current and future clinical trials. Many biopharmaceutical 
companies receive data from different sources and in vari-
ous formats. Taking these formats and standardizing into 
one true source is key to accelerating business decisions.

For the strategic partnership to work during this process, 
the sponsor should have a good series of checklists that it 
wants the data manager to fulfill throughout the clinical 
trial. How is the data being cleaned? What are the checks 
in place to proactively manage the data?  Were there any 
results that went against the expectations that were antici-
pated when the product was tested?  Are there any safety 
trends?  Are there any best practices that can be applied to 
marketed products? What are the metrics the sponsor needs 
in order to have proper CRO oversight?

Who knew that the legendary Sun Tzu would develop the blueprint for effective Clinical  
Data Management Partnerships?
By Susan Bornstein, MPH, Executive Vice President, eClinical Solutions

Continued on page 9
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“Can you imagine what I would do if I could do 
all I can?” – Sun Tzu 
With a web based clinical data repository (CDR), the data 
manager can have control of querying and reporting on the 
data to help the clinical development team make quicker 
intelligent decisions. CDR products often provide a customiz-
able, scalable, and cost effective method to standardize, store, 
interact with and analyze all clinical data collected during a 
trial. 

Leveraging CDISC standards, CDRs can provide a platform 
to analyze all past, present and potential trends which allow 
the sponsor and the data manager to make timely, mission-
critical decisions related to the safety and effectiveness of 
the product being tested. When the CDR products are host-
ed within a vendor’s private cloud environment, security and 
scalability are provided. These features result in an effective 
technology tool to enhance strategic partnerships between 
CROs and Sponsors.

Other strengths of various CDR tools include:

• Data pooling over all phases of the trial

• Looking at the safety data across all the products

• Allowing staff to review clinical trial data through a 
single user interface in accordance to their role

• Rapid, near real-time access to data allowed from 
anywhere

• Identification of outlier values and results 
summarization

• In some instances, tool created by Clinical Data 
Specialists for Clinical Data End Users

• Tool aggregates data from multiple sources including 
multiple strategic partners

• Allowing sponsors to have CRO oversight capabilities 
to assess strategic partnership’s quality and timeliness

Access to standardized clinical trial data is important to 
many different roles across the sponsor and CRO clinical 
trial team. Some examples of “What Is in It for Me” (WIFMs) 
for trial team members are:

Executive Management
• When is First Patient In (FPI)? Are we meeting enroll-

ment? When will I see the top line results?  Are there any 
safety trends that we need to be aware of for this product?  
Does this drug work?  Are we ready to make a go/no go 
decision? Is the pooled data for this product ready for a 
potential partner/buyer to view?

Clinical Operations
• Can I check my sites for trends of data fraud? How is en-

rollment going by site?  How many screen failures? Which 
patients have protocol deviations? Can I review data for 
CRO oversight – timeliness and quality? How many sub-
jects enrolled that did not meet IE criteria? Are we low on 

drug supply at any site?  What went well in the previous 
like protocol and CRF design that I can reuse for my next 
trial?

Statisticians
• Can I see any patients with outliers and drill down to see 

if these are data issues?  Do I have all the data required 
for my Integrated Summary of Safety (ISS)/Integrated 
Summary of Efficacy (ISE)?   Can I query the data to pro-
vide information for the IB?

Drug Safety/Medical Monitors
• Can you pull all the data I need for the Data and Safety 

Monitoring Board (DSMB)? When I see the patient with 
outliers can I run a patient profile to see if it is related to 
the patient’s Medical History or is it related to the drug? 
What is the % of patients with high Liver Function test 
(LFTs)? What is the highest reported Serious Adverse 
Events (SAE) and AE? Can I see the patient disposi-
tion monitoring?  Can I pull this data into a CIOMs or 
MedWatch report? What are the AE risk ratios for the most 
frequent AEs? Can I get the information I need for patient 
narratives? Can I query the data to develop a risk mitiga-
tion strategy?

Data Management
• Can I produce patient profiles to review data by patient 

and to share with the medical writer? Can I trend data to 
look for site fraud detection? Can I review data for safety 
trends? Can I proactively see trends and query the sites 
to ensure data quality? Can I look across trials for pro-
tocol compliance to give feedback on the next protocol 
developed?

Regulatory/QA
• Can I look up data for regulatory authority inquiries? Are 

the final datasets ready for the eCTD?

Medical Affairs
• Can I mine the data for trends to identify best practices in 

patient care?

Medical Writer
• Can I run graphs with the BI tool and cut and paste into 

my CSR? Can I get the information I need for patient nar-
ratives? Can I run patient profiles?

The answer to all of these WIFM questions is yes. Clearly, 
the technology exists so that both clinical and operational 
data can be leveraged. It is incumbent upon CROs and their 
partners to take advantage of the tools that are at their 
disposal. CDR products can enable users to reduce clinical 
development times, “fail faster,” proactively identify safety 
trends, monitor quality and optimize development costs.
Those should be standard operating principles, and part of 
any successful strategic partnership between a biopharma-

Who knew that the legendary Sun Tzu would develop the blueprint for effective Clinical Data Management Partnerships?
Continued from page 8 
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Electronic Source Data: Defined and Interpreted by Global Regulatory Authorities
By Rodney Thorell, Director Quality Management and Compliance, PHT Corp.

This article 
was originally 
published by 
PHT Corp.  in 
its quarterly 
PHT Insights  
e-journal (First 
Quarter 2011). 
Reprinted with 

the permission of the author.

Two recent regulatory publications ad-
dress the topic of electronic source data 
in clinical investigations:  

• ‘Expectations for Electronic Source 
Data and Data Transcribed to 
Electronic Data Collection Tools in 
Clinical Trials’1 (also known as the 
final EMA Reflection Paper) was pub-
lished in September 2010; and the 

• FDA draft ‘Guidance for Industry: 
Electronic Source Documentation in 
Clinical Investigations’ 2 was published 
in January 2011.  

While the views are slightly different, 
these documents provide clarity con-
cerning the expectations of regulatory au-
thorities regarding electronic source data.

A 2006 CDISC (Clinical Data Interchange 
Standards Consortium) document enti-
tled ‘Leveraging the CDISC Standards to 
Facilitate the use of Electronic Source 
Data within Clinical Trials‘3 was issued 
in November 2006. This document 
presented views of a panel of industry 
and regulatory members and devel-
oped a set of user requirements for 
source data, irrespective of the media 

or technology used to hold the data. 
The EMA Reflection Paper extends this 
CDISC concept and provides a contex-
tual framework for the use of electronic 
source and paper source (i.e. data tran-
scribed from paper source documents 
to CRF’s) in clinical trials. The FDA 
Guidance complements existing guid-
ance and regulation with the intent to 
‘promote the capture of source data in 
electronic form’. 

The following article explores the topic 
of electronic source data and identifies 
some key concepts that are common 
(and seemingly agreed upon) within 
these publications.

The Importance of Source
If you have ever had the good fortune 
to take water from the place where it 
literally ‘springs forth’ from the ground, 
you know what a refreshing experience 
that can be. Several hiking trails in the 
US feature a natural spring to fill up a 
canteen. Trying to capture the taste of 
water fresh from the ground when you 
return home can be a challenge. Some 
of the bottled water that we consume 
today is actually purified and processed 
tap water, taken from municipal water 
supplies4. FDA regulations around bot-
tled water even specify that, in order 
to properly be called ‘spring water’, the 
bottled water must be from a naturally 
emanating source, not pulled, pumped 
or processed from out of the ground5.

PHT was founded on a similar purity 
principle: the ‘purest’ data obtainable 

during a clinical investigation comes 
from capturing patient reported out-
comes directly at the point of experi-
ence – not filtered through later recall, 
transcribed of notes from a paper 
record, or interpreted by a clinician.

Electronic patient reported outcomes 
(ePRO) yield data of the highest qual-
ity and that which most accurately 
reflects the impact of drugs, therapies 
or devices on the patient’s health and 
quality of life. Guidances from the FDA 
and EMA along with CDISC definitions 
support the concept that the use of 
electronic source data is an important 
component of good science during clini-
cal investigations.

Defining Source, Source Data, 
Source Document
English language definitions of source 
widely differ from those of the extended 
scientific community:

Oxford English Dictionary Definition 
of Source: A work, etc., supplying infor-
mation or evidence (esp. of an original 
or primary character) as to some fact, 
event, or series of these6.   

In clinical research trials, the term source 
is used to identify the records and the 
data that provide the information to be 
analyzed in a trial. This is not necessarily 
the first instance of recording a certain 
element of data such as a birth date; 
this may instead come from the patient’s 
medical chart or from an interview with 
the patient or some other source. 

Continued on page 11
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ceutical company and any CRO and its 

vendors.     

“The general who wins the 
battle makes many calculations 
in his temple before the battle 
is fought. The general who loses 
makes but few calculations 
beforehand.” – Sun Tzu

1 Joshua Schultz, “Applied Clinical Trials Online” 
(April 1, 2010)
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Surprisingly, only CDISC defines source; 
the FDA document and the EMA 
Reflection Paper define source data and 
source document. The CDISC definition 
captures how the word source makes 
data differ from source data:  

CDISC Definition of Source: The spe-
cific permanent record(s) upon which a 
user will rely for the reconstruction and 
evaluation of a clinical investigation7.   

CDISC also notes that the word source is 
‘Sometimes used as shorthand for source 
documents and/or source data’8.  

Regulatory Expectations for 
Good Quality Data
FDA Commissioner Dr. Margaret 
Hamburg, in her keynote speech at 
DIA in June 2010, spoke about the FDA 
focus on advancing regulatory science 
and ensuring the safety of patients in 
trials, as well as the safety of approved 
drugs, devices and therapies. As part of 
this effort, she mentioned that a founda-
tion of good quality data will need to 
be obtained for researchers and regu-
lators as a basis for decision making. 
As noted9, the capture of PRO (patient 
reported outcome) data in paper form 
is fraught with a number of challenges, 
including duplicate data, transcription 
errors, non-contemporaneous entry, 
missing data and incomplete data. 
In Guidance for Industry: Electronic 
Source Documentation in Clinical 
Investigations, the FDA further builds 
upon an existing regulatory framework 
for the capture, processing, transmission 
and storage of electronic data in clinical 
trials. This comes several months after 
the EMA’s GCP (Good Clinical Practice) 
Inspectors Working Group posted their 
final version of a Reflection paper on 
Expectations for Electronic Source Data 
and Data Transcribed to Electronic Data 
Collection Tools in Clinical Trials. While 
the two documents cover similar topics, 
the focus and objective of each document 
is different.

In the introduction, the FDA draft guid-
ance sets forth the intent to ‘promote the 
capture of source data in electronic form’. 

The Guidance will not replace any previ-
ous guidance or regulation, but was in-
tended to complement existing guidance 
and regulation, including the Electronic 
Records and Electronic Signatures rule 
(US 21 CFR § 11), Computerized Systems 
Used in Clinical Investigations10 (US FDA 
May 2007) and General Principles of 
Software Validation11 (US FDA January 
2002).

As mentioned earlier, the EMA reflec-
tion paper seeks to provide a contextual 
framework for the use of electronic 
source and paper source (i.e. transcribed) 
in clinical trials. Rather than specifically 
encourage the use of electronic source, 
the paper notes that many clinical inves-
tigations are using electronic source, yet 
little regulatory framework exists to en-
sure that the electronic source data meets 
the requirements for GCP in the EU 
(European Union). To provide a frame-
work for electronic source data, the GCP 
Inspectors Working Group has chosen to 
adopt the principles set forth by CDISC 
in 200612.

Seven Key Common Issues
Following are some key common issues 
cited in these publications regarding the 
use of electronic source data in clinical 
investigations:  

1. Put it in the Protocol 

There should be information in the pro-
tocol describing who will be the creators 
of the data, what data will be gathered 
and when will it be gathered. A dataflow 
diagram can greatly assist in the under-
standing of all the different types of data 
that are to be gathered and how they 
will eventually make it into the eCRF 
(electronic Case Report Form), whether 
paper or electronic source. Any devices 
or software used should be listed in the 
protocol as well.  

2. Capture it Electronically

It is considered best practice to not use 
paper source when electronic data cap-
ture is used in a clinical investigation13. 
When paper is the source, there must be 
clear quality control steps (as identified 

in the protocol) to ensure that errors are 
minimized. Any paper source must be 
maintained in the files of the investigator 
according to applicable retention require-
ments, which adds to the time and cost 
burden to the site. While both papers 
suggest the development of adequate 
controls, the FDA Guidance goes as far 
as to state “FDA recommends that clinical 
data be entered electronically by study 
site personnel at the time of the subject 
visit to avoid transcription from unneces-
sary paper records.” 14

3. Enter the Data in Real Time

Contemporaneous entry of data is an 
essential component of data quality. The 
delay between observing and recording 
should be minimized, especially in the 
case of outcome measures which can 
be subject to recall bias. It is helpful to 
document the recall period as part of the 
protocol. Systems which collect electron-
ic data should record the time of entry 
as well as the time of observation or 
event. As seen in warning letters15, exact 
entry of time points (including dosing) 
is important objective evidence ensuring 
that patient care is appropriate and done 
per protocol.

4. Source data must be under the con-
trol of the investigator

Both documents point out that the 
investigator is responsible for maintain-
ing control of source data (or a certi-
fied copy) from the point of collection 
throughout the lifecycle of the data. 
What does control mean in the context 
of source data? Some data-related tasks 
may be delegated to third parties (other 
than the sponsor) 16, but the investigator 
is “ultimately responsible for the quality” 
of all source data. Any changes to source 
data must be done with the knowledge 
and consent of the investigator. Even if 
the data is maintained on a computerized 
system at a third party (which cannot 
be the sponsor), the investigator must 
be able to demonstrate to regulatory au-
thorities that they had access to and man-
agement of the source data at all times.

Continued on page 12
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5. Changes must be audit trailed

In keeping with existing rules on elec-
tronic records, all modifications to source 
data must have an audit trail. The audit 
trail must be inextricably linked to the 
data and must not obscure the origi-
nal data. In general, systems should be 
designed so that source data is never 
deleted, even if it is not going to be in-
cluded in analysis datasets.  The original 
observations of the patient or clinical 
staff should be preserved in the files of 
the investigator.

6. Data sources must be identified and 
available

The source of any data should be clear, 
whether it is captured from a patient on 
an electronic device, entered by clini-
cal staff into an Electronic Data Capture 
system or imported from an EHR system. 
This will allow for regulatory inspec-
tion of the source data. All source data, 
such as values from central laboratories 
or PRO entries from patients, must be 
reviewable during the trial by the investi-
gator, regulatory inspectors or those who 
created the data.  

7. Care must be taken with Electronic 
Health Records

Systems that contain EHR may be used 
for many purposes with the trial, includ-
ing reporting concomitant medications, 
documenting pre-existing conditions or 
identifying potential subjects.

However, institutional EHR systems can 
be subject to a different set of controls 
and standards than those expected for 
clinical trials. When these records are 
used, it must be clear that the sponsor 
has evaluated the risks and prepared 
mitigations. Access to the EHR (when 
used as source) may be required on an 
ongoing basis by investigators or by 
regulators during inspections. The data 
protection requirements for such systems 
must be considered and balanced with 
the value of the information retrieved.

Conclusions
These documents further the expecta-
tions of regulatory authorities regarding 
electronic source data, and describe a 

group of high-level principles, which, 
when they are adhered to, provide a good 
basis for the acceptability of source data. 

While they explore the topic of eSource 
from different paradigms, they come to 
the same conclusions: there is an intention 
to expand the use of electronic source 
data in clinical trials. If properly deployed 
within the guidance given from these doc-
uments, systems with electronic source 
provide good quality data to support the 
goals of sponsors and regulators.   
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Strategic Partnerships: The Could, Should and Would 
By Rey Wong, MS, CCDM, Assoc. Director, Eisai Inc.

There are always occasional business announcements 

of strategic partnerships across different businesses.  

Understanding how this is beneficial to companies is 

widely explained in numerous articles and  upper man-

agement of both organizations use this partnership to 

build stronger relationships with their investors.  Strategic 

partnerships are one of many creative ways to reach 

organizational goals, such as “organic growth” may not 

always be feasible (Isoraite, 2009)1. BusinessDictionary.

com has a concise definition that strategic partnership 

is a “party with which a long-term agreement is reached 

for sharing of physical and or intellectual resources in 

achievement of defined common objective.” In some 

strategic partnerships, the extended commitment secures 

financial cash-flow for the vendor, while the other ben-

efits cost effectiveness as it is sometimes a “bargain” for 

companies to enter such agreement to obtain goods or 

services.  Yet, when companies go through this kind of 

relationship, one cannot help suppressing the feeling of 

uncertainty.

In clinical research, one of the most common strategic 

partnering is between a pharmaceutical or biotech com-

pany and Clinical Research Organizations.  Strategic part-

nerships help the sponsor expand their operation without 

expanding resources (or in some cases it reduces their 

resource).   In clinical data management strategic partner-

ships, the vendor can move to the physical location of the 

sponsor or they can be across states or continents, but are 

bridged by email communication, teleconferences and one 

clinical database system.  However, like any relationship 

there are sometimes barriers; the barriers of successful 

strategic partnerships vary depending on location (time, 

language, or culture). Even when both the sponsor and 

vendor are under the same roof, the idea that one is  spon-

sor and the other  vendor can in itself be a barrier when 

one or both do not understand strategic partnerships. 

According to Porter2, 1990, a strategic partnership is 

short of a merger, hence in some strategic partnerships, it 

would mean that both parties do not have equal footing 

from decision making to the execution of tasks.  It would 

naturally mean that the sponsor would be the one more 

dominant in the relationship. However, this relationship is 

distinctly different from the standard outsourcing model 

in data management.  In an outsourcing relationship, a 

CRO is hired through competitive bidding for usually one 

project.  Strategic partnerships eliminate the lengthy proc-

ess of vendor selection, defining the scope of work, and 

the future changes of scope of work, etc.  Strategic vendors 

just automatically conduct the activities.  Sometimes, the 

roles in strategic partnerships can be blurry. For example, 

if the sponsor continues to be the authoritative figure in 

the relationship or shares the lead responsibilities with the 

vendor or whether there is a total hand-over of responsi-

bilities to the vendor.  However, the bottom line is if the 

project fails both parties are held responsible and point-

ing finger does not salvage whatever work has been the 

lost, therefore it is necessary that the sponsor and vendor 

understand their roles in the partnership.

There are numerous articles on the internet with  advice 

on how to “take advantage” of strategic partnerships, 

or how to create a “more synergistic effect,” and on the 

“power of communication.” Without a doubt effective 

communication is needed, but that really isn’t the key to a 

successful partnership. Here are some practical advices:

In strategic partnership, it is essential that both parties 

be represented by an expert in their field. It is sometimes 

necessary that the vendor may employ data managers with 

little experience to work on the team, to accommodate the 

growth in the vendor’s side and to maximize the profit 

from the partnership.  However, the lead on the vendor 

side should be equal to the expertise on the sponsor side 

as close as possible therefore being a strategic “partner.” 

The sponsor must be able to trust the capabilities of the 

vendor, whereas the vendor must be able to trust the 

direction given by the sponsor.  Although both can learn 

from one another, it is not expected that the sponsor 

mentors the vendor.  Also as an expert, the vendor has 

every right to question the sponsor, identify or investigate 

potential rate limiting issues and propose practical solu-

tions. Vendors  plan the timelines with the sponsor and 

look for ways to find flexibility in them or to reduce them. 

Vendor data managers must provide the same commit-

ment to timelines with the study team as the sponsor data 

manager. In data management strategic partnerships  the 

sponsor data manager role (since their primary role is 

oversight) is to oversee multiple studies in a compound 

and the vendor lead data manager may also be in that 

same situation.  Therefore, it is worth considering having 

a core team of data managers on the vendor’s side that 

are dedicated to one compound. Doing this allows certain 

benefits such as consistency in data handling, and move-

ment of the vendor data managers from one study to the 

other while only needing to be trained on the protocol 

specific requirements.  Again, the relationship between the 

sponsor and vendor is a partnership, but it is not the spon-

sor’s responsibility to manage the team of data managers 

Continued on page 14



Return to CoverDATA BASICS  •  SUMMER 201214

Strategic Partnerships: The Could, Should and Would
Continued from page 13

at the vendor’s side.  The training should be provided by 

the vendor lead data manager.  If re-training is required on 

the team of vendor data managers, the sponsor and vendor 

lead data manager lead should work together on the train-

ing so that it has a shared understanding of data manage-

ment expectations, such as quality. 

In strategic partnerships the distribution of metrics to 

upper management should be used with caution. When 

metrics are submitted they should have an overall status as 

well as specify important supportive details. For example, 

low number of queries may be due to newly hired vendor 

data managers that are still being trained. It would also be 

necessary to explain the impact on any upcoming mile-

stones and if any other studies are affected by the novice 

team members.  If the metrics show a high number of 

queries being generated, it doesn’t necessarily mean that 

data being received was due to poor site data collection 

or source document verification. It may be that the vendor 

data managers sent queries generated by electronic data 

checks that more experienced data managers know should 

not  have been sent (for example due to possible program-

ming issues), or they are sending re-queries when it wasn’t 

necessary. Also, if metrics show a low number of queries, 

it may be that agreed-upon manual listings are not being 

reviewed or properly or at all. Therefore, the sponsor data 

manager should do periodic quality control checks of the 

data.

The issue of quality control is where the partnership 

understanding of data management becomes blurry; 

ultimately it is the sponsor data manager who is responsi-

ble for the delivery of clean data. However, are they also 

responsible for cleaning the database in a strategic partner-

ship? It is recommended that following user acceptance 

testing (UAT) the sponsor data manager and the vendor 

data manager check that all the electronic discrepancies 

and listings are working as intended. Then during trial 

conduct, the sponsor data manager only review a sample 

of the data to ensure he or she finds the same (or close 

to the same) the data issues that vendor data managers 

find.  If the sponsor data manager performs quality con-

trol on the entire database, then the effort is redundant.  

Redundancy is not the intent of the strategic partnership 

model and if it occurs may reflect the lack of knowledge of 

vendor data managers, poor leadership and management 

skills of the lead vendor data manager, or a deteriorating 

working relationship between the sponsor and vendor data 

managers.

Flexibility, rather than applying a standard solution, is 

key to successful a strategic partnership (Shultz, 2009)3. 

In strategic partnerships, agreed-upon standard working 

practices between organizations are put in place at the 

start of partnership in order to guarantee uniformity of 

execution of service. However working practices may not 

be applicable in all situations, and in some unfortunate 

cases, the vendor still continues to press on following it 

word for word.  Both companies should be able to call for 

an exception and bring forth the issue to the governing 

management of the strategic partnership to examine the 

working practices and amend when needed.

There should be an annual evaluation of each party’s 

performance and the report should be provided to upper 

management.  The ratings should be clearly defined for 

both parties in the very beginning; for example, when 

one meets the timelines and delivers quality work, then 

they have met the expectations.  Meeting that cannot be 

considered superior or even above average, because that is 

part of the agreement and they delivered as expected to.  

It is only going above and beyond, for example exceed-

ing an agreed upon timeline while still delivering qual-

ity results or overcoming circumstances not within their 

control that would be considered “exceeding expectation.” 

Performance ratings that are below expectations require a 

corrective course of action and this should be shared with 

upper management.

During the life cycle of a study, there may be a conflict 

between the two data managers.  A common scenario is 

when the sponsor data manager cries for data cleanliness 

and the vendor lead data vendor complains of unrealistic 

expectations, micro-management, or lack of resources.  

Both will claim that they have been “communicating” by 

conference calls or through email, however,  the commu-

nication has not been effective and they have not under-

stood one other. Typically, neither of their management 

teams will have been made aware of the series of events 

that led to the situation. Often, the lower layers of the 

organization experience chaos while the upper manage-

ment of both parties sees a strong and positive relationship 

in PowerPoint presentations. The design of the strategic 

partnership have a communication plan to notify upper 

management of any persistent problems that are impact-

ing the partnership.  Corrective actions can be a shift of 

responsibilities, from vendor to sponsor when it has been 

identified that the vendor may not be capable of handling 

some responsibilities or  the sponsor may need additional 

Continued on page 15
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resources to work with the vendors.. This may result in a 

change to the financial agreement between the parties, if 

there’s a need to increase the vendor’s resource to continue 

to support the sponsor or the sponsor’s resource to sup-

port the vendor.

It doesn’t matter which side you’re on, if you fail to 

maintain the agreement you have with your partner, it 

negatively impacts you both.  We do not choose what our 

respective companies do for growth and unless you are an 

investor, there is likely not an option for you to object or to 

provide your opinion on the situation. Each organization 

that enters strategic partnership forms a unique relation-

ship and the results are not repeatable in other companies 

that forms strategic partnerhsip; therefore, there are no 

definite “should, could, would” guides one can dispense.  

However, here’s important advice:  be respectful of your 

partner.  Relationships work even during the  most tumul-

tuous times when there’s respect for one another.  When 

certain high level agreements are made that are very hard 

to maintain having mutual respect can really help make 

it work for you both.  You will both understand that in 

strategic partnerships, you each have control of certain 

components, and although sometimes it may seem like a 

battle, these are just challenges if you are both willing to 

work together.  Success in strategic partnerships depends 

on how your management “lives” this partnership – wheth-

er they make it work for both companies or make it work 

for their own.  

Certainly, the latter predicts uncertainty.   
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As December and 2010 wound down, 
I and the other employees at the small 
biotech firm where I worked knew that 
the first six months of the next year 
would be busy, challenging, exciting and 
would change our company forever.

We were so excited to reach our first 
milestones, to file our Initial Public 
Offering (IPO), to secure additional 

funding to expand our research programs and get approval for 
a new compound for a disease that had no cure.

But as with all data management, things didn’t go quite as we 
planned.

January 2011
We, the clinical operations group, worked closely with all of 
our investigators to make sure that the 12-month visits needed 
for the interim results were scheduled within the window 
established by the protocol and by our program development 
timeline.  

The timeline, initially reviewed and updated quarterly, then 
monthly, was now reviewed and updated weekly. Our team of 
25 people was overseeing the wrap up of two legacy studies, 
the close out of the extension phase of one study; the dose 
duration phase of a phase II study;  and two pivotal phase III 
trials. These studies spanned hundreds of sites, two continents, 
more than ten countries, and four different CROs.

Planning also began for the generation of first the top-line 
results and then the remainder. The statistical group (all three 
people) would generate all of the tables, listings and figures 
(TLFs). In order to do this they moved to their own conference 
room, specially configured to allow them to work with and pro-
tect the blinded data, keeping the results behind closed doors. 
As they had the best coffeemaker in the company, we knew 
they were in for long hours.

February 2011
The Final Data Review (FDR) was scheduled for two weeks in 
February. All of the output would be divided among regula-
tory, safety, medical and clinical departments for review. There 
would be a series of review teams, two people to a team, who 
would be responsible for reviewing the output and identifying 
concerns, issues or queries. 

The prep work included establishment of all of the user ac-
counts, completion of training, the reconfiguration of the com-
pany meeting room, schedules cleared and supplies ordered. 
Most importantly, we all had our “Rosie” picture – the poster 
from World War II of Rosie the Riveter with the caption “I can 
do it” with our faces photo shopped in, even for the guys!

So on Saturday and Sunday, in preparation for the beginning 
of FDR the following Monday morning, page after page after 

page spewed out, first from one printer, then from three to four 
depending on the hour and the size of the listing. We joked 
about the sizable donation that we’d need to make to the Arbor 
Day Foundation.  

Our company meeting room became the review room. Rows of 
folding tables replaced the chairs, creating three rows of work-
space. Along the outside wall and windowsill was the output, 
stack after stack after stack, along with the most critical items: 
the coffeemaker and the snack table. The snack table was almost 
as high as the stacks of output. Everyone met together that first 
Monday morning for discussion, planning and a communal deep 
breath before beginning to plow through the piles of paper.

While what seemed like half the company was reviewing the 
output,  I was fielding queries, finalizing coding, wrapping 
up Serious Adverse Events (SAE) reconciliation, handling site 
issues and updating study documentation – usual database 
closure tasks and keeping the other two studies afloat.  

I will admit that I did feel a sense of gratification as my col-
leagues understood: 

• how tedious listing review can be 

• how difficult writing a query can be and 

• the inability of site personnel to answer seemingly very sim-
ple questions.

Throughout these two weeks the stacks of listings dwindled 
and our sense of achievement soared. We celebrated the end of 
the review process with wine, cheese, ice cream, balloons and 
laughter.

As we wrapped up FDR, the query tug of war began with the 
need to assess each and every query identified to determine 
if it really needed to be asked and/or answered. What do we 
need to know now and what could wait for the next round of 
data cleaning after the interim lock? We had to close the query 
to close the eCRF, but what reason could we use? “Site unable 
to respond,” “Site unreachable?” Honestly, it would be the audi-
tors that would like those answers the best. We settled on “Site 
unable to provide answer to query in time for database lock.” 

After the final queries from the FDR process wound down, data 
management stepped in to do our final sweep through the edit 
checks, the coding, the Serious Adverse Events (SAE) reconcili-
ation and whatever else we could think of; anything to prevent 
an unlock.  

“Dialing for DCFs” started after the last of the queries had been 
posted. Clinical Research Associates (CRAs) and Clinical Trial 
Manager (CTM) manned the phones to ensure that the critical 
queries were answered and the database updated. The clock 
was both our best friend, working for us when dealing with 
the West Coast sites, and our worst enemy, working against us 
when dealing with the European sites. 

The Ups and Downs of CDM in A Small Biotech Company
By Colleen M. Cox, CCDM

Continued on page 17
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March 2011
The timeline was now updated hourly, with the database lock 
scheduled to occur on 03Mar2011.  It started at 3pm, then 
moved to 6pm, then to 9pm and finally to 2am. All of these 
times were still in line with generating the top-line results, calls 
to investors and all of the other next steps, and most impor-
tantly for the party, our long overdue celebration.

03 March 2011
The day passed quietly and quickly with the usual million 
things to be completed, the approval forms finalized, and sig-
natures to obtain. Actually, signatures were the easiest part as 
no one was more than 100 feet away.

The data management plan, all 442 pages and 20 attachments, 
was put to bed around 8:00 p.m.  We turned the lock process 
over to the technical folks. All that remained was to confirm 
the number of eCRFs to be locked to ensure that our data did 
not change during the TLF generation process. The lock would 
then be lifted after we completed our analysis and all of those 
shelved queries would push themselves to the priority list. 

At 9pm, the discrepancy in the number of eCRFs that we had 
identified differed from that the CRO had identified was down 
to 500. At 11:00 p.m., everyone except the technical folk was 
sent home or to the local hotel to crash. At 4:00 a.m., with the 
discrepancy at six screens, the team called it a night.  

04 March 2011
Only four hours later the team returned, eager, committed and 
very determined to resolve the discrepancy and lock the data-
base. The office, normally holding two people, now held six as 
the last discrepancies were resolved and the lock completed at 
11:00 a.m. We had glass office walls and while it had become 
easy to ignore the people strolling by, on that day it felt like 
the entire company walked by: the president, the chief medi-
cal officer, everyone. Most importantly the statistician, who 
confirmed that we were still on track with our timeline; results 
would be available when needed.

We passed the baton and the data to the stats group so that 
they could begin their long weekend of work, which would 
lead to more work as we prepared our NDA.

07 March 2011
Monday morning I went to work, planning my day and week, 
there was so much to do. It was quiet; I guessed that everyone 
was recovering. Our company meeting to share the results and 
the update was at 9:00 a.m. 

 “It was the dose that didn’t work.”  

There were tears instead of cheers. A lot of words were spoken 
that morning, some pushed out through teary voices, but all 
with the same meaning. The results were negative, completely 
negative, “bone dry.” The follow up phase of the existing phase 

III would be curtailed; enrollment and dosing in the second 
phase III was stopped.  Everything stopped. 

The company, now unable to raise more money, would need 
to make cuts, save resources. The headcount would need to be 
reduced. The impact was immediate. Contractors were noti-
fied that morning that the termination clause of their contract 
would be implemented. For the employees, it became a guess-
ing game. Which half would I be in? Did they need me?

As the shock wore off and reality set in, not much work was 
done. We kept up a brave face as we were not quite ready to 
release the news to the world yet; we needed to notify the 
FDA, the investigators and then the world.

We managed to get through Monday, most people leaving early, 
heading home to discuss next steps and the future. We were 
told that we could take Tuesday off as a breather to absorb the 
information, to do whatever. I updated my resume, contacted 
my financial planner and began talking with recruiters.

I was at home on Tuesday until called in to assist with data 
requests for our development partner.  The representatives 
from our partner (their European branch) had arrived over the 
weekend and were dredging the data, looking for this, looking 
for that, looking for anything. Selfishly, I was relieved that I 
was needed.

The next days passed in a blur as we waited to hear what 
would happen. Since all of the planning had been for positive 
results, we didn’t know what to do next. We were in limbo, 
that time between making the decision on what needs to be 
done and having the decisions implemented by the CROs, the 
regulatory agencies and the trial sites. Every moment cost us 
money, money that the company no longer afford. A million 
dollars a day sounds good, doesn’t it?  Until you realize that it 
is money disappearing from your company’s bank account.

True to our corporate culture of high expectations, achieve-
ment and doing what needed to be done, the employees 
switched priorities. We updated our LinkedIn profiles; we 
updated our resumes and renewed old contacts. Job openings 
and positions were shared, even those in the other depart-
ments. “Did you hear about the position at this company?” We 
looked forward to a very different year from one that we had 
anticipated.  

Human Resources needed time to research severance packages 
for companies in similar situations as ours. After creating the 
packages, negotiations with the Board began on what should 
be included.

We had a St. Patrick’s Day potluck lunch, a last get-together 
with food, laughs, and more pictures than usual. You know 
those pictures: the funny angles, bad lighting; standing next to 
whoever is around. The ones that normally make you cringe; 
we took a lot of them.

Continued on page 18
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18 March 2011
Our three contractors had finished and my group was down to 
22 people. 

19 March – 28 March 2011
Days became shorter, tasks took longer as the urgency de-
creased and morale dropped.

29 March 2011
Meeting requests with HR and management were sent to those 
being laid off for the next day.  For those of us staying (includ-
ing myself), we were asked to stay home; there was mention of 
working, but it was half-hearted. It was that day that I truly un-
derstood being a clock watcher, every half hour, someone was 
losing their job; 9:30 was Veronica, 10:00 was Laura and so on.

30 March 2011
57 people, more than half of our company, were laid off.  We 
had lost more people than remained.   

31 March 2011
A few folks returned to finish cleaning their desks, to wrap up 
tasks and say good-bye. It was a long, sad day.

01 April 2011
I was now part of a group of seven. Seven people to coordinate 
the close out of the dose duration phase of a phase II study and 
extensive revisions to the pivotal phase III trials.  

We waited to hear if our development partner would step in and 
fund the remaining portion of the development program. They 
were interested in working on the compound for other indica-
tions, but they needed time to make and finalize their decision. 
They would know after a meeting in June. We waited to hear 
what our Board of Directors would decide: would the company 
continue with a reduced focus or would our company close?

04 April 2011
The Board of Directors met, but there was no final decision. 

05 April 2011
The Board of Directors decided our company would close. 
From a business perspective, I understood the decision. From a 
personal perspective, it sucked.

The next round of layoffs, including mine, would occur on the 
14th of April. I hope you are not one of those people who had 
to fill their time until a layoff, if you are, you know how hard it 
is to make the effort, to be on time, to close the loop on things. 
Why bother? It won’t matter in four days; it won’t matter in 
three days. Did it ever really matter?

11 April 2011
Walking down the hall, I saw our president coming toward me. 
He stopped and thanked me for all of my hard work and dedi-
cation. I thanked him as my eyes filled with tears.

13 April 2011
We had our good-bye wine and cheese, everyone contribut-
ing and having a relaxing afternoon.  We shared stories of 
“Remember when…,” “Have you heard that Jamie found a posi-
tion?” or “Company A is hiring, have you looked there?”

14 April 2011
I woke up on the morning of the 14th and had no idea what to 
wear to be laid off. I dressed comfortably. I already knew all 
of the details; they had been shared in advance.  It was over 
quickly. The good-byes were awful. I had not lost my job, it 
was taken from me. 

18 April 2011
There were two people left. Two people to coordinate the close 
out of the dose duration phase of a phase II study and exten-
sive revisions to the pivotal phase III trials. 

30 June 2011
The last of our group, the remaining two people, were laid off.

The remainder of 2011
There were a handful of people left to wind down the com-
pany: someone from HR, someone from Finance, our legal 
counsel and the president.

My new position was around the corner from the old one. I 
could see the sign on the building; I could see lights in the 
windows. Irrationally, I would think, can we go back? Now, the 
windows are dark and the sign is gone.

What do I want to remember? I want to remember the pleasure 
of working with experienced colleagues, team members who 
listened and respected each other’s opinions and who were 
committed to seeing our studies, our development programs 
and our company succeed.

I’m confident that my former colleagues are now following the 
same approach in their new positions. These days, there are 
studies, development programs and companies scattered across 
drug development, therapeutic areas and the country that 
are thriving. It’s comforting to hear of the successes after the 
failure.

What do I treasure the most from my time? I treasure the hard 
work, I value the teamwork, and I miss the team.   

Colleen Cox has gained extensive knowledge and expertise as 
lead data manager for all trials within a development program, 
varying from phase I to III including assurance of both data 
management quality and consistency to facilitate the generation of 
data for agency submission. Including supervising organizations 
that provided data and/or data management services as well 
as assisting in the oversight of vendors for other departments on 
projects.
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For many, writing feels more like a chore 
and less like an opportunity. Yet for 

those who learn to write well, it is a way to convey critical 
information in a concise and informative manner. As a 
laboratory professional you have had the education, the 
experience, and the skills needed to potentially share your 
personal “Body of Knowledge” with your fellow laboratori-
ans. Whether a first-time author or a seasoned one, learn-
ing or refreshing your writing-skills will not only improve 
your ability to communicate in your daily work-life, but 
also enhance your professional and academic status. 

“Those who write clearly have readers; those who write 
obscurely have commentators.” — Albert Camus

By embracing the new opportunities one can experi-
ence through writing, a person can expect to diminish 
their fear of public communication, both in writing and 
speech, while enhancing their ability to express ideas and 
experiences that inform and assist others in the field. A 
published document also immortalizes their place in the 
author’s chosen field.

Understanding some key rules about grammar and style 
can greatly assist in presenting oneself as an intelligent 
and knowledgeable individual.

Introduction
With today’s technology, one might question why write 
the “old-fashion” way when you can communicate by the 
modern methods of cell phone, texting, SkypeTM, instant 
messaging, or YoutubeTM. Fifty years ago, long-distance 
communication was only achieved through the written 
word, a skill that some feel is on the decline. Today’s com-
munication technology has created a whole new language 
that consists of abbreviations and truncated sentences with 
no punctuation. This evolving language is causing much 
discontent among traditional scholars.

Well-written documents enable an author to convey com-
plex ideas that can be read many times over and archived 
for future learners as opposed to an oral presentation 
that is heard (and only partially retained) only once. For 
some, it is easier to write for an audience rather than 
speak before them. Others may be visual learners who 
require reading and rereading a text before they fully 
grasp the topic.

As managers and supervisors, we are often required to 
produce written documents that may be read by one per-
son or, in this age of advanced communications, the whole 
world. Any written document can easily be reproduced 
and distributed many times over. A poorly written docu-
ment can be subject to massive criticism and reflects on 
the author’s credibility and good standing in their profes-
sional community. A document written in a haphazard or 
careless manner is prone to spelling errors, poor grammar, 
and inappropriate syntax causing the reader to reluctantly 
accept the credibility of the material presented. 

The same skill set used when writing these kinds of 
documents applies to authoring a manuscript for publica-
tion. Making the effort to write well greatly enhances the 
chance to achieve desired outcomes by ensuring clear and 
concise communication. To achieve this, there are funda-
mental writing basics that are required that will allow the 
author to be fluent with a functional vocabulary and to be 
capable of constructing proper and logical sentences.

Poorly written documents of any kind reflect directly on 
you, the writer. In many cases, it may serve as the first 
and often a lasting impression of your education, your 
skills, and your knowledgebase. While you may possess a 
lifetime of rich experiences, the inability to clearly commu-
nicate this information does little to extend that knowl-
edgebase to others. The foremost goal for any author is to 
engage the reader in such a manner that they will want to 
read the document in a careful and complete manner and 
ultimately absorb what they have read.

The intent of this article is not to teach basic English but to 
be mindful of all those rules once learned in grade school 
and beyond. It also is intended to encourage you to share 
your experiences with others through professional writing. 
By doing so, you establish your place by actively demon-
strating your abilities as presented in the article you are 
about to write.

Getting Started
Once committed to the idea of publishing an article, the 
first step, and probably the most difficult, is to motivate 
yourself to start the process. Ask yourself these questions:

• What do I know?

• What experiences or skills can I share with others?

• Do I have a teachable moment?

• What opportunities have I had that might be useful for 
others to know about?

• Is there a current or controversial hot topic I can write 
about?

• What is my time commitment?

Want to Be Famous... Publish !
 By Anthony S. Kurec, MS, H(ASCP) DLM
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Other sources that can assist in stimulating ideas for a 
topic include Clinical Laboratory Management Association’s 
(CLMA) Body of Knowledge (BOK; see Table 1), review of 
other journal articles, workshops from professional confer-
ences, hot topics in the news, and personal experiences 
within your own laboratory. Ask yourself, what are people 
talking about at the water cooler?

Once a topic has been selected, think conceptually of 
what story you want to tell and to whom you want to tell 
that story. Correctly identifying the audience allows you 
to set the tone and the complexity of the article. Writing 
for a management journal is not the same as writing for a 
technical one. Writing for non-laboratorians, the general 
public, hospital administrators, or high school seniors will 
require different approaches and levels of detail to ensure 
their understanding and to maintain their interest.

The Literature Review
Once a topic has been selected, a 
literature review is required to see 
what has already been written about 
it. While use of the Internet is a great 
start, one has to be cautious about the 
source(s) and credibility of the infor-
mation recovered from such searches. 
Peer-reviewed journals, ejournals, 
publications from professional organi-
zations, and government-sponsored 
websites (i.e., National Institutes of 
Health, Centers for Disease Control and 
Prevention, etc.) are generally the most 
reliable. Non-technical publications, 
such as Newsweek, TIME Magazine, 
Harvard Business Review, etc., can also 
be useful. Other selected resources are 
included in Table 2.

In scrutinizing titles and abstracts, 
it is easy to be overwhelmed by the 
number of articles that your search has 

generated. Reconsideration of the topic may be necessary 
when answering the following questions:

• Has the topic has been overly exposed? Has the topic 
has been beaten to death?

• Are the most recent articles 10 or more years old – no 
longer interesting or pertinent?

• Is too little or too much data available? Are you able to 
reasonably find and consolidate the information?

• Should the article be published in several parts?

• How much do you personally know about the topic and 
do you need a co-author to assist?

• Do you have a reasonable comfort level in writing about 
this topic?

Key to a literature search is to stay organized. When 
reviewing 30, 40, or 50 plus papers, capturing the essence 
of the paper reviewed is necessary. Once a finite number 
of articles have been selected, each will have to be read in 
detail. Using 3 x 5 index cards, a computer spreadsheet, or 
writing on hard copy of the article(s) can assist in captur-
ing the main points-of-interest and will serve as a quick 
reference when ready to write. Trying to remember a spe-
cific event(s) from the review process of the 50 plus papers 
can be challenging and a waste of time if it forces you to 
reread the articles to find that single point.

Table 1: Domains from CLMA’s BOK

1. Financial Management

2. Human Resources

3. Strategic Planning & Marketing

4. Information Management & Technology

5. Compliance & Risk Management

6. Governance & Organizational Dynamics

7. Business & Clinical Operations

8. Personal/Professional Development

9. Clinical Decision Support 

10. Quality Management & Safety

Table 2: Selected Resources

CLMR (www.clma.org)

Advance 
(www.laboratorian.advanceweb.com)

Lab Medicine (www.ascp.org)

MLO (www.mlo-online.com)

Clinical Laboratory Science Journal 
(www.ascls.org)

Clinical Chemistry (www.aacc.org)

Lab Tests Online 
(www.labtestsonline.org)

CAP Today (www.cap.org)

Workforce Management 
(www.workforce.com)

Health Management Technology 

(www.healthmgttech.com)

MGMA (www.mgma.org)

Modern Medicine 
(www.modernmedicine.com)

Government agencies
• www.bls.gov
• www.cancer.gov
• www.cdc.gov/datastatistics
• www.gpoaccess.gov
• www.ncbi.nlm.nih.gov

Grammar guide 
(http://grammar.ccc.commnet.edu/
grammar/index.htm)

Other resources
• Professional conferences
• TIME Magazine  

 (www.timemagazine.com)
• Newsweek (www.newsweek.com)
• Harvard Business Review 
 (http://hbr.org)
• National Public radio (www.npr.org)
• MSN Health or Tech/Science  

 (www.msnbc.msn.com)

Continued on page 21
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Manuscript Format
Creating an outline will help focus and guide the depth 
and breadth of the article to be composed. It can keep one 
on task in developing the article’s complexity, length, read-
ability, and help establish the time commitment needed 
to complete the article. Once the outline is constructed, 
organize your 50 plus references and any other data ac-
cordingly to assist in a smooth transition when writing for 
each section below.

The text format accepted for most technical journals is as 
follows:

• TITLE: Keep it simple but informative. Reflect on the lit-
erature review you have just completed. Your first impres-
sion of whether the review article was pertinent to your 
topic was to read the title. When sifting through hundreds 
of published titles, a concise and informative one is impor-
tant. Long titles or overly simplified ones can easily be lost 
in the literature review process. Often it is easier to create 
a title after the manuscript has been written, thus giving 
the author the opportunity to capture the essence of the 
article with a relevant title.

• ABSTRACT: State the main idea(s) and conclusion(s). 
This should not be more than several paragraphs. As with 
the title, the abstract is the second sought out source for 
information in the literature review process. Abstracts are 
often available online for free. If the title does not pique 
the readers’ interest, the abstract may serve as the only 
other opportunity to convey the main message of the arti-
cle. Those searching for the topic may pass on your article 
if the abstract is not adequately informative.

• INTRODUCTION: Clearly state why you are writing this 
manuscript. Share some of the ideas presented in articles 
pulled from the literature review that might be used in 
support of the data presented. As a rule of thumb, intro-
ductions should be less than two pages.

• METHODS AND MATERIALS: The main intent here 
is to provide the reader with enough information to be 
able to reproduce what you have done. For most scientific 
articles, identifying reagent usage, equipment, statistical 
tools, and data collection techniques are the key compo-
nents of this section. Avoid using trade names unless it is 
critical to the topic, i.e., KleenexTM vs. tissue; ScotchTM tape 
vs. cellophane tape; PipetmanTM vs. micropipet, etc. Keep 
this concise and not as detailed as your laboratory manual, 
but informative enough to guide someone through the 
techniques used.

• RESULTS: Present the key findings of your work, but do 
not include raw data unless it is critical to understanding 
the article. Use of tables, graphs, or other figures should 
provide a summary that is easy to read and clear to the 

reader. Consider using tables or charts to present infor-
mation that would otherwise appear as a laundry list in 
the text. Using appropriate illustrations offers a break in 
reading line after line and can direct the reader to view 
key points presented in a more simplified format that 
otherwise may be missed. When including charts, graphs, 
tables, or figures, properly label legends to ensure they 
are clear to the reader. However, inclusion of too many 
illustrations can be overwhelming or confusing. Tables that 
show statistical analyses of the data add credence to the 
paper. Avoid sweeping generalizations without any proof 
to support the statement.

• DISCUSSION: Here is where the relevance of all your 
work is summarized. Blending your conclusions with data 
obtained from the literature review creates the finale to 
your “story.” It is here where you answer the question(s) 
posed in the introduction. The discussion is your oppor-
tunity to pull all the pieces together in a logical coherent 
format. If your conclusions differ from others, a courteous 
discourse of explaining the differences is appropriate, but 
outright dismissal of another’s work in a harsh or unpro-
fessional manner is not. Remember, the most useful papers 
conclude with information that educates the reader (i.e. 
what information can I take-away from this article and use 
in my job or life?).

• REFERENCES: Review and use the format provided 
by the journal to structure reference citations. Not fol-
lowing their directions will cause the manuscript to be 
returned to you, thus creating unnecessary work in the 
post-editorial process. Always use references to identify 
the source of information you have not personally gener-
ated, thus avoiding any potential for plagiarism. Borrowing 
without permission will lead to a loss of your professional 
credibility and discredit your work. If you are to borrow 
a table, figure, or other illustration in toto, you must seek 
permission from the author or publisher. Do not resubmit 
manuscripts that have already been published elsewhere. 
The manuscript becomes the property of the journal and 
to reproduce it or any parts of it without permission could 
violate copyright laws.

‘Grammar-ology’
Improper use of grammar, spelling, or syntax is quickly 
registered by a reader. No. 1 rule: Do not make up words...
like “grammar-ology.” Reflect on resumés you have re-
ceived from potential employees that were poorly written 
with misspelled words, run-on sentences, or other gram-
matical errors. The first and often lasting impression is 
usually a negative one. A manuscript reviewer may not get 

Continued on page 22
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past the abstract if it is poorly written and may reject your 
submission without reading the rest of the article.

Be especially aware of how you use adverbs, adjectives, 
and conjunctions. Use them judiciously and in the proper 
place. If uncertain, consult one of the many handbooks on 
grammar (see references). For example, overuse or improp-
er placement of adverbs can clutter a sentence and add lit-
tle in content but add much in confusion. Replace passive 
adverbs with active and stronger verbs whenever possible, 
thus adding character to a sentence. By replacing the 
sentence, “He quickly went to the Emergency Department” 
with “He rushed to the Emergency Department,” it adds 
a more visual emphasis to the action of the sentence. 
Improper placement of words can change the meaning 
of a sentence: “It was reported that Tim had won the 
Megamillion Lottery at the staff meeting.” Though a great 
incentive to get staff to attend a meeting, it is highly un-
likely that the author meant that Tim actually won money 
by attending the staff meeting.

Redundancies
The old saying “less is more” can often make or break a 
good manuscript. Too many words can cause a sentence to 
appear weak. Wordy or redundant sentences can throw a 
reader off and add little to the content other than serve as 
filler. Simple examples:

• “He fell down.” Since it is unlikely he fell “up,” why not 
just say “He fell.”

• “Let’s plan ahead…” as opposed to “Let’s plan…,” since 
one rarely “plans behind.”

• “Thank you in advance” when a simple “Thank you” 
will do.

• “At the present time…” instead of “Now.”

• “It has been reported that too many people are calling in 
sick” is more effective if stated as “Too many people are 
calling in sick.”

Examples of some other extraneous words are:

• Brief period of time – brief period;

• Surplus leftovers – surplus;

• During the year of 2010 – during 2010;

• Unresolved problem – the problem;

• Advanced warning – warning; and

• Resulting effect – effect.

Repeating a dominant word (such as a noun or verb) in 
the same sentence might have a greater impact and be 
less confusing if another word can be substituted. These 
sentences can be simplified and made less confusing with 
some minor modification. For example:

• “Communication among the stakeholders is important so 
stakeholders can share information with the stakehold-
ers’ staff” might be better stated as, “Communication 
among the stakeholders is important so information can 
be shared with their staff.”

• “This substance is capable of changing the chemical 
makeup of substances as it passes through substances, 
including the cells.” 

While this sentence might have made sense in the writer’s 
head, rewording it as follows might be better:

• “As this substance passes through, it is capable of chang-
ing the chemical makeup of materials, including cells.”

Reading a sentence or paragraph out loud can sometimes 
help identify redundancies or other torturous phrase.

Misused Words and Phrases
Avoid using personal pronouns unless it adds to the impact 
of the text. Instead of stating “I collected the data from 15 
sites,” it can be stated as “The author collected data from 
15 sites.” In similar fashion, using “he” or “she” may be 
construed by some as sexist and should be changed to a 
gender-neutral form.

Avoid using a colloquial phrases, clichés, or local jargon 
which tends to diminish the polished style of a profes-
sional piece. Yet, for some articles it may be appropriate 
to be less formal. The key is to write so your reader will 
understand.

Use of unfamiliar or fancy words may appear to be a sign 
of superior intelligence, but if the reader has to seek out a 
dictionary, then confusion, misinterpretation, or frustration 
will be the reader’s experience.

“This molecular method is a byzantine procedure and 
should be modified.” Or, “This molecular method is highly 
complicated and should be modified.”

Conversely, use of oversimplified words may be a detrac-
tion thus compromising the author’s expertise on the topic. 
A balance between scholarly and less formal language is 
the goal. Certain words have a tendency to creep into writ-
ings and are to be avoided. One common word often mis-
used in technical works is “data.” Data is the plural form 
of the word datum, thus one would state, data are… and 
NOT data is. Several other words commonly and carelessly 
used are irregardless instead of regardless, mute instead of 
moot, and insure when ensure is the correct form. Using 
firstly, secondly, and thirdly is clumsy and should read as 
first, second, and third.

Freely using the word “significant” often reflects a sweep-
ing generalization of a statement. It is most often used as 

Continued on page 23
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a statistical term which requires mathematical backup to 
support that statement. Stating “there is a significant staff-
ing shortage in the lab industry” may be true, but what 
proof is there to support this? As it stands, using the term 
significant becomes relative. In this context, what may be 
considered significant to one person may not be significant 
to another. Is the real number statistically significant or 
just a perceived trend? Adding a statistic sets a value that 
makes the statement less controversial.

Paragraph size is another common problem and may be a 
source of difficulty for a reader. Each page should in-
clude at least two paragraphs or preferably more. A single 
paragraph that covers a full page will cause the reader to 
become distracted and will lose interest in finishing the 
article. Reading long paragraphs makes the reader work 

harder and can cause them to miss key points. Conversely, 
avoid using one sentence paragraphs. Other common con-
cerns are listed in Tables 3 and 4.

Revision and Rejection
As a test, go to your file cabinet and find a memorandum 
or other document you wrote from a few years ago. Reread 
it. How many mistakes can you find? What changes would 
you make if you had to resubmit it? It may surprise you 
how different you would write it today. The same is true 
for a manuscript. Receiving a request for revisions is part 
of the process. 

Common Problem Rule Examples

GOOD vs. WELL We are good. We do things well. He is a good swimmer. He swims well.

I vs. ME Not smarter than me. She is smarter than I.

COMMAS In lists, place a comma before the 
conjunction.

The lab coat was stained red, blue, and 
yellow.

HYPHENS When combining two or more words 
into a single unit.

Not need hyphen for adverbs ending 
in ly.

Not need a hyphen for certain prefixes.

Fast-growing colony. Twenty-three mLs 
of blood.

Fully balanced centrifuge.

anti, co, de, hyper, micro, pre, pseudo, 
semi, trans.

PARENTHESES Place period outside or parentheses.

Do not put a comma before 
parentheses.

The house was sold by the realtor 
(Jones’ Reality).

The realtor (Jones Reality) sold the 
house.

QUOTATIONS Place period inside quotations. The house was a “fixer-upper.”

CONJUNCTIONS Generally do not start a sentence 
except when emphasizing a statement.

“I told her not to do it. And still she 
persisted.”

ACCEPT – to receive EXCEPT – to exclude

FORMALLY – correctness FORMERLY – previous

AFFECT – to change EFFECT – a result

AMONG –> two people BETWEEN – on 2 people

ASSURE – to speak confidently INSURE – insurance policy ENSURE – make certain

CAN – you’re able to do MAY – ask permission

COUNCIL – group of people COUNSEL – to advise

FEWER – fixed number LESS – quantity, infinite number

IMPLY – hint at INFER – to deduce based on data

ITS – possessive of it IT’S – contraction of it is

LOOSE – to be free LOSE – something lost

THAT – restrictive clause (no comma) WHICH – non-restrictive clause

WHO’S – contraction of who is WHOSE – possessive form of who

Table 3: Commonly Confused Words that have Different Meanings

Table 4: Other Common Problem Word Situations

Continued on page 24
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Almost all manuscripts will require some revision. 
Revisions may be due to a particular style common to the 
journal or the reviewer. More often, revisions are due to 
minor grammar or spelling errors. The good news is that 
you now have a second chance to improve your manuscript 
and get it published. With the feedback you received, you 
have the opportunity to fix errors, add new ideas, and ad-
just sentence or paragraph structure to make it a stronger, 
more polished article.

Almost all who have published have had at least one 
rejection. There is a very long list of great authors, such 
as Stephen King, Margaret Mitchell, George Orwell, and 
J.K. Rowling, who have faced rejection yet have gone on to 
leave a mark in literary history. Do not be discouraged!

A manuscript may be rejected by an editor for a variety of 
reasons. It may not be a good fit for that particular jour-
nal or maybe there were concerns about the content. Or 
maybe it just wasn’t well written. One needs to develop the 
ability to withstand criticism when authoring. Regardless, 
use the comments provided to your advantage and incor-
porate them into your next submission. Maintain a positive 
attitude and embrace this as performance improvement 
opportunity for your work.

Discussion
Once you have committed to publishing a manuscript, 
make every effort to avoid silly mistakes and minimize 
extensive revisions by reviewing your work before submis-
sion with these the following in mind:

• Keep it organized;

• Stay on topic;

• Stay positive;

• Do your homework;

• Ask for help if needed;

• Engage your reader;

• Put manuscript aside for a week before you review – a 
fresh view can make a big difference;

• Have a colleague review it for accuracy;

• Have a non-technical friend or spouse review it for 
clarity;

• Use spell-check and grammar-check with caution – they 
too can be wrong;

• Use the proper reference citation format as directed by 
the journal; and

• Check references for accuracy, especially website links 
that are broken or have changed.

Reading an article should not be an onerous task, but 
an experience that is instructive or entertaining. It is the 
writer’s responsibility to work toward that goal by writing 
clearly and to maintain a certain level of interest. Time and 

effort are required to write a good article. The process may 
cause writer’s fatigue, especially towards the end. When 
ready to submit a manuscript, oftentimes a writer will 
undertake a final review. However, at that point the writer 
may be too close to the material causing them to overlook 
otherwise obvious mistakes. Asking for help for a final 
review is always a good idea.

Writing is a life-long learning process. While we all master 
the basics of sentence structure, grammar, and spelling at 
a very early age, how well we employ these skills correctly 
takes practice. Grammar is infiltrated with numerous rules 
based on how the language is to be used. It is dynamic 
and has changed through time. We clearly do not speak or 
write as we did several hundred years ago and the rules 
will most likely continue to be modified in the future.

The written word has lasted for thousands of years, the im-
pact of which will never really go away in spite of modern 
technology. The feeling of accomplishment in seeing your 
name on a published article generates a sense of profession-
al pride and is a reward in itself. The opportunity to teach 
others through writing is rewarding and laudable, but to be 
recognized by your peers as a writer is also an achievement 
not to be minimized. Writing well allows your reader to 
learn from you and will serve as your legacy to your profes-
sion and your lasting recognition as a good writer.   

Popular Author References
1. Choi K: How to publish in top journals. March 2002. http://www.roie.

org/how.htm (last accessed 10/5/10)

2. Department of Biology – George Mason University. A guide to writing 
in the biological sciences. The scientific paper. http://classweb.gmu.edu/ 
biologyresources/writingguide/ScientificPaper.htm

3. Shertzer M: The Elements of Grammar by Strunk & White. Macmillan: 
New York.1986.

4. Strunk W, White EB: The elements of style. Macmillan Publishing:New York

5. AMA: Manual of style: A guide for authors & editors, 10th ed. Oxford 
University Press: New York. 2007.

6. Dumaine D: Write to the top: Writing for corporate success. Random 
House:New York. 2004.

7. Quotations: http://www.quotegarden.com/writing.html

8. Andersen R, Hinis H: The write stuff: A style writing manual for 
effective business writing. National press Publications, 1990.

9. Johnson ED: The Handbook of Good English. Facts on File Publications: 
New York, 1982.

10. Andersen R, Hinis H: The write stuff: A style manual for effective business 
writing. National Press Publications: Shawnee Mission, pg 39, 1990.

Anthony S. Kurec, MS, H(ASCP)DLM, is a past president 
of CLMA and is currently the editor-in-chief of CLMA’s 
publications. He is employed at SUNY Upstate Medical 
University in Syracuse, NY as a Practice Plan Administrator 
in Pathology and holds an appointment as a clinical Associate 
Professor.

http://www.roie.org/how.htm
http://classweb.gmu.edu/ biologyresources/writingguide/ScientificPaper.htm
http://www.quotegarden.com/writing.html


Return to CoverDATA BASICS  •  SUMMER 201225

Submission Requirements
Editorial Board
(also known as Publications Taskforce)

Chandra Wooten, CCDM
Taskforce Co-Leader

Gilead Sciences, Inc.
206.832.2016
chandra.wooten@gilead.com

Margarita Strand, CCDM
Taskforce Co-leader

Novartis Pharmaceuticals Corporation
862.778.2923
margarita.strand@novartis.com

Rehana Blunt
Amgen
805.447.5729
rehanab@amgen.com

Kit Howard, CCDM
Kestrel Consultants, Inc.
734.576.3031
kit@kestrelconsultants.com

Lynda L. Hunter, CCDM
PRA International
913.410.2065
hunterlynda@praintl.com

Frank McDonald
Gilead Sciences, Inc.
frank.mcdonald@gilead.com
650.522.2458

Michelle Meany, CCDM
Novartis Oncology
862.778.6263
michelle.nusser-meany@novartis.com

Derek C. Perrin, CCDM
Astellas Pharma Global Development
224.205.8290
derek.perrin@us.astellas.com

Janet Welsh, CCDM
Boehringer-Ingelheim
+49 7351 54-97905
janet.welsh@boehringer-ingelheim.com

Nadia Matchum, CCDM
SJM
nadia@netgriffe.com

Sanet Olivier, CCDM
Quintiles
+27 51 401 4935
sanet.olivier@quintiles.com

Rey Wong, MS. CCDM
Eisai Inc, Oncology PCU, Data management
201.949.4730
rey_wong@eisai.com

Publication Policy
We welcome submission of materials for publication in Data Basics. Materials should 
preferably be submitted in electronic form (MS Word). Acceptance of materials for 
publication will be at the sole discretion of the Editorial Board. The decision will be based 
primarily upon professional merit and suitability. Publication may be edited at the discretion 
of the Editorial Board.

Neither SCDM nor the Data Basics Editorial Board endorses any commercial vendors or systems 
mentioned or discussed in any materials published in Data Basics.

Advertising Policy
AD RATES**  x1  x2  x3  x4
FULL Page $1,064 each $1,008 each ($2,016) $960 each ($2,880) $906 each ($3,624)

HALF Page $740 each $700 each ($1,400) $670 each ($2,010) $630 each ($2,520)

QTR Page $450 each $425 each ($850) $402 each ($1,206) $378 each ($1,512)

**Ads are net, non-commissionable.

Advertisers purchasing multiple ad packages will have the option of placing those ads anytime 
within the 12-month period following receipt of payment by SCDM.

Quarter Page = (3 5/8 inches x 4 7/8 inches)  Half Page-Vertical = (3 5/8 inches x 10 inches)
Half Page-Horizontal = (7 1/2 inches x 4 7/8 inches)  Full Page = (7 1/2 inches x 10 inches)

MECHANICAL REQUIREMENTS: Do not send logo/photos/images from word 
processing software, presentation software or websites. Files should be saved in the native 
application/file format in which they were created at a resolution of 300 dpi or higher. 
Acceptable file formats include AI, EPS and high resolution PSD, JPEG, TIF and PDF.

PAYMENT: Payment must be received with advertisement. Space reservations cannot be 
made by telephone. There is NO agency discount. All ads must be paid in full.

CANCELLATIONS: Cancellations or changes in advertising requests by the advertiser or 
its agency five days or later after the submission deadline will not be accepted.

GENERAL INFORMATION: All ads must be pre-paid. Publisher is not liable for 
advertisement printed from faulty ad materials. Advertiser agrees to hold SCDM harmless from 
any and all claims or suits arising out of publication on any advertising. SCDM assumes no 
liability, including but not limited to compensatory or consequential damages, for any errors or 
omissions in connection with any ad. SCDM does not guarantee placement in specific locations 
or in a given issue. SCDM reserves the right to refuse or pull ads for space or content.

Please submit all forms, artwork, and payments to:

Americas:
Society for Clinical Data Management, Inc
1444 Street, NW, Suite 700
Washington, DC 20005, USA

Direct Telephone: +1-202.712.9027
Fax: +1202-216.9646
E-mail: jelfand@scdm.org

All other regions:
Marketing & Communications Team
Society for Clinical Data Management, Inc
300 Avenue de Tervuren
B-1150 Brussels, Belgium

Direct Telephone: +32.2.740.22.37
Fax: +32-2-743-15-50
E-mail: info@scdm.org




