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ABSTRACT 

Kurschner, Jill E., Project Management in View of Increasing Sponsor Demands. 

Masters of Clinical Research Management (Biomedical Sciences), April, 2006, 190 pp., 

24 tables, bibliography, 27 titles. 

In an ever increasing environment of Sponsor demands, it is imperative that 

Contract Research Organizations (CROs) like Company A, provide a niche in which they 

deliver a clinical trial-related service which is faster, less expensive, and more ingenious 

than their competitors while still in compliance with federal regulations. Successful 

project management practices, specifically trial progress tracking tools, are the avenue by 

which this goal can be achieved. 

As part of the internship practicum project, two company-wide questionnaires 

were disseminated to 34 applicable clinical operations employees at Company A. 

Questionnaire #1 was developed to assess employees' global views of clinical trial 

progress tracking. Questionnaire #2 was designed based on the results received from 

Questionnaire #1. This questionnaire surveyed employees' ideas and opinions regarding 

standardization of 5 specific trial progress tracking tools at Company A. Information 

gathered from the questionnaires will potentially assist Company A with the 

implementation of additional standardized trial progress tracking tools. 
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CHAPTER I 

INTRODUCTION 

In order to understand the smaller picture of project management and trial 

progress tracking at the Clinical Research Organization (CRO) level, it is imperative to 

understand the industry "trend" permeating the CRO environment. The governing body 

enforcing ethical and scientific quality standards for designing, conducting, recording and 

reporting research studies that involve the participation of human subjects is the United 

States Food and Drug Administration (FDA). These standards are referred to as Good 

Clinical Practices (GCP), and originated in the 1940s when abuses were documented in 

clinical research {Trapani, 2005). In the last 20 years, the FDA has taken an "increasingly 

skeptical and adversarial stance regarding clinical trials" (Hindin, 2004). In this 

atmosphere, CROs and sponsors alike "are being tasked with strict vigilance of all stages 

of the clinical trial process to ensure that the laws, regulations, and industry standards 

designed for the protection of human subjects and data integrity are maintained"(Beach, 

2001 ). As a result, CROs implementing trials on behalf of pharmaceutical or device 

companies (sponsors) can expect comprehensive audits by these sponsor companies, 

FDA, and/or other regulatory agencies. 

A study entitled, "A study of warning letters issued to clinical investigators by the 

United States Food and Drug Administration," reviewed FDA warning letters issued to 
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drug and device researchers between the period of February 2002 through February 2004. 

The findings of this paper concluded the following: a total of thirty-six FDA warning 

letters, addressing 58 protocol violations, were issued to researchers during the 25-month 

long study. "The most common regulatory violations were deviations from the research 

plan, a flawed or nonexistent consent process, and failure to report or late reporting of 

adverse events." In addition, the credibility of the FDA, as a regulatory agency, has 

recently come under fire with Merck's withdrawal ofVioxx in 2004. Circumstances such 

as these have led to the claim that the FDA "has tilted too far in favor of industry in 

response to an expanded legislative mission" (FDA credibility crisis: 1990 generic drug 

scandal may be blueprint for 2005, 2004). Unfortunately, the prevailing public view of 

the FDA, as a result of this publicity, may be deteriorating. This "regulatory" 

environment has become a challenge to sponsors participating in clinical research. Over 

the last decade, Sponsors have been turning to CROs as a cost-effective alternative for 

the implementation of clinical trials in order to concentrate their resources on research 

and development and marketing. However, more often CROs are sought out for their 

specialized proficiency in specific therapeutic areas along with their expertise in 

regulatory affairs (Wikipedia, July 29, 2005). 

In light of regulatory challenges presenting themselves to CROs, successful 

project management will provide the framework for how CROs accomplish the task of 

creating an environment synergistic with regulatory compliance while assuring client 

satisfaction. 
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CHAPTER II 

CLINICAL TRIALS 

PROJECT MANAGEMENT IN VIEW OF INCREASING SPONSOR DEMANDS 

A. Background 

1. Clinical Research 

The underlying principles and practices of successful clinical trial implementation 

is the utmost protection and welfare of subjects participating in clinical research. The 

development of federal guidelines and regulations for the protection ofhuman subjects 

has been the result of pivotal historical events which have changed the course of how 

research is conducted, and therefore managed. 

In 1901, a serious diphtheria epidemic swept through St. Louis, Missouri. The 

medicinal product used to combat the disease was the diphtheria antitoxin. Medical 

workers and the public expressed their concern regarding "the poor supervision of 

antitoxin production and the lack of inspection and testing of the final product. Even 

though many believed that federal oversight was necessary, no action was taken until a 

tragedy occurred" (U.S Food and Drug Administration, 2002, July; University of 

Kentucky, Louisville, Hyperessay, n.d.). In late October of 1901, a young girl died by 
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tetanus-contaminated antitoxin prepared by the city's Health Department. All 

distribution of the antitoxin was halted immediately. More than 13 children died as a 

result of receiving this antitoxin. As a result of this tragedy, The Biologics Control Act 

of 1902 was passed. This act required biologics to be manufactured in a manner that 

assured their safety, purity, and potency. 

By the 1900s, most American states poorly enforced the enacted food laws they 

had put in place. Dr. Harvey W. Wiley was a pioneer who led the efforts to enact federal 

laws governing the purity of food and drugs. Initially his efforts were met with hostility 

and frustration; however, the tide turned in favor of Dr. Wiley's position after a series of 

"sensational" articles by mudslinging journalists. These articles exposed the concern for 

the quality of food supplied to our US troops in the Spanish-American War of 1898, the 

greed and corruption of the Beef Trust, and the pernicious compounds of alcohol and 

drugs used for patent medicines (University of Kentucky, Louisville, Hyperessay, n.d.). 

Amid this environment of accusation, the Pure Food and Drug Act of 1906 was enacted. 

This Act defined "adulterated or misbranded" drugs, prohibited interstate commerce of 

adulterated drugs, and required labeling for the amount of alcohol, narcotics or additives 

in food and drugs. 

In the 1930's, sulfonamides were praised for being one of the first class of drugs 

marketed for successful treatment of bacterial infections. This discovery eventually led 

to Daniel Bovet winning Nobel Prizes in 1932 and 1936. As the growing popularity of 

and need for this drug arose, finding forms for children and those patients who didn't 

want to take tablets or the injectable forms became a priority. In 1937, Harold Watkins 
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discovered that sulfanilamide could be dissolved in an agent known as diethylene glycol 

(DEG) and, in tum, liquid forms of sulfanilamide would be available. Unfortunately, Dr. 

Watkins didn't know before he shipped more than 1300 bottles of the Elixir 

Sulfanilamide to pharmacies and physicians, that DEG is a chemical cousin of antifreeze. 

John Swann, a historian and author of Elixir of Death, was quoted as saying, "Elixir 

Sulfanilamide was essentially slapped together without a thought to testing, without a 

thought to assessing its toxicity, or certainly without a thought to even looking into the 

literature to see what you were putting into the product" (Young, n.d.). Within only a 

couple of days, reports of deaths resulting from patients taking the Elixir Sulfanilamide 

surfaced, and eventually this tragedy would claim more than 100 lives. On October 19, 

1937, after the manufacturer of the Sulfanilamide Elixir had issued two recall notices, the 

FDA undertook its largest operation at the time, and recalled every bottle oflethal elixir 

still circulating (Young, n.d.). As a result of this catastrophe, Congress passed the Food, 

Drug, and Cosmetic Act of 1938. This act required the FDA to certify the safety of new 

drugs before being marketed to the general public, and authorized the FDA to inspect 

manufacturers. 

In 1946 immediately following the end of the Second World War, 23leading 

German physicians and their administrators, who were responsible for planning and 

instituting the "Euthanasia" program, were indicted for their willing participation in war 

crimes and crimes against humanity. The Euthanasia program allowed German 

physicians to kill those people who had been deemed ''unworthy of life" (United States 

Holocaust Memorial Museum, n.d.). The innocent victims included in this terror were 
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the mentally challenged, physically disabled, and the institutionalized. Furthermore, 

pseudoscientific medical experiments were conducted on thousands of prisoners of war 

during World War II without even a thought of obtaining their consent. As a result of 

these tragedies, thousands of victims were left dead or permanently crippled. On August 

20, 1947 after 85 testimonials, submission of more than 1500 documents, and 

proceedings lasting almost 140 days, sixteen doctors were found guilty (including seven 

of whom were sentenced to death) (United States Holocaust Memorial Museum, n.d.). 

The aftermath of this misfortune resulted in the development of the Nuremberg 

code of 1948. The Nuremberg code outlined 10 standards for physicians to abide by 

' ' 

when carrying out experiments on human participants. A paraphrased version of these 

standards is as follows: 

);;> Volunteers freely consent to participation 

);;> Researchers fully inform volunteers concerning the study 

);;> Risks associated with the study are reduced where possible 

);;> Researchers are responsible for protecting participants against remote harms 

}> Participants can withdraw from the study at any time 

}> Qualified researchers conduct the study 

}> Cessation ofthe study if adverse effects emerge 

);;> Society should benefit from study findings 

);;> Research on humans should be based on previous animal or other research work 
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> A research study should never begin if there is a reason to believe that death or 

injury may result (University of Waterloo, Ontario, Office of Research Ethics, 

2005, July). 

In addition to the Nuremberg Code, the Declaration of Helsinki of 1964 was 

instituted as another ethical guideline. The World Medical Association developed this 

guidance document to emphasize the importance of individual patient interests above the 

interests of the society (University of Waterloo, Ontario, Office of Research Ethics, 2005, 

July). Even today, the Declaration of Helsinki is the gold standard for providing 

physicians and researchers with recommendations, guiding them in biomedical research 

involving human subjects. 

In the 1960s, a popular drug called thalidomide was prescribed to pregnant 

women for treatment oftheir morning sickness in both Canada and Europe. Fortunately, 

the drug had not been approved by the FDA in the United States as a result of insufficient 

proof of the drug's safety in humans. An association between thalidomide and severe 

birth defects was observed during an FDA medical review following the application to 

market the drug in the United States. In a November 1998 newsletter published by the 

March of Dimes, the devastating effects of the use of thalidomide by pregnant women in 

the 1960s were discussed: 

''More than 10,000 children around the world were born with major 

malformations, many missing arms and legs, because their mothers had 

taken the drug during early pregnancy. Mothers who had taken the drug 

when arms and legs were beginning to form had babies with a widely 
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varying but recognizable pattern of limb deformities. The affected babies 

almost always had both sides affected and often had both the arms and the 

legs malformed. In addition to the limbs, the drug caused malformations 

of the eyes and ears, heart, genitals, kidneys, digestive tract (including the 

lips and mouth), and nervous system. Thalidomide was recognized as a 

powerful human teratogen" (Center for the Evaluation of Risks to Human 

Reproduction, n.d). 

The thalidomide crisis in 1962led Congress to enact the Kefauver-Harris Drug 

Amendments. These amendments required manufacturers to prove both product 

effectiveness and safety in well-controlled studies, applied requirements such as informed 

consent to clinical studies, and increased the FDA's review of drugs to 180 days (Kinsel 

& Straus, 2003). 

Possibly the most publicized incident of gross misconduct in medical research our 

nation has seen was the Tuskegee Syphilis Study. The Tuskegee Syphilis Study was 

started in 1932 by the United States Public Health Service (USPHS) and lasted until 

1972. The goal of this study was to deteimine the natural course of untreated latent 

syphilis in African Americans. The study enrolled 600 African American males from 

Tuskegee, Alabama, 399 of whom had syphilis and 201 of whom did not have the 

disease. The subjects were wrongly recruited into the study based on misleading 

promises of free medical exams, free meals, and burial insurance (Center for Disease 

Control and Prevention, n.d). In addition, subjects were enrolled in the study without 

their informed consent. In 1932, during their "therapy," subjects underwent heavy metal 
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therapy. Even when reports clearly documented penicillin as the standard safe and 

effective treatment for syphilis in 194 7, and also became the preferred drug of choice for 

treating syphilis in the 1950s, therapy continued to be withheld from the Tuskegee 

experiment participants (Heintzelman, Fall2003). 

In 1972, the Department of Health, Education, and Welfare (HEW) halted the 

experiment after a front-page New York Times story about the Tuskegee Study caused 

public outcry. By the time the study was halted, only 74 of the test subjects were still 

alive (at least 28 and possibly more than 100 had already died from advanced syphilis). 

In August of 1972, the HEW panel found the study to be "ethically unjustified" and 

. argued that the men participating in the experiment had a right to receive the standard of 

care allowed to them-penicillin. The National Association for the Advancement of 

Colored People (NAACP) filed a class-action lawsuit resulting in a settlement of more 

than $9 million dollars awarded to the Tuskegee Study participants (Center for Disease 

Control and Prevention, n.d). Sixty-five years after the inception of the Tuskegee 

Syphilis Study, survivors and family members of those subjects who participated in the 

experiment received a public apology on behalf of the nation from President Clinton on 

May 16, 1997. 

The highly publicized nature of the Tuskegee Experiment led Congress to pass the 

National Research Act of 1974. The National Research Act was the institution of the 

National Commission for the Protection of Human Subjects of Biomedical and 

Behavioral Research. This Commission was responsible for identifying ''the basic ethical 

principles that should underlie the conduct of biomedical and behavioral research 
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involving human subjects, and to develop guidelines which should be followed to assure 

that such research is conducted in accordance with those principles"(University of 

Nevada Las Vegas, Office For the Protection of Research Subjects, n.d.). A milestone in 

the history of clinical research was the development of the Belmont Report by the 

National Commission for the Protection of Human Subjects of Biomedical and 

Behavioral Research in 1979. 

The Belmont Report established three basic ethical principles which continue to 

serve today as the basis for regulations involving human subjects: respect for persons, 

beneficence, and justice. 

Two pervading ethical standards are evident in truly "respecting persons": (1) 

each individual has the right to be treated as an autonomous agent; and (2) in the case that 

a person's autonomy is diminished they are still entitled to be protected. When acting on 

behalf of autonomy, ''we show lack of respect for persons when we repudiate a person's 

considered judgment, deny them the freedom to act on their judgments, or withhold 

information necessary to make a considered judgment" (Gallin, 2002). In respecting 

persons, it must also be understood that not all persons are capable of self-determination. 

Typically self-determination is a process of maturing; however, some people may be 

limited or have lost this capacity as a whole due to age, mental disability, illness, etc. 

Regardless of what the reason may be that a person lacks autonomy, protection provided 

to these persons must be meticulously balanced with their specific risk/benefit ratios 

(National Institutes of Health, n.d). 
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''Beneficence" is a fundamental ethical principle that requires one to go beyond 

their general societal obligation to do no hann. Beneficence calls one to a higher 

standard of maximizing potential benefits while also minimizing potential banns. This 

principle is illustrated by the observation that "even if there were a patient in the hospital 

who had three good viable organs that could be transplanted to save the lives of three 

other patients, we would not kill the one patient to save the other three" (Gallin, 2002). A 

delicate balance between carefully assessing an individual's (or even a society's) benefit 

in light of their inherent risks with regard to their participation in a particular research 

project, with the potential risks of not conducting the research at all, should provide the 

framework to conducting clinical research in the most beneficent and ethical manner. 

The third ethical principle outlined by the Belmont report is "justice". Justice 

requires us to ask the question, "Who receives the benefits and who bears the burdens of 

research?" Justice does not allow the "burden" of serving as a research subject to fall 

upon the poor or compromised patients exclusively, only for the beneficial medical 

outcomes of their participation to be felt among the privileged and affluent (National 

Institutes of Health, n.d). Justice requires that persons participating in research receive: 

benefits for which they "deserve" to have, equal treatment, and "fairness" in the 

distribution of the risk/benefits ratios. 

As history has lain out, historical events have paved the road to the enactment of 

laws which, in turn, have tightly regulated how clinical research is currently performed. 

In the midst of such events, the commonality running throughout all of history is the 

preservation of the principle of protection; protection of the rights and welfare of persons 
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who participate in research. Protection of persons not only finds its roots deeply 

imbedded in historical events, but presently flourishes as part of the trend in clinical 

research towards tighter and stricter oversight provided by the FDA. 

In conclusion, protecting the rights and welfare of the persons involved in 

research is not the ''why'' of research but the "how" of conducting research. This 

underlying principle is woven into all phases of research and development, whether from 

the perspective of the FDA, the Sponsor Company, the CRO, or even the project 

manager. 

2. Project Management 

Project Management, as defined by Wikipedia, is the discipline of defining and 

achieving targets while optimizing the use of resources (time, money, people, materials, 

energy, space, etc) over the course of a project (a set of activities of finite duration). 

Project management has been around for centuries- Egyptians were building pyramids a 

couple millennia before Christ (Harpham, n.d). However, only in the last one-hundred 

years have flourishing businesses proven that project management is a tool that can be 

broken down into a science. 

Anyone who has been in business has felt the pressure of deadlines. Businesses 

in the 21st century can count on tighter budgets, shortened time lines, and fewer resources 

to achieve a goal/product than ever before (Baker & Baker, 2000). These changes are a 

result of new technologies, multiple projects competing for resources, the speed of 

change continually increasing and continued competitive growth within industries. This 

atmosphere contributes to making project management, at the very least, a necessity. The 
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Center for Business Practice published a survey stating that the deliverables from 

improved project management included: improved project execution by 50%, improved 

financial performance by 54%, improved customer satisfaction by 36%, and improved 

employee satisfaction by 30% (Sieple, 2005). 

Sponsors and Clinical Research Organizations (CROs) who conduct clinical 

research are not exempt to this atmosphere. Building a faster, cheaper, and better drug 

and/or device allows for fewer mistakes and requires maximized successful business 

practices. The race against the clock is very evident in the field of clinical research. 

With patents extending 20 years in duration, and the length of time between pre-clinical 

research/development to market approval for drugs continuing to increase; it is important 

to therefore understand that streamlining and maximizing successful practices such as 

project management on the front-end of product research and development leads to 

lucrative gains on the back-end. 
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B. Project Management 

1. The "Why" of Project Management 

Understanding the "why'' ofproject management is as important, if not more so, 

than the actual implementation of project management practices. "Project management is 

a proven way to accelerate the pace of the project and reduce the chance of project 

failure." As previously mentioned, the velocity at which change is occurring within the 

environment of clinical research has continued to increase over the past decade. This 

atmosphere is further augmented by the development timelines for new drugs extending 

from pre-clinical testing to market approval reaching 13.9 years, in addition, the pre~ 

approval cost of a new compound estimated at $802 million (DiMasi, Hansen, & 

Grabowski, 2003). Global competition, cost of failure, and multiple projects competing 

for resources are also reasons, previously stated, that clinical research organizations 

(CRO) such as Company A are sense an increased need for successful project · 

management practices (Sieple, 2005). 

2. Why Projects Fail 

Thomas Edison was quoted as saying, "The successful person makes a habit of 

doing what the failing person doesn't like to do." This quote applies the principle of 

learning from the mistakes of others so as to not repeat those same mistakes again in the 

future. Managing a project is no different, and therefore learning why projects fail 

provides tools for successful project management practices. The following reasons were 
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identified by Sunny and Kim Baker in the book Project Management, in addition to, 

Project Management Training Module I as to why projects fail (Sieple, 2005): 

»- Not enough resources are made available to complete the project (under financed) 

»- Not enough time is approved to complete the project 

»- Unclear project expectations which lead to inappropriate or incomplete results 

»- Necessary changes in the scope of the project are not understood or agreed upon 

by the stakeholders, leading to varying views of the quality, budget, or time frame 

expected for the project. This means that stakeholder expectations have been 

poorly managed, which is a failure of the project manager as well as the project 

»- Not supported by senior management and/or project manager 

»- Poor team selection-skills on team do not match skills required 

»- No disaster recovery plan/risk analysis 

3. Project Lifecycle/Product Lifecycle 

The development of a project goes through a series of phases which are 

cumulatively known as a project lifecycle, different from the product lifecycle which will 

be explained in further detail later. As Figure 1 depicts, the project lifecycle consists of 

four different phases: the project initiation phase, project planning phase, project 

execution phase, and project closure phase. Each phase serves as an integral component 

of successfully managing a project, and must be meticulously planned and executed. The 

different phases allow us to understand what happens at each level of development; and 

more specifically what technical work should be performed and what personnel should be 

involved at each phase (Project Management Institute, 2000). As a project moves from 
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one phase to the next, there is a ''pivotal" locality at the end of each phase of the project 

lifecycle where ''there is an implied decision point; often the decision point occurs when 

the stakeholders decide either to proceed with the project or to terminate the work and cut 

their losses" (Baker & Baker, 2000). 

Figure 1 Project Lifecycle: www.method123.com/ lifecycle.php 

As part of my internship practicum, I worked on the COSEAR (pseudo name) 

project during the execution phase of the project lifecycle. Project execution practices for 

the COSEAR project included: site initiation visits, monitoring visits, communication 

with the Sponsor Company and the Data Management Company, trial progress tracking, 

team performance evaluations (hiring and firing), team meetings, achieving sponsor­

initiated deadlines, etc. Even while working during the execution phase of the project 

lifecycle, detailed planning continued to be an important factor within this phase. It will 
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be seen later that having a detailed project plan; which includes defining project goals 

and objectives, specifying tasks or how goals will be achieved, establishing what 

resources will be needed, and negotiating budgets and timelines for completion, will form 

the foundation from which all phases of the lifecycle will draw from. 

The project lifecycle is different from that of a product lifecycle. If the project 

lifecycle is considered the view of clinical research from 50 feet above, the product 

lifecycle would be considered the view of clinical research from 10,000 feet above. A 

cogent argument could be made that without thoroughly grasping the larger picture of a 

particular event (product lifecycle ); one therefore cannot truly understand the smaller 

aspects of that event (project lifecycle). 

Figure 2 depicts a pharmaceutical product lifecycle from discovery to approval 

(Project Management Institute, 2000). For medical devices, the discovery to approval 

lifecycle differs somewhat. Medical device research is not conducted in phases, but is 

considered to be more "staged." Investigational device research includes feasibility, 

application development, and pivotal studies. In addition, medical devices are 

categorized into three classes based on their level of risk, "the risk the device poses to the 

patient and/or the user is a major factor in the class it is assigned to. Class I devices 

include those devices with the lowest risk and Class ill includes those with the greatest 

risk" (U.S Food and Drug Administration, n.d.). When a device goes through the 

approval process, an Investigational Device Exemption (IDE), not an Investigational New 

Drug Application (IND) is submitted to the FDA. In addition, prior to marketing a 

device (specified classes) Pre-Market Approval (PMA) must be received from the FDA 
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before marketing of the device can occur (for drugs a New Drug Application (NDA) must 

be filed). Lastly, medical device companies may be required by the FDA to conduct 

post-market surveillance studies. These types of studies are not required by 

pharmaceutical companies. 
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Figure 2: Representative Product Life Cycle for a Drug Project (Project Management 
Institute, 2000) 

4. Project Plan 

Project planning is not only a specific phase within the project lifecycle, but also 

is intrinsic to the initiation phase, the execution phase, and the closure phase. Every 

successful project begins with the project management process called a project plan. The 

project plan details the "who, what, when, where, and how, a study is conducted. A very 

brief paragraph describing each component of the project plan template at Company A 

has been included, along with application ofthat component to the COSEAR project. 

The following are the specific components of the project plan template at Company A: 
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);;> Project Summary 

);;> Critical Constraints (Scope, Time Cost, Quality) 

);;> Task Definition and Project Schedule 

);;> Roles and Responsibilities 

);;> Quality Plan 

);;> Communication Plan (Tools and Trackers) 

);;> Risk Assessment/ Mitigation 

);;> Project Close-Out 

Project Summary: As the name implies, the project summary is a brief description of the 

broad picture of the project, and offers a "snapshot" view of the project being proposed 

and/or conducted. 

COSEAR Project Application: The project summary included a one to two sentence 

summary with additional information about the total number of investigative sites, 

number of Company A monitored sites, anticipated total enrollment, length of patient 

involvement, and anticipated project duration. 

Critical Constraints: The critical constraints within a project are categorized as scope, 

time, cost, and quality. The scope refers to what will be accomplished at the end of the 

project and/or the deliverable(s) the project (if successful) will provide upon completion. 

When the deliverables of a project are thoroughly understood, then factoring in 

the time frame in which these deliverables will be supplied is also important. Within the 

critical constraint of time, there may also be important milestones within the project 

timeline which should also be referenced. 
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The critical constraint of cost is designated as the overall budget for the project. 

The cost constraints may be in reference to all or some of the following: the sites, the 

CRO, the Data Management Company, and/or the Sponsor Company. Cost 

considerations are worked out through contracts between the Sponsor Company and the 

other respective entities. 

The last critical constraint is quality. Within the project plan itself, this section is 

generally very broad and basic. Verbiage from the code of federal regulations (CFR), 

good clinical practices (GCP), and human subject protection requirements are also 

referenced here. 

COSEAR Project Application: Investigating the safety and effectiveness of a novel 

coronary drug eluting stent was stated as the scope of the project. The critical constraint 

of time for the CO SEAR project included a time line of events starting with initial 

enrollment ofMay 2005, last enrollment ofMay 2006, 1-year follow-up May 2007, 2-

year follow-up May 2008, 3-year follow-up May 2009, 4-year follow-up May.2010, and 

5-year follow-up May 2011. In addition, discussions with the Sponsor Company led to 

the development of a particular percentage of the approved sites being allowed to enroll 

beginning May 2005, and then after a specified period of time (based on subject 

enrollment) all sites would be open for enrollment into the COSEAR study. 

The COSEAR project was contracted by the Sponsor Company to provide all 

services under a "fixed" budget agreement- cost constraint. The "fixed" budget included 

the contingency to amend the fixed project estimations when necessary; however, 
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amending the budget was shown to be a challenge between the Business Operations 

departm.ent at Company A and the Sponsor Company. 

The quality constraint within the COSEAR project plan stated, "This project will 

be conducted under applicable USFDA regulations. The project will be monitored per 

GCP, Company A and the Sponsor SOPs, and all applicable local and IRB regulations." 

Task Definition and Project Schedule: Within this section, the following will be 

referenced: excel spreadsheets, calendar of events, Gantt charts, and/or Microsoft Project. 

Also mentioned will be the project deliverables and project milestones. In addition, a 

very detailed project schedule will be provided, which will include specific dates of 

completion for each aforementioned milestone/task defined by the project. 

COSEAR Project Application: Within the COSEAR project plan, a specific reference of 

a task definition or a project schedule was not found. However, within the COSEAR 

protocol provided by the Sponsor Company; a time course of events with corresponding 

dates, and primary and secondary endpoints were provided. 

Roles and Responsibilities: Within this section of the project plan, all applicable 

personnel working on the study and their corresponding responsibilities are listed. 

COSEAR Project Application: There were 5 roles defined in the project plan: Project 

Manager {PM), Project Lead (PL), Clinical Research Associate (CRA), In-house CRA, 

and a Quality Assurance (QA) Representative. Position specific responsibilities were 

also briefly mentioned. The PM was delegated the role of the person who was primarily 

responsible for the project. The PL was responsible for completing those tasks which 

were assigned to him/her by the PM. The CRA was responsible for site management, 
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field monitoring, and timely reporting of findings and/or issues to the PM. The In-house 

CRA was responsible for assisting with site management, maintaining TrialWorks and 

central files, and reporting issue escalation to the PM. The QA representative was 

responsible for performing internal and external QA audits; in addition to providing 

support to the project team as requested. 

Quality Plan: This area of the project plan is provided by the Quality Assurance 

Department. The quality plan outlines specific recommendations in reference to 

oversight of the project, audit procedures, processes and procedures occurring at the 

research sites, and evaluation of project management practices. 

COSEAR Project Application: The quality plan is provided by the Quality Assurance 

Department at Company A. The quality plan for the COSEAR project included United 

States Food Drug and Administration (USFD) Regulations (21 CFR Part 50, 54, 56, 312, 

812, 814), Company A's Standard Operating Procedures (SOPs), and Work Instructions 

(WI) provided by the Sponsor Company. The quality plan also outlined the "audit 

schedule" that would be performed during the course of the study, which included: the 

different types of audits performed (site audits, project file audits, audit reports, 

document control), the number of files that would potentially be audited, the number of 

investigational sites audited, the location of the audits, and the timeframe in which these 

audits would be performed. 

Communication Plan: As the name implies, the Communication Plan describes the 

types of communications that will occur between Company A employees, the Sponsor 

Company, and the Data Management Company. Other significant contributors to the 
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Communication Plan include: the frequency of the communications, who the responsible 

parties are for distributing the communications, and trial progress tracking tools. Trial 

progress tracking tools will be mentioned in further detail in the next section. · 

COSEAR Project Application: The Communication Plan drafted for the COSEAR 

project was an Excel spreadsheet outlining the reports to be distributed (Site Initiation 

Visit Schedule, Trial Works Visit Schedule, Screening Logs, Pre-post Checklists, 

Laboratory Trackers, CRF Missing Pages, Query Tracker, Patient Calendar, Enrollment, 

etc.), the entity responsible for providing the reports, the frequency of distribution of the 

reports, and the party responsible for disseminating the reports. 

In addition the COSEAR Communication Plan outlined the frequency of 

teleconferences. The COSEAR project had bi-weekly teleconferences with the Sponsor 

Company and the Data Management Company, in addition to, weekly teleconference 

with the Data Management Company. Specific dates and times for all parties involved in 

the teleconferences were detailed in the Communication Plan. 

The Communication Plan also outlined the specifics of the personnel responsible 

for handling contact with the sites. A bnef summary of responsibilities were mentioned 

for the In-house CRA, the field monitors, and the project manger in reference to site 

communication (scheduling site initiation visits, weekly updates, amendment updates, 

memos to sites, visit confirmations, case report form (CRF) questions, etc.). 

Risk Assessment/Mitigation: This section of the project plan is used to identify any 

potential risks that may significantly impact the success of the project. Additionally, 

23 



documentation of mitigation strategies for the identified risks are also to be mentioned 

here. 

COSEAR Project Application: One of the risks assessed for the CO SEAR project 

included achieving specific enrollment deadlines. Some concern was expressed that if 

centers did not enroll fast enough, the initial agreed upon study timeline would be 

expanded. 

It was also noted in this section, that the level of device monitoring experience of 

the personnel staffed to the COSEAR project was highly diverse. The mitigation strategy 

for this risk referenced the project manager evaluating the training needs of the team 

members on a regular basis as the project progressed. 

The nature of the "fixed" budget was documented as a potential risk to the success 

of the project. The mitigation plan stated that a very "disciplined approach to monitoring 

and documenting budgetary variance" would need to be instituted. As a result, having 

these practices in place would provide the leverage for potential contract renegotiations 

(amendments). 

Project Close-Out: This section of the project plan is dedicated to describing how the 

"lessons learned" during the course of the study will be identified, in addition to, how 

these lessons will be communicated to Company A as a whole. 

COSEAR Project Application: A very general statement was included within this 

section of the project plan stating: the status of the project would be reviewed on a 

monthly basis, all efforts would be made to document the "lessons learned," and that any 
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applicable knowledge acquired during these reviews would be communicated to 

Company A. 

5. Tracking Tools 

One of the most integral aspects of successful clinical trial project management 

are the trial progress tracking tools in place to support the minutia of information 

(protocol deviations, informed consents, outstanding issues, serious adverse events, visit 

report compliance, etc.), which so easily can be forgotten when the abundance of 

correspondences from the Sponsor, the sites, and the Data Management Company. In 

addition, trial progress tracking tools provide the foundation for achieving Sponsor 

initiated deadlines, and most importantly regulatory compliance. 

Trial progress tracking tools, for the purpose of this internship practicum report, 

will be delineated into three main categories: global Company A trackers, project 

specific trackers, and site specific trackers. A couple of examples of global Company A 

trackers would be TrialWorks™, and a non-commertial tracker routinely used at 

Company A called the Monitoring Visit Report Compliance Tracker. 

As part of my internship practicum, I spent a good portion of my day working 

with the Trial Works software program, and as a result, a more in-depth description and 

discussion ofTrialWorks will be provided. TrialWorks is a software system utilized by 

Company A in order to aid in their project management needs. Trial Works is capable of 

tracking trial activity and regulatory document tracking by study and by site. Special 

features provided by TrialW orks include: security levels, correspondence with automatic 

email functions, real-time remote data input or access, tracking of investigators and 
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payments, tracking of monitoring costs for each site, tabulating monitoring visits 

completed per site, offering over 100 standard reports, and also provided customized 

reports which can be created by the user through a special filter feature or by exporting 

into word or excel (Richardson, 2001) (TrialWorlcs, 2006). 

The monitoring visit report (MVR) tracker was also a document I routinely used 

at Company A during my internship practicum. This tracker is responsible for ''real­

time" monitoring of ongoing compliance with Sponsor requirements for MVR 

submission. The COSEAR project I worked on at Company A required that all 

monitoring visit reports be submitted to the Data Management Company no more than 15 

days after the last visit day. As the in-house CRA, I was responsible for populating the 

fields within the tracker such as: investigator name, site number, visit date, monitor 

name, days at site, date MVR due at Sponsor, date sent to sponsor, and date received at 

sponsor per FedEx. This tracker is used, across studies, as a very important tool for 

ensuring that MVR compliance is achieved. 

Trackers such as TrialWorks and the MVR compliance tracker provide a very 

broad or "global" view of the study at just a glance. Tools such as these are primarily 

used by project managers, clinical directors, and key stakeholders at Company A. 

Project specific trackers allow for a more narrow view of the project of interest. 

If global trackers provide a 10,000 foot view of the study, than project specific trackers 

provide a 500 foot view of the study. These trackers are usually populated by the in­

house CRA, project manager, and project lead. The project specific trackers I used for 

the COSEAR study were the Master Spreadsheet Tracker and the COSEAR Site Visit 
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Calendar. Both of these trackers were specifically developed for the COSEARproject. 

However both trackers could be used across all studies at Company A if modified 

appropriately. 

The Master Spreadsheet Tracker is a tracking tool that was routinely referenced 

and updated for the COSEAR project. Information contained within this document 

included: a complete listing of all patients pertinent to a particular patient enrollment 

deadline set by the Sponsor, a patient visit window calendar (range of dates for patients to 

return back to the clinic for a specified follow-up visit), information regarding laboratory 

results received from the sites to the Data Management Company, and a listing of all case 

rq)ort forms that had been monitored and/or retrieved by the field monitors at their 

respective sites, etc. 

The Site Visit Calendar was also a trial progress tracking tool referenced and 

routinely updated for the COSEAR project. This calendar incorporated site initiation 

visits and monitoring visits conducted by field monitors from Company A, in addition to 

visits conducted by sponsor representatives to the sites. Each visit also incorporated the 

initials of the monitor and /or the sponsor representative responsible for conducting the 

visit, along with the visit number to the site. This tracker was sent to the Data 

Management Company and the Sponsor Company on a semiweekly basis. Information 

contained within this tracker provided the Data Management Company and the Sponsor 

Company an overview of the schedule of events in order to prepare the necessary 

documents to the monitors before they arrived at the sites (pre-post visit checklists and 

device dispositions). 

27 



Project specific trackers allow very specialized pieces of information, which are 

only applicable to a particular study, to be tracked in the most efficient and user-friendly 

manner possible. Both the Master Spreadsheet Tracker and the Site Visit Calendar were 

key trial progress tracking tools used on a very regular basis for the COSEAR project to 

ensure successful compliance with Sponsor-initiated deadlines and demands. 

The third and final level oftrial progress tracking tools is the site level trackers. 
' 

Keeping with the analogy, site level trackers provide a 50-100 foot view of the study. 

Typically, in-house CRAs and field monitors are the primary parties responsible for 

populating these trackers. Site level trackers, as the name implies, provide information 

that is only pertinent to the particular site of interest. These trackers may include: 

Protocol Deviation Trackers, Serious Adverse Event Trackers, Informed Consent Log 

Trackers, and the Outstanding Issues Tracker. 

During my internship practicum I was not directly involved in populating any of 

the site level trackers listed above. However, I worked closely with the in-house CRA 

who was responsible for populating the COSEAR Outstanding Issues Tracker for each 

site. This tracker is a specialized tool created to capture those items which have not been 

resolved by the end of the monitor's visit at a particular site. As a result, these issues are 

referenced as currently "outstanding." Fields captured within this tracker include: date 

item was first known, monitor who can provide information, issue description, planned 

action or instructions, on-going status and follow-up information (if applicable), and date 

and description of the actual resolution. This is a great tool to ensure that any items 
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brought up during a monitoring visit are tracked and followed at some point in time 

during the study. 

Trial progress tracking tools are an integral component of successfully managing 

a project whether it is at a global level, project level, or a site level tracker. Ensuring that 

the most efficient, user-friendly, and all-encompassing trial progress tracking tools are 

used by companies such as Company A, establishes a special area of demand or a "niche" 

within an environment of increasing Sponsor demands. 
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C. Specific Aims 

The specific aims of my internship project are as follows: 

1.) Provide a thorough understanding ofCRO Project Management. A specific focus 

will be directed towards trial progress tracking tools. 

2.) Evaluate employee opinions and satisfaction of current trial progress tracking 

tools, on a global level, that Company A utilizes via a company-wide 

questionnaire. 

3.) Evaluate employee opinions and satisfaction of five specific trial progress 

tracking tools at Company A via a company-wide tailored focus questionnaire. 
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D. Significance 

The significance of my internship project is multifaceted. My internship project 

will provide Company A with results obtained from a company-wide questionnaire 

(Questionnaire #1) addressing their employees' trial progress tracking tool usage, 

satisfaction, and opinions on standardization. This questionnaire will also provide 

Company A with the current trial progress tracking needs of study personnel. In addition, 

results from a second questionnaire will be provided to Company A outlining employees' 

involvement, frequency of use, benefit, and opinions of standardization regarding five 

specific trial progress tracking tools. 

The outcomes of my internship project will provide information in which to assist 

in standardizing and/or creating new trial progress tracking tools conducive to more 

concise, efficient, and user-friendly methods of tracking clinical trials. Streamlining a 

particular practice such as trial progress tracking, not only allows immediate fruitful 

benefits for the CRO personnel involved with completing these tasks, but also for the 

company as a whole. Shortened product to market timelines, leading to increased 

customer satisfaction, resulting in greater revenue potential; provides businesses with 

increased efficiency and therefore productivity (Noferi & Worden, 2000). 
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E. Issues and Limitations 

Potential limitations included the following concerns: the quantity and quality of 

responses received back from the "Tracking Tools Questionnaires;" employees seeing 

this only as a survey or questionnaire may not take the time to fill out the questionnaire, 

or will provide non-thorough answers; and employees, who anticipate not having the time 

to dedicate to filling out a questionnaire, will in turn only provide the most necessary 

information without fully developing their thoughts/concerns. 

Following the dissemination of the "Tracking Tools Questionnaires," the 

following issues/limitations were noted. Questionnaire #1 yielded a 35% response rate 

(12 respondents out of34). Collaborations between two of Company A's clinical 

directors, in addition to, two in-house CRAs were responsible for the design of the 

questionnaires. The consensus between group members was that this response rate was 

·lower than expected; however, given the global nature of information collected from this 

questionnaire a 35% response rate was deemed adequate. 

Discussions were conducted on how to ensure a higher response rate for 

Questionnaire #2. It was decided that reminders would be sent to all recipients on a 

periodic basis after receiving the questionnaire. Recipients would also be required to 

print out their final page and submit it to one of the clinical directors as verification of 

completion. These directives proved to be very beneficial. Questionnaire #2 yielded an 

85% response rate (29 respondents of 34). 
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The quality of the respondents' answers being non-thorough or very discrete was 

of some concern prior to the questionnaires being sent out. This concern was shown to 

be unwarranted. In fact, the "quality'' of answers supplied by the respondents was 

notably thorough and, as a result, condensing the information into a summarized format 

was very challenging. 
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F. Materials and Methods 

The materials and methods used to assess the employees views of clinical trial 

progress tracking tools were two custom-designed questionnaires (Appendix A and B). 

Tracking Tools Part I and Tracking Tools Part II will be referred to throughout this 

document as Questionnaire #1 and Questionnaire #2. Both questionnaires were 

disseminated to all applicable personnel at Company A including: clinical directors, 

project managers, in-house clinical research associates, and clinical field monitors 

(office-based and regional). In order to preserve the integrity of unbiased results, the 

responses to these questionnaires were anonymous. 

Questionnaire #1 (Appendix A) was designed to assess the employee's global 

views of clinical trial progress tracking tools. Open-ended questions were implemented 

into the design of this questionnaire as to thoroughly assess the employee's progress 

tracking tool usage, views, and opinions on instituting standardized trial progress trackers 

at Company A. The questionnaire was distributed by email to all applicable employees, 

who were given 10 business days to respond. 

Questionnaire #2 (Appendix B) was designed after the responses were received 

from Questionnaire # 1. The intention of Questionnaire #2 was to use the global 

responses received from Questionnaire #1 in order to provide a second questionnaire 

tailor-focused as to inquire about the views and opinions of3-6 specific clinical trial 

progress trackers. Several statements within Questionnaire #2 were rated on a five-point 
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Likert scale. The Likert scale allows researchers to collect information based on the 

strength of the participant's agreement (Strongly Disagree=5, Somewhat Disagree=4, 

Neutral=3, Somewhat Agree=2, or Strongly Agree= I). Additional open-ended questions 

were included within the questionnaire to allow the participant to express concerns, 

suggestions, etc. in reference to the specific trial progress trackers featured. This 

questionnaire was disseminated by email to all applicable employees who were then 

allowed 15 business days to complete the questionnaire. A statistical analysis program 

was not necessary for the analysis of results received from the questionnaires, however, 

where applicable means and standard deviations were reported. 

35 



G. Results 

Both Questionnaire # 1 and Questionnaire #2 were disseminated to a total 

of 34 applicable staff employed by Company A. Please refer to the pie chart depicted 

below for questionnaire demographical information. 

Questionnaire Demographics 
Clinical 

Field 
Monitors, 
25,65% 

Directors, 5, 
13% 

Project 
Managers, 

4, 11% 

In-House 
CRAs, 4, 

11% 

• Clinical Directors 

• Project Managers 

o In-House CRAs 

o Field Monitors 

Questionnaire #1 yielded 12 responses out of34, a 35% response rate. 

Questionnaire # 1 was designed to obtain a global understanding and perspective of the 

clinical trial progress tracking tools used by applicable employees of Company A. In 

addition, Questionnaire #2 was designed based on results from Questionnaire #1 to obtain 

employee opinions, usage, and knowledge regarding five different clinical trail progress 

tracking tools. Questionnaire #2 yielded 29 responses out of 34, an 85% response rate. 
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Refer to Appendix H and I for a list of responses that were provided from Questionnaire 

#1 and Questionnaire #2 respectively. 

Summarized Answers from Questionnaire #1 

1.) What are the trackers you currently use for documenting the progress of your 

study(ies)? 

~ Informed Consent Document Tracker 

~ Adverse Event Trackers 

~ Query Trackers 

~ Patient Visit Window Trackers 

~ Case Report Form (CRF) Trackers (monitoring progress) 

~ TrialWorks Summary 

~ Living Document Tracker 

~ Enrollment Trackers 

~ Monitoring Visit Schedules 

~ Monitoring Visit Report Sponsor Submission Compliance Tracker 

~ Outstanding Items Tracker 

~ Protocol Deviation Tracker 

~ Data Safety Monitoring Board Availability for Conference Call Trackers 

~ Institutional Review Board (IRB) Approval/Renewal Tracking 

~ Site Reminders Tracking 

~ Case Report Form Receipt Tracking 
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};;:> Regulatory Document Trackers 

l.) What pieces of information do you find are essential for tracking in your study? 

};;:> Complete Medical Charts 

};;:> Updated TrialWorks Reports 

};;:> Weekly Submissions to Sponsors 

};;:> Regulatory Documents Collected 

};;:> Case Report Forms (CRFs) Collected 

};;:> Everything Tracked in TrialWorks 

};;:> Number of Patients -Enrolled at Each Site 

};;:> Upcoming Deadlines 

};;:> Monitoring Visit Dates 

};;:> Subject Follow-up Status 

};;:> Serious Adverse Events 

};;:> Outstanding Queries 

};;:> Randomized Group Assignment 

};;:> Previous MVR 

3.) Are you satisfied with the trackers you now have available for your use? If not, 

what types of information are you not able to capture on the current trial progress 

trackers you are using? 

This question yielded 8 out of 12 (66.7%) respondents answering "yes," and the 

remaining 4 (33.3%) respondents answering "no." The following verbiage was 
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assembled in response to additional information respondents are not able to capture on 

current trial progress trackers. 

};>- One respondent stated that CRF tracking could be better and more standardized 

across studies at Company A. 

};>- A second respondent identified a need for a tool for prospective planning of the 

monitoring visit schedule that incorporates the study specific monitoring plan and 

data management reports. 

};>- A third respondent was "unsatisfied, with trackers that are provided to Company 

A from other vendors. 

};>- A fourth respondent commented on the color scheming of particular trackers 

(please keep colors to a minimum). 

4.) Have you designed any trackers for documenting the progress of your study(s) 

that you think might be useful for other projects? These may be trackers you 

currently use of have used before. 

};>- Site specific versions of any trackers provided by the data management company 

for efficiency. 

};>- Living document (A comprehensive tool this monitor has used to document the 

natural progression of events in response to amendments and/or revisions of the 

protocol, consent form, and case report forms (CRFs). This document also 

captures study specific nuances potentially important for filling out specific 

answers on the CRFs. This would include any additional information that would 

be pertinent to documenting the "story" of the trial at hand.) 
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)> CRF Submission Data Deadline Trackers 

)> Outstanding Items Trackers 

)> MVR Submission Trackers 

)> Missing CRF Pages Tracker 

)> Monitoring Visit Tracker (with multiple CRAs on-site) 

)> Device Trackers 

)> MACE Trackers 

)> Excel Device Accountability Tracking 

)> Regulatory Document Tracker 

)> CRF Status Tracking 

5.) What is your opinion on having standardized trial progress trackers for all 

studies conducted at Company A? 

)> It would be simpler to fmd specific trackers in Group Wise (decide on a trial-by­

trial basis) 

)> I strongly believe this is the best way to go, for each and every trial. This will 

allow us to become gradually an expert at tracking and much more effective in 

making those important deadlines. If trackers change with each study, I can 

easily see how CRAs will become frustrated. 

)> I highly recommend it. Standardization and process streamlining is something 

that is definitely needed here at Company A. I don't want to be limited by a 

standard tracker but simple/generic tracker that can be customized might help. 
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);;> Very good idea if it makes sense. Sometimes a tracker for one study will not 

work for another study without modification. Standardization should be done 

whenever possible. 

);;> If it can be tailored by the individual CRA then I like it. 

);;> Good Idea 

);;> I can see value as well as problems. The value is that a standardized tracking 

system could proVide a structure eliminating the start up issue and adjustments 

needed for new project tracking, in addition to, support for procedural 

compliance. The problem with standardization is having to ''work around" the 

standardized system because a particular project does not utilize all aspects of the 

standardized document. Consequently, the ''work arounds" eliminate much of the 

value of the system. 

);;> I don't think standardization is a feasible idea, because every study (even studies 

run by the same sponsor) will have different requirements. I think flexible 

templates would be useful to build trackers that are specific to the needs of each 

study and that can be changed part-way through the study in order to 

accommodate new requests for different pieces of information. 

);;> Standardization is great, but must also allow for some variation depending on the 

needs of the individual study. 

);;> All studies are a little different, however having a standardized tracker helps in 

finding information that should always exist. 
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Summarized Answers from Questionnaire #2 

OUTSTANDING ISSUES TRACKER (Appendix C) 

1. The attached Outstanding Issues Tracker is a Project Management tracking tool 

that is also an excellent CRA resource. Do you feel that this tracker will accurately 

assist in the management of the site? 

~ ~~· II Freguencx II Percent I 
I Strongl~ Agree = 1 Jl _ 19 IL 66 I 

Somewhat Agree = 2 II 9 II 31 I 
I No Opinion= 3 II 0 I[ 0 I 
l§_oii_!ewhat Qisagree ':_~ __ _j [ 1 _jl 3 I 
I Strongly Disagree = 5 JL 0 Jl 0 J 
.[_~otat _______________ IL __ !~ __ ] [_~ __ ] 
Table 1: Outstanding Issues Tracker- Assist in Management of the Site 

(n=29, mean=1.41, sd=0.68) 

2. How frequently would you reference this Outstanding Issues Tracker? 

r--·- ·--·----·-·----- -------------=;·;==·-==:::::====:::.,l 
I[ Response II Freguency I [ _ ~ J 
l l~~~-=-~::::::JL ___ 1 __ ___lL 4 _] 

1 [_ ~~:e_~ -~-==-~--=--------___j[ ______ ~ ___ ] [ ··- 48 .J 
[Ev~?' 2 Weeks-=2__ ____ __j[ . 3 JL 10 _j 
j [E_ve~4~==~-~---JL 10 j[ 35 ~ 
![Neve~~-~ _ . .. i[ ____ l _-=o=J[ ______ ~ _____ j 
!L_Totat _ . __ _ _ _J[_ ··------ 29 __________ j L ___ ~ _______ ] 
Table 2: Outstanding Issues Tracker- Frequency 
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3. Do you find the attached Outstanding Issues Tracker user-friendly? 

F Re~oose IL Fr~encl: IL Percent I 
11 Strongl~ Agree= 1 Jl 15 Jl 52 I 
1 
[Sornewhat~ee = 2 __ _j[ _____ 9 __ ]L 31 I 
il No0pinion=3 Jl 1 II 3 _] 
jl Somewhat Disagree = 4 II 4 II 14 I 
I' Strongl~ Disagree= 5 II 0 II_ 0 I 
II Total IL 29 

II 
100 

I 
Table 3: Outstanding Issues Tracker- User-Friendly 

(n=29, rnean=l.79, sd=l.OS) 

4. If you don't find the Outstanding Issues Tracker user-friendly, please provide a 

brief answer as to why. The following summarized information was provided: 

);;> One respondent stated that "Column 0" needed to be further clarified. 

);;> One respondent stated that at first glance this tracker looked potentially too busy 

and confusing; however, the respondent also stated that training to this document 

would probably be beneficial. 

5. Would you say that this Outstanding Issues Tracker would provide an added 

benefit to successful monitoring? 

[[ 
·- - --.------··-~ -------- -

ResRoose II Freguencx II Percent __j 

11 Stro~gl~ ~gree = 1 _ Jl_ 15 __ jl 54 l . 

J Somewhat Agree = 2 _j[ 11 _ _j[ 39 _j 

l[s:!!~o-;;-sree :-,;=:=}~ ~ ___ _!_ _____ _j [_ _____ __]~ ___ _] 
1 J [ 3.5 __ __j 

-

[ [~_tro11g!f_I?i~~~ee :_~---------__1 [ 0 l[ 0 I 
---- - - ---------- -- ----' 

II Total II 28* J [ __ 100 J 
·-··-·-- --·-··-- .. ·- .- -· ·-----·-··--------1 ··-·· . -· -~ ---

Table 4: Outstanding Issues Tracker- Successful Monitoring 

(n=28, mean=l.46, sd=0.58) 
*One Blank Answer 
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PROTOCOL DEVIATION TRACKER (Appendix D) 

6. What has your involvement been in tracking Protocol Deviations? 

1[:~~====~R~e~sp=o=m~e==~==~~ ~~===F=re=g=u=e=n=cy==~~ ~~ =====P=e=m=en==t ====~~ 
I am actively involved in 16 57 
tracking protocol deviatiom 
in the studies I work on. = 1 

~~~==7=======~==~~==========~~============~ 1 
I The studies I work on do 8 29 
I track protocol deviatiom, 

II 

however I am not respomible 
for specifically keeping track 
ofthem. =2 

i 
1'--
1 I am not aware of how 1 

I protocol deviatiom are 

--
1 3 

i uacked in the studies I worj 
I -=~~-~ ---------------------- ~=====~~==-====~ i I am not aware of how I 3 11 
I protocol deviatiom are I 
I tracked in the studies I work 
I on, however, I do keep a I 
! personal record of the 1 I 

p~oto~l deviatiom at my I I 
i s1tes. - 4 , J 
i ----------- ---------------- __________________ _j ------ ---- - - --- ----------------------
! [~~~~ ______ __ ____ _ i;==l =

28
=_. = _::::=; __ IL ___ --~-~~---J 

Table 5: Protocol Deviation Tracker- Involvement 

*One Blank Amwer 
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7. Do you feel the following Protocol Deviation Tracker addresses all aspects 

necessary for protocol deviation tracking? 

l[ --
ResJ:!onse _j[ Freguency -J[ Percent 

I 
I Strongly Agree = 1 

II 
9 

II 
32 

I 
1· Somewhat Agree = 2 I 16 

II 
57 I 

I No Opinion= 3 0 
II 

0 I 
~omewhat Disagree = 4 3 _jl 11 

I 
I Strongly Disagree = 5 j [ _ 0 Jl 0 

I 
lToW 

I 
28* 100 

- JL-. __j 

Table 6: Protocol Deviation Tracker- Addresses Necessary Infonnation 

(n=28, mean=1.89, sd=0.88) 

*One Blank Answer 

8. If you don't find that the Protocol Deviation Tracker addresses all aspects 

necessary for protocol deviation tracking, please briefly list any category headings 

you would like to see in the box provided. The following summarized information 

was provided: 

~ One respondent suggested a potential column for "inclusion/exclusion 

deviations." 

~ Three respondents suggested variations of the following additional category 

headings: "protocol deviations (PD) listed on data management report," "PI 

signed off on PD," "PD reported via monitor generated form," "IRB response." 
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> One respondent suggested headings for "immediate reporting required" and 

"intentional/inadvertent error." 

9. Do you find this Protocol Deviation Tracker user-friendly? 

I[ Res~onse II .freguency IL Percent I I[ Strongly Agree= 1 _jl 12 IC 43 I 
11 SomewhatAgree=2 __jl 13 _ JI 46 J I --I No Opinion= 3 JL 2 II 7 _j 
I Somewhat Disagree = 4 -Jl 1 II 4 I 
[Strongly Disagree = 5 IL 0 IL 0 

I 
I Total_ ] [ 28* II 100 I 

Table 7: Protocol Deviation Tracker- User-Friendly 

{n=28, mean=l.71, sd=0.76) 

*One Blanl< Answer 

lO.Ifyou don't find the Protocol Deviation Tracker user-friendly, please provide a 

brief answer as to why. The following summarized information was provided: 

> One respondent stated that it would be beneficial to know where the deviations 

were generated from, because in their particular study deviations are generated by 

both the data management company and the monitor themselves. 

> One respondent requested that the "description" section would be more user-

friendly if it was longer. 

> One respondent said that this particular version of a protocol deviation tracker 

was labor intensive, and suggested to eliminate a few categories. 
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» One respondent mentioned that for lengthy studies this spreadsheet might 

potentially get overwhelming, and in turn suggested an individual worksheet for 

each year of the study within a PD workbook. 

11. Would you support standardization of the attached Protocol Deviation Tracker 

at Company A? 

~ ~- -· ]I Freguenc~ Jl Percent _j 
Strongly Agree = 1 II 9 J [ 31 I 
Somewhat Agree = 2 II 19 _j l 66 I 

. L No Opinion= 3 _ _jl 0 ] [ 0 I 
11 Somewhat Disagree = 4 

-

II 1 IL_ 3 I 
iL Strongly Disagree= 5 II 0 J l 0 I 
![Total JL 29 _j[ 100 _j 

Table 8: Protocol Deviation Tracker- Standardization 

(n=29, mean=l.76, sd=0.64) 

12. If you do not support standardization of the attached Protocol Deviation 

Tracker, briefly discuss as to why. The following summarized information was 

provided: 

» One respondent stated that a standardized protocol deviation tracker wouldn't be 

necessary if a client provided a protocol deviation tracker of their own 

(unnecessary to have two trackers tracking the same information). 

» Two respondents stated that if standardization did occur that these trackers would 

need to be tailored to each specific study. 

» One respondent stated that, "standardization in this area can be challenging, since 

sponsor, data management and protocol requirements and conventions vary 
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broadly between projects." However, this same respondent said that a uniform 

monitoring tool can sometimes be a good resource. 

SAE TRACKER (Appendix E) 

13. What has your involvement been in tracking SAEs? 

'I[ Response ] ~~ =~F~re~q~u~en~c~y==:J===:; :=I ===Pe=r~ce=n=t ==-.J~ 
I I am actively involved in I 18 II 62 I 

tracking SAEs in the studies I 
work on.= 1 ' 

~====~ The studies I work on do 7 24 
track SAEs, however I am 
not responsible for 
specifically keeping track of 
them =2 

1 I am not aware of how SAEs I 2 'l 7 I 
I 

are tracked in the studies I I ~-

~ox:k on.~ 3 ~ . :=======i :==-==~=-==:::::::: 
,

1

. I am not aware.ofhow SAEs J 2 I 7 
are tracked in the studies I 1 

i work on, however, I do keep j 

I _ :t~~~~~~:~~~d :~-~e SAE:. · ~- J --~- _ ~ ___ _j 

llTotal __ .... .. ...... J [ ... 29 ___ _j [ _______ !QQ__ ] 

Table 9: SAE Tracker- Involvement 

14. Do you feel the attached SAE Tracker addresses all aspects necessary for SAE 

tracking? 

rl c .. ~ .. .Response - -·· =:J I Frequency J I Percent I 
[ Strongly Agree= 1 .=:J[ 4 :JC: 14 I 
I' SomewhatAgree=2 -~L 15 __ _j[ 52 I 
,I N~ Qp~<>_f:! __ = 3 I [ ______ 1 ______ __j I --- 3 J 
II ~~mew~at Disagree = 4 .J L 7 _j [ 24 ~ 
IL~!!OJ!g!y~!?i~~~-~-~--------.1 [ --~--2 -~--~·--.JL.~. ... 7 __ _] 

II :o~l ~--· · .. ~- ------ -· ·· ·- JL .. -2~---· ___ __ ...l l ··--- -- 1~- ---···-· -J 
Table 10: SAE Tracker - Address Necessary Information 

(n=29, mean=2.59, sd=1.21) 
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15. If you don't find that the SAE Tracker addresses all aspects necessary for SAE 

tracking, please briefly list any category headings you would like to see. The 

following summarized information was provided: 

> Ten respondents suggested the following headings, "date reported to IRB" and 

"date reported to other investigators" 

> Three respondents suggested that a column be added to note what CRFs and 

source documents were sent into the data management company 

> One respondent suggested that a column be added for "medical monitor/nurse 

review/CEC status." This same respondent suggested a comment box to be built 

into the tracker. 

> One respondent suggested that a column be added for "MedWatch number." 

};;;> One respondent suggested an additional column for "time required to complete 

and justify billing accordingly." 

};;;> One respondent stated that the column heading "date noted by site," might need to 

be revised to state, "date site became aware of the event." This same respondent 

suggested that after the column "date of initial contact to sponsor" there should be 

a column for "date of initial contact to the IRB." In addition, this respondent 

suggested an additional column to reference a major adverse cardiovascular 

events (MACE) or endpoint. 
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16. Do you find the attached SAE Tracker user-friendly? 

!L ResJ!onse _jl Fregu~ncy JL Percent J 
ts_trongly Agree = i 

II 
13 

II 
45 

I 
II Somewhat Agree = 2 

II 
16 

II 
55 

I 
II No Opinion= 3 .JI 0 ] [ 0 J 
II Somewhat Disagree = 4 

II 
0 Jl 0 

I 
II Strongly Disagree_= 5 II 0 __jl 0 

I 
![Total JL 29 IL 100 

I -

Table 11: SAE Tracker - User-Friendly 

(n=29, mean=l.55, sd=0.51) 

17.1fyou don't find the SAE Tracker user-friendly, please provide a brief answer as 

to why. The following summarized information was provided: 

};;> One respondent stated, "The user-friendliness and the usefulness of the tracker 

could be improved by considering the different roles of the people who may be 

using the tracker by simply increasing its sorting/comparing potential." 

};;> One respondent was concerned with the potential risk of having someone 

accidentally erase, move, or change information that they did not intend to have 

removed because of their novice abilities with working in Excel, etc. This 

respondent was also concerned with the factthat this tracker could potentially be 

"huge" if an entire monitoring team had sharing rights to it. 
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18. Would you support standardization of the attached SAE tracker at Company A? 

I 
Res~onse 

II 
Fr~uency 

I 
Percent 

I I Strongly Agree = 1 

II 
. 13 45 

I 
I Somewhat Agr~e -~ 2 II 

14 I 48 J 
I No Opinion = 3 Jl 2 Jl 7 

I 
[ So~ewhat ~isagree _= 4 II 

0 ] [ 0 

I 
------------~-~----~ngly Disagree= 5 _ _jL ____ ~_]L 0 

J 
I Total 

Jl 
29 

II 
100 

I 
Table 12: SAE Tracker- Standardization 

19. If you do not support standardization of the attached SAE Tracker, briefly 

discuss as to why. The following summarized information was provided. 

~ One respondent stated that a standardized SAE Tracker wouldn't be necessary if a 

client provided a SAE tracker of their own (unnecessary to have two trackers 

tracking the same information). 

~ One respondent stated that he/she did not support standardization of this tracker 

unless the tracker allows the flexibility to address the various needs of the study 

team. 

~ One respondent stated that this tracker would be better suited to be completed by 

· the data management company. 
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INFORMED CONSENT DOCUMENT TRACKER (Appendix F) 

20. What has your involvement been in tracking Informed Consents? 

JL Response I I!==~F~re~g~ue~n~cy~=ll l Percent ~ 
J I am actively involved in I 24 Jl:==:=~ ~~ ~~ ~~ ~=8:3 :::=J: tracking informed consents in 

the studies I work on. = 1 

The studies I work on do 4 14 
I track informed consents, 

however I am not responsible 
for specifically keeping track I 
ofthem. =2 _ 

:====:===::::=; 
I am not aware of how I 0 I 0 I 
informed consents are ~ 
tracked in the studies I wor_k · 
on.=3 _ _ 

,:========~:=====~:======~ 

I 

I 
I am not aware of how I 1 3 
informed consents are 

! tracked in the studies I work 
1 

1_, on, however, I do keep a 
personal record of my 

I informed consents at my 

! --~!t~~-~-:- ~ - --- -- --------- , ----
I I I 
.i ------------------- ________________ j 

'L 29 '\ -- J .. J 
100 I 

_j r ·_ml - -
Table 13: Informed Consent Document Tracker- Involvement 

21. Do you feel the attached Informed Consent Document Tracker addresses all 

aspects necessary for informed consent tracking? 

Table 14: Informed Consent Document Tracker- Addresses Necessary Information 

(n=28, mean=2.11, sd=1.29) *One Blank Answer 
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ll. If you don't find that the Informed Consent Document Tracker addresses all 

aspects necessary for Informed Consent tracking, please briefly list any category 

headings you would like to see. The following summarized information was 

provided. 

)> One respondent suggested that the date of the subject's last visit be added as a 

heading (helpful in the case that a subject has been terminated from the study, so 

as to not be looking for signed versions unnecessarily). 

)> One respondent suggested that "IRB approval date" and/or "IRB assigned 

numbers for the ICF" be added as a heading. 

)> One respondent suggested that "versions" of this form could be used in order to 

accommodate multiple ICF amendments. 

)> Three respondents stated that a yes or no column for "consent executed properly'' 

be added to the tracker. 

23. Do you find the attached Informed Consent Tracker user-friendly? 

- - ·-- -.·--- ···- --- -·-- ·-· - - -- -----
[j~-~----_ . _ ~es.eonse ____ _______ _jL ___ , FreQuenc~ ll Percent _j 
/[ Strol_l_g!r ~S!~~ = 1 ______ . .J L . ________ !_~ ______ _] [ 52 _j --
II So_!llewhat Agree= 2 _ _J 9 J! 31 I 
IL N? Opinion= 3 _ .. JL 2 _jL 7 J 
![Somewhat DisaS!ee = 4__j[ 1 Jl 3 I 
11. Stron~ly ~~s~S!ee = _? . __ J L _______ 2 _____ _J [ 7 _j -
I Tota_l _ _ __ . .. ___ __ II_ 29 ] [ 100 I -·-

Table 15: Informed Consent Document Tracker- User-Friendly 

(n=29, mean=1.83, sd=1.17) 
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24.1fyou don't find the Informed Consent Document Tracker user.;friendly, please 

provide a brief answer as to why. The following summarized information was 

provided. 

};> One respondent stated that a column denoting the date the patient signed the ICF 

would make this tracker more user-friendly. 

};> One respondent suggested tracking a single version (instead of all versions) of the 

consent form (date of signature, y/n column for any issues noted, and comment 

section for how issues were addressed and corrected). 

};> One respondent suggested that a spreadsheet format might make this tracker more 

user-friendly. 

25. Would you support standardization of the following Informed Consent 

Document Tracker at Company A? 

rr·------------ ~I 
1
j ___ _ Resl'lonse - _ _j [ Fregue~ Percent _j 
ll_§_trong!i' A~~~_}_ ___ _j I __ 19 Jl 65 I 

J 

jl Som~~hat Agr~~-~-2 ___ ___j l _ £ ____ 11 ·- 21 _j ---
![ N~_Qpinion = L _________________ JL .. 2 __ J L 7 I 
I L_somew~t D!~~~ = !._ _____ _! [ __ ___1 ___ ___ ] [ ____ 7 _______ ] 

1 

[ Stron_g!~ Disagree_= 5 __ . I L 0 J L ______ _!> ______ _j 
--

[ Total . . __ ]L _ 29 lL 100 J --

Table 16: Informed Consent Document Tracker- Standardization 

(n=29, mean=l.55, sd=0.91) 

26. If you do not support standardization of the attached Informed Consent 

Document Tracker, briefly discuss as to why. The following summarized 

information was provided. 
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)- One respondent stated that a standardized Informed Consent Tracker wouldn't be 

necessary if a client provided an ICF tracker of their own (unnecessary to have 

two trackers tracking the same information). 

IRB APPROVAL HISOTRY LOG (Appendix G) 

27. At the sites you monitor, d.o you find that keeping track of the site-specific 

current protocol version and corresponding amendments is challenging? 

II Res11onse II Freguenc;x II Percent J 
I Strongl~ Agree = 1 II 10 II 37 I 
·I Somewhat Agree = 2 II 13 II 48 I -
II No Opinion= 3 _j l 2 II 7 I 
I Somewhat Disagree = 4 Jl 1 - _JI 4 I 
I Stron~l~ Disagree = 5 . _jL 1 _ _j l 4 I 
1 ~~tal . ____ _j [ 27* Jl 100 I -

Table 17: IRB Approval History Log- Tracking 

(n=27, mean=1.89, sd=0.97) *Two Blank Answers 

28. Do you feel the attached IRB Approval History Log addresses all aspects 

necessary for documenting the IRB approval history? 

-·~- -· - --~~ ----·~ ·- --·-----------r··-- -
Response J[ Freguency !~ent J ![ 

----------~--------- -· 
. [ J I[_ StronglyAgr~e = ~- . ll 13 . 45 _ ____ ___j 

J [~omewhatAgree = 2_ Jl 11 II 38 1 

l ~o0pinion=3 _ IL 0 II 0 I -

I Somewhat Disagree = 4 IL 3 _jl 10 _j 
-

_________ ] [_ __ 2 __ _j I I Strongly ~isagree = 5_ 7 _j 
!1 !<!~1 _ .. __ .. __ . - -·-

- __ I [ _________ ~ ___ _j [ _ _!QQ__J 
Table 18: IRB Approval History Log- Addresses Necessary Information 

(n=29, mean 1.97, sd=1.24) 
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29. If you don't find that the IRB Approval History Log addresses all aspects 

necessary for documenting IRB approval history, please brieOy list any category 

headings you would Hke to see. The following summarized information was 

provided. 

);;;> One respondent stated that an additional heading for ''policy/requirements for 

reconsenting'' be added. 

);;;> One respondent suggested· a category heading such as "comments" for 

miscellaneous information (patient information card, etc). 

);;;> One respondent stated that this tracker is "invaluable," however he/she expressed 

concerned over the possibility of this tracker overwhelming monitors, and 

therefore suggested a more simplified version. 

);;;> One respondent stated that a column heading for "version number" be added, 

because some IRBs track ICF versions by version numbers only (not by the 

approval date). 

);;;> Four respondents suggested a heading for the "expiration date." 

);;;> Two respondents suggested limiting the tracking to protocols, ICFs, and HIPP A 

documents only. As an alternative to the previous suggestion, the respondent also 

suggested modifying the tracker to include all types of IRB approvals. 
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30. Do you find the attached IRB Approval History Log user-friendly? 

[ ResRonse II Freguenc~ II Percent l 
I Strongl;¥: Agree = 1 IL 16 II 55 I 
I Somewhat Agree _= 2 II 11 _ _jL 38 _j 
I No Opinion= ? _j l 0 ll 0 I 
I Somewhat Disagree = 4 II 0 II 0 I 
I Strongli Disagree = 5 II . 2 II 7 I 
I Total __ j l 29 II 100 J 

Table 19: IRB Approval History Log- User-Friendly 

{n=29, mean=l.66, sd=l.04) 

31. If you don't find the IRB Approval History Log user-friendly, please provide a 

brief answer as to why. The following summarized information was provided. 

)> One respondent suggested that only the most necessary information should be 

captured on the IRB approval history log, and therefore the tracker would 

incorporate less columns. The same respondent also suggested a column for 

amendments/modifications, in addition to a larger "comments" column. 

32. Would you support standardization of the following IRB Approval History Log 

at Company A? 

G------- ·--------·- - -·-

IL __ ___ Response __j l Freguency=:J:=L=·===Pe=:r=:ce=:n::::t =~] 
illiongly Agree= 1 ] [ 14 _]~[ =-==5=2====::::;1 

I[ Somewhat Agree= 2 ] I 8 I ~L=-==3=0===:::;:::::;1 
j[ NoOpinion=3 JL 1 I ~L====4=== 
l l-~-~~~~_Q!~~-S£~1?-~-~-------J L ______ _Q_ ____ _j ;:::L-=. =-==o===--=J 
!I. ~!f'?ngli J?.i~~re_~ =§ _____________ _j L _____ ~ __ ___________ j ;:::[ = ---=· ·= =1=4===J 

I L!~l!l!_ -- ---- ----- ----- ----- --- -- -IL_ 27* .JL..... 100_ -- --- --

Table 20: IRB Approval History Log - Standardization 

(n=27, mean=l.96, sd=l.40) 

*Two Blank Answers 
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33. If you do not support standardization of the attached IRB Approval History 

Log, briefly discuss as to why. The following summarized information was 

provided. 

)> One respondent stated that the information captured on the ICF log and the IRB 

history log could be combined into one document. 

)> One respondent stated that this information is already being tracked in TrialWorks 

and therefore monitors shouldn't spend their time creating "duplicate work." 

34. Of the following five tracking tools, which one would you say ranks at the top of 

your list as a tool you feel would make your monitoring experience more successful? 

r::: -i(--- Response ] [ Freauency - j [ Percent I 

II
' Informed Consent Document -~I L 8 j I 28 j 
1 Tracker= 1 _ _ ~ ;=.:- ===:===~ :=-====:==== 

llt:_~ID~~:~=~-J 3 . j [ ___ 10 ----' 

:L~-~~~~~~~~~:_: ~-- ____ .J L_ --- --~ ----~ l_ 17- ---~ 
IL~:~~-Is~ue~~=~:Jl _____ ~ _____ j [ ____ ~ ____ j 
1 l- ~~~:~::_~ ________ __l l _________ 

3 
______ _lL 

10
- ~ 

I[ Total _ __ __ _] [ . __ 29 ]L_~o _ _j 
Table 21: Ranking ofFive Tracking Tools (top) 

35. Of the following five tracking tools, which one would you say ranks at the 

bottom of your list as a tool you feel would make your monitoring experience more 

successful? 

58 



![___ i~s~onse II Fr~uency JL __ Percent I 
_j 

II Informed Consent Document _j [ 5 - .. ll 17 _j , Tracker= 1 II ;rotocol Deviation Tracker= IL --9------· 

II 
31 

I 
I IRB Approval Log = 3 

II 
11 _jl 38 

I 
I ~tstanding Issues Tracker = 

II 
3 

II 
10 J 

I SAE Tracker= 5 
II 

1 

II 
4 

J 
I Total 

II 
29 Jl 100 

J -

Table 22: Ranking of Five Tracking Tools (bottom 

36. Do you feel adequately equipped to successfully track all aspects of your study 

with the above-mentioned standardized site tools and TrialWorks? 

Table 23: Adequately Equipped 

(n=27, mean=l.96, sd=1.19) 

*Two Blank Answers 

37.1fyou do not feel adequately equipped to successfully track all aspects of your 

study with the above-mentioned standardized site tools and TrialWorks, please 

indicate as to why. The following summarized information was provided. 
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> One respondent stated that "special" trackers could be made to supplement the 

above mentioned tools for tracking if the occasion arose, because successful 

tracking is largely dependent upon the study, the sponsor, and the CRO; in 

addition to, what work has been contracted to Company A to perform. 

> One respondent stated that documentation of IRB reporting of adverse events and 

protocol deviations are not covered by a specific tracker nor in TrialWorks. It 

may be tracked in the outstanding items tracker but the items tracker content is 

mostly dependent on the detail and effectiveness of the site monitor and the 

monitoring visit report (MVR). Thorough follow-up and investigation of on­

going reporting of events and deviations to the IRB is currently a weakness seen 

at Company A. Additionally this respondent stated, "tracking of training of site 

personnel is not covered here, and when questions arise it is often difficult to 

identify previous training, follow-up on compliance issues, and dates of study 

activity." 

> One respondent expressed concern over CRF tracking being omitted from this list, 

however otherwise the tools mentioned were satisfactory. 

38. Please provide any additional comments you may have pertaining to the 

attached tracking documents and/or the standardization of these documents. 

The following summarized information was provided. 

> Two respondents stated that Company A should have standardized trackers and 

templates for all essential study tracking. In addition, both parties mentioned that 
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if modifications needed to be made based upon a specific study, they should be 

allowed to do so. 

)> Two respondents stated that standardization was "paramount" to a successful 

study, however, neither respondent felt that trackers should be "mandated. 

)> One respondent stated, "using Company A's standardized tracking tools would 

increase efficiency of CRAre-assignment of sites." 

)> One respondent stated that all the above-mentioned trackers would be useful as 

long as the "client did not have a requirement for the same information to be 

documented on their own tracker." 

)> One respondent expressed the following concerns, ''that the excel trackers 

(outstanding issues, PDs, SAEs) will get to be huge spreadsheets for study-wide 

tracking, and if you have an entire monitoring team who has access to these 

trackers, you may be taking a risk that someone accidentally 

erases/moves/changes information on this large tracker." This respondent also 

expressed concern over the amount of remote monitoring time that would be spent 

completing these trackers, if the following trackers were introduced to the 

monitoring teams across all studies. 
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39. Which of the following statements best describes your current mental condition 

after filling out this questionnaire? 

l ~c====~====R~e~sp~o~m~e~====~l ~l ==~F~re~q~ue~n~cy~~~ ~~=====p=~~ce=n=t====~J 
I Pleasant ... in fact, you are 17 I 58 I 
1 surprised at how a 

I 
questionnaire of this nature is 

· ~~=ac=_tua~lly~"r=efr=e=shin=·=~= . .'='===l==~~=====7====~~======7=====~ 
II, Anger ... a small volcano is 0 Jll 0 I 

beginning to erupt, however, 
1 you feel "in-control" of these 

feelings!!!! = 2 :======:::;::::==~ 
Laughter .. .it is gut-wrenching 4 I 14 I 

I laughter that closely 

~ ~~=~=~=mb==le=s=hy=s=te=ri=a.======~~==========~~ ~====~~====·~ 1 
I Comatose ... even here you IL 6 Jl i 1 J 
i ::~=~! !o have the will ! 
!_ ______________ _j ---------- ~=-==:.::===; 

l ;~;;;:;~~;~!;L;;:_JL__ -~ ________ j [ ________ 7 
_· ____ _] 

I L'!o~l _ _ __ _ _____________ :=IL_ ~9 _ ____ _ JL 1oo _J 
Table 24: Current Mental Condition 
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H. Discussion 

Questionnaire #1 was sent to 34 clinical operations employees at Company A. A 

team of 2 clinical directors, in addition to, two in-house clinical research associates 

designed this questionnaire. As previously discussed in the materials and methods 

section, this questionnaire was designed to assess employees' global views of clinical 

trial progress tracking. Questionnaire #1 yielded a 35% response rate, which was noted 

by the design team as lower than expected. However, as the limitation section stated, a 

35% response rate was deemed adequate given the global nature of information collected. 

Refer to Appendix H for an exhaustive list of responses to Questionnaire #I. 

When employees were polled about the types oftrackers they were currently 

using, more than 30 examples of different trial progress trackers ranging from informed 

consent document trackers to living document trackers were mentioned. The intent of 

this question was to get a very general idea of the types of trackers employees at 

Company A were accustomed to using. 

The design group implemented the question, "What pieces of information do you 

find are essential for tracking irt your study," in order to obtain a greater understanding of 

the types of information that would require the most successful tracking methods. 

Streamlining and perfecting the tracking tools for capturing the most relevant information 

should be a primary endpoint in successfully tracking the progress of any trial. 
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When employees were asked about their satisfaction with the current trial 

progress tracking tools, 66.7% of the respondents answered "yes," and the remaining 

respondents (33.3%) answered "no." Of the respondents who answered "no," we asked 

them to provide us with information that would further assist us in understanding what 

integral pieces of information were not currently being captured underneath the umbrella 

of trial progress tools provided to them. Four respondents expressed their findings, 

which have been summarized in the results section. 

Many of the field monitors have trial progress tracking tools that they have used 

from previous studies, previous employers, in addition to ones that they have designed 

themselves. Employees were asked to provide names of the tracking tools they felt might 

be useful for other projects within Company A. This question was implemented to allow 

for trackers that had been designed and/or used outside the Company, or used primarily 

within one study, to be considered for possible usage and standardization within 

Company A or shared between studies. 

In the initial discussions by the design team, moving Company A towards more 

standardized trial progress tracking tools, across all studies, was the direction of interest. 

As a result, employees were polled of their general opinion of having standardized trial 

progress trackers for all studies conducted at Company A. Open-ended questions were 

implemented into the design of the questionnaires (primarily Questionnaire #1). This 

format of "surveying" the employees did not yield results which were numerical in 

nature, but instead results identified "trends" in the answers of the responses interpreted. 

The following trends were noted: many of the respondents who were supportive of 
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standardization suggested that documents being standardized also offer an element of 

flexibility. No two studies are the same, and therefore offering one document across all 

studies, without the option of"customizing," was definitely noted among a majority of 

the respondents as a downfall to standardization. In addition, those who wholly 

supported standardization felt a general need for Company A to move in this direction in 

order to streamline cumbersome processes and more efficiently track essential pieces of 

information. Based on these findings, Company A should move forward in their goal of 

creating tailored, yet flexible, standardized trial progress tracking tools for all applicable 

studies. 

Based on the results received back from Questionnaire #1, Questionnaire #2 was 

designed. The underlying principle governing the choice of tracking tools included 

within the questionnaire, and therefore the questions implemented into the questionnaire, 

was the goal to survey the employees regarding standardization of a selection of trial 

progress tracking documents at Company A. The following trackers were chosen by the 

design team as the top five trial progress tracking tools that would potentially be good 

candidates for standardization: Outstanding Issues Tracker, Protocol Deviation Tracker, 

Serious Adverse Events (SAE) Tracker, Informed Consent Document Tracker, and the 

IRB Approval History Log. The questionnaire was designed to capture the unique 

aspects of each tracker, in addition to gathering a general understanding of the tracker. 

When employees were asked if the Outstanding Issues Tracker would accurately 

assist in the management of their sites, approximately 66% agreed, 31% somewhat 
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agreed and 3% somewhat disagreed. This suggests that the majority of the monitors view 

this tracker as an essential tool for successfully tracking the progress of their sites. 

To better understand the usefulness ofthis tracker, the design team evaluated how 

frequent this document was being accessed; approximately 4% said they used the tracker 

everyday, 48% said that they used the tracker once a week, 10% said they used the 

tracker every 3 weeks, 35% said they used the tracker every 4-6 weeks, and 4% said they 

don't use the tracker at all. These findings reinforced the team's previous understandings 

of how frequent this document was being accessed. 

· Standardizing a document that not only captures the essential pieces of 

information in a study, but also provides a format in which the user is comfortable and 

able to easily navigate through, are essential pieces of information to capture before 

implementing standardization. When employees were asked about the user-friendliness 

ofthe Outstanding Issues Tracker, approximately 52% strongly agreed, 31% somewhat 

agreed, 3% had no opinion, and 14% somewhat agreed. These findings suggest that at 

least 83% of the respondents felt that this particular "version" of the Outstanding Issues 

Tracker was user-friendly. A few comments were suggested how the tracker could be 

more user-friendly however; in light of such acceptance of the tracker I would be hesitant 

to incorporate too many changes into this version. 

Employees were asked if this tracker would provide an added benefit to 

successful monitoring; approximately 54% strongly agree, 39% agree, 4% have no 

opinion, and 4% somewhat disagree. Results continue to suggest (93%) that this tracker 
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is a tool that is essential for successful trial progress documentation and tracking, and 

would be an advantageous resource as a standardized tool at Company A. 

The second tracker evaluated was the Protocol Deviation Tracker. In order for the 

team to gain a better understanding of the employees' attitudes and opinions of the 

tracker, the questionnaire addressed the following areas of interest: involvement in 

protocol deviation tracking, whether the tracker was all-encompassing, the necessity of 

adding additional headings, the tracker's user-friendliness, and standardization of the 

tracker at Company A. Approximately 57% of the employees at Company A are actively 

involved in tracking protocol deviations in the study, 29% of the employees are not 

directly involved in protocol deviations but know that protocol deviations are tracked, 4% 

are not aware of how protocol deviations are tracked; and 11% are not aware of how 

protocol deviations are tracked within their study, but keep a personal log of their own. 

These findings suggest that a majority of the employees polled (57%) have a direct 

involvement with protocol deviation tracking, and therefore would potentially benefit 

from having this tracker made available to them in a more standardized format. 

Employees were also asked if the respective protocol deviation tracker was all 

encompassing and addressed their protocol deviation tracking needs. Approximately 

32% strongly agreed, 57% of the somewhat agreed, and 11% somewhat disagreed. It is 

apparent that a majority of employees expressed approval of the protocol deviation 

tracker (89%) for addressing their protocol deviation needs. These findings continue to 

suggest that the respective protocol deviation tracker is a useful tool for tracking protocol 

deviations, and therefore could p be a good candidate for standardization. 
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Modifications to the protocol deviation tracker were revealed by the employees as 

to enhance the value of the protocol deviation tracker. The following additional column 

headings were requested by employees at Company A: inclusion/exclusion deviations, 

protocol deviations listed on data management report, PI signed off on protocol deviation, 

and IRB Response. Respondents voiced their opinions on adding additional column 

headings, and therefore it is suggested that Company A seriously take into consideration 

the idea of reconstructing a new protocol deviation tracker which would include a revised 

listing of column headings. 

The user-friendliness of the protocol deviation tracker was also polled. 

Approximately 43% of the employees strongly agreed that the tracker was user-friendly, 

46% of the employees somewhat agree, 7% had no opinion, and 4% somewhat disagreed. 

The protocol deviation tracker was found user-friendly by more than 85% of the 

employees at Company A. The following modifications were requested by the 

respondents: adding a description section, in addition to, a section that would provide 

information stating where deviations were generated from (monitor or Data Management 

Company). These finding suggest that the user-friendliness ofthis document is not in 

question; however, a few revisions to the overall structure of the document will need to 

be considered before it would be a good candidate for standardization. 

Employees were also asked whether they supported standardization of the 

Protocol Deviation Tracker at Company A. Approximately 31% strongly agreed, 66% 

somewhat agreed, and 4% somewhat disagreed. Employees are in favor of 

standardization (97%) of this document at Company A. However, employees also 
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expressed their concerns with standardization. Employees expressed that a document 

being standardized must allow for some "flexibility'' to be built into the tracker to allow 

for study specific differences, otherwise standardization was not a beneficial option for 

them. 

The third tracker evaluated was the Serious Adverse Event (SAE) Tracker. In 

order to get a better understanding of the employees' attitudes and opinions of the 

tracker, the questionnaire addressed the following: involvement in SAE tracking, whether 

the tracker was all-encompassing, the tracker's user-friendliness, standardization of the 

tracker at Company A, and additional comments/concerns by the employees. 

Approximately 62% of the employees polled at Company A are actively involved 

in tracking SAEs in the studies they work on, 24% are not responsible for SAE tracking 

but understand that SAEs are tracked in their studies, 7% are not aware of how SAEs are 

tracked; and 7% are not aware of how SAEs are tracked in the studies they work on, but 

they keep a personal record for their own piece of mind. These findings suggest that the 

SAE tracking tool may potentially be a good candidate for Company A to standardize, 

especially if 62% of the employees are "actively'' involved in tracking SAEs. 

Employees were also asked if they felt that the SAE Tracker addressed all aspects 

necessary for SAE tracking. Approximately 14% strongly agreed, 52% somewhat 

agreed, 4% had no opinion, 24% somewhat disagreed, and 7% strongly disagreed. Many 

"suggestions" were expressed by employees (see the results section), who responded 

back to the questionnaire in reference to the general design of the tracker. Even with a 

total of 66% of the employees expressing agreement that the SAE Tracker addressed all 
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aspects necessary for SAE tracking, it is suggested that Company A proceed with caution 

when they discuss standardization of this document. Having 24% of the respondents 

express that they somewhat disagree with this tracker addressing all aspects necessary for 

SAE tracking, in addition to, the lengthy list of changes requested by the employees; it 

would be to Company A's best interest to restructure this document and seek further 

clarification by the employees as to their SAE tracking needs before standardization of 

this document occurs. 

Employees were also poled as to their opinion of the user-friendliness of the SAE 

Tracker. Approximately 45% strongly agreed that this version of the SAE tracker was 

user-friendly and 55% somewhat agreed. A few additional comments were submitted by 

respondents, but these comments didn't necessarily address the user-friendliness of the 

document. These findings suggest that all employees polled found this document to be 

user-friendly, and a similar format should be instituted into future versions of a revised 

SAE Tracker. 

Employees were also asked whether or not they supported standardization of the 

attached SAE Tracker. Approximately 45% strongly agreed, 48% somewhat agreed, and 

7% had no opinion. These results indicate that standardization of a SAE tracker within 

Company A would be received very successfully, however considerable revision of the 

respective SAE tracker would first need to be implemented. 

The fourth tracker evaluated was the Informed Consent Document Tracker. In 

order to gain a better understanding of the employees' attitudes and opinions of the 

tracker, as with the previous trackers, the questionnaire addressed the following: 
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involvement in Informed Consent Document tracking, whether the tracker was all­

encompassing, if additional headings were needed, the tracker's user-friendliness, and 

standardization of the tracker at Company A. 

Involvement of the Informed Consent Document Tracker by employees at 

Company A revealed the following: approximately 83% of the employees are actively 

involved in tracking informed consent documents in the studies they work on; 14% 

understand that informed consent documents are tracked, but they are not specifically 

responsible for tracking them; and 3% are unaware of how informed consent documents 

are tracked in their studies, but themselves keep a personal record of all the informed 

consents at their sites. These findings suggest that a majority of the employees that work 

at Company A track informed consents on a regular basis (97%). Because such a high 

number of employees track informed consent documents, capturing this type of 

information in a clear, concise, and efficient manner must be seen as vital to successful 

site management at Company A. In addition, standardizing a document which captures 

information that 97% of the employees at Company A are tracking, would allow for a 

more unified approach to tracking informed consent documents at Company A, and 

therefore streamline practices between studies. 

When employees were asked if the Informed Consent Document Tracker 

addressed all aspects necessary for informed consent document tracking, approximately 

39% strongly agreed, 39% somewhat agreed, 14% somewhat disagreed, and 7% strongly 

disagreed. Some employees also suggested that the following column headings be 

implemented into the design of the Informed Consent Document Tracker: subject's last 
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visit date, IRB approval date, consent executed properly; and one respondent requested 

that ''versions' of this form could be used in order to accommodate multiple ICF 

amendments. Based on these findings, the majority of the employees polled, agreed 

(78%) that the Informed Consent Document Tracker addressed the necessary information 

for tracking informed consents. However, given that 21% of the employees disagreed 

with this statement, I would advise Company A to use the suggestions provided by the 

employees to modify the Informed Consent Tracker before standardization of the 

document takes place. 

Employees were also asked whether or not they felt that the Informed Consent 

Doctnnent Tracker was user-friendly, approximately 66% of the employees strongly 

agreed, 21% of the employees somewhat agreed, 7% had no opinion, and 7% somewhat 

disagreed. The results unequivocally suggest (87%) that the Informed Consent 

Document Tracker was presented in a very user-friendly format. Company A should use 

a similar format if they anticipate revising the current version of the Informed Consent 

Document Tracker with the above-mentioned additions. 

When employees were asked if they supported standardization of the Informed 

Consent Document Tracker provided to them in the questionnaire, the following results 

were obtained: approximately 66% of the respondents strongly agreed with standardizing 

this document, 21 % somewhat agreed, 7% had no opinion, and 7% somewhat disagreed. 

These findings strongly indicate that employees at Company A would definitely be in 

favor of standardizing the Informed Consent Document Tracker across studies (87% ), 

and doing so would aid in successful management of their sites. 
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The fifth tracker evaluated was the Institutional Review Board (IRB) Approval 

History Log. As with the previous four trackers, understanding the employees' attitudes 

and opinions of the IRB Approval History Log was obtained from querying employees 

about whether or not the log addressed all aspects necessary for documenting the IRB 

approval history, if keeping track of protocol versions/amendments is a challenge at their 

sites, the tracker's user-friendliness, and standardization of the tracker at Company A. 

When employees were asked ifkeeping track of site-specific current protocol 

versions and corresponding amendments was challenging at their sites, the following 

results were obtained: approximately 35% of the employees said that they strongly 

agreed that this task was challenging, 45% somewhat agreed, 7% had no opinion, 4% 

somewhat disagreed, and 4% strongly disagreed. These results suggest that 75% ofthe 

employees at Company A found tracking site-specific current protocol versions and 

amendments challenging at their sites, and therefore establishes a definite need for 

Company A to provide resources in which to assist with remedying this problem. In 

order to do so, it may be to Company A's benefit to provide a standardized trial progress 

tracking tool such as the IRB Approval History Log. 

The employees were also asked if the IRB Approval History Log provided to 

them addressed all aspects necessary for documenting the IRB approval history. 

Approximately, 45% strongly agreed with the above-mentioned statement, 38% 

somewhat agreed, 10% somewhat disagreed, and 7% strongly disagreed. The following 

comments were mentioned by 10 employees as suggested category headings to be added 

to the tracker: policy/requirements for reconsenting, comments, version number, and the 
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expiration date of the consent form. Even with 83% of the employees agreeing that the 

1RB Approval Log provided the necessary information for documenting the IRB approval 

history, I would also suggest that Company A take into account the suggested column 
I 

headings. This question also received many comments from those respondents who felt 

that this was a great tracker. It would be to Company A's advantage to revise the current 

version of the IRB Approval Log with the additional column headings, thereafter pole 

employees again regarding their satisfaction. 

When asked if employees found the IRB Approval History Log user friendly, 

approximately 55% strongly agreed, 38% somewhat agreed, and 7% strongly disagreed. 

These findings suggest that a majority of the employees (93%) were very satisfied with 

the user-friendly format of this Log. As previously mentioned, if Company A chooses to 

revise the current IRB Approval History Log, keeping a similar format will ensure that 

employees will be able to easily navigate through the document and capture the most 

necessary information in an efficient manner. 

Employees at Company A were also asked if they supported standardization of 

the following IRB Approval History Log at Company A. Approximately, 48% of the 

employees strongly agreed, 28% somewhat agreed, 4% had no opinion, and 14% strongly 

disagreed. Comments were mentioned in reference to standardizing this document; 

however, the results for the majority of the participants (76%) indicated that employees at 

Company A look favorable upon the idea of standardizing this document. Results also 

suggest that if the revisions (previously discussed) were implemented into the design of a 
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new IRB History Log, it is unlikely that 14% of the respondents would disagree with or 

disapprove of standardizing this document. 

Employees were asked to rank their top trial progress tracking tool from the five 

trackers that were provided to them in the questionnaire. The majority of the employees 

felt that the top trial progress tracking tool which would assist in making their monitoring 

experience more successful was the Outstanding Issues Tracker (35%), followed by the 

Informed Consent Document Tracker (28%), followed by the IRB Approval Log (17%), 

and a tie for the final position was the Protocol Deviation Tracker and the SAE Tracker 

(10%). These findings suggest that if Company A has a limited amount of time, energy, 

and/or resources dedicated to standardizing documents across studies, that specific 

attention be placed on the Outstanding Issues tracker as a priority not only for employee 

satisfaction but for streamlining successful practices as a whole. 

Employees were also asked to rank their bottom trial progress tracking tool from 

the five trackers that were provided to them in the questionnaire. Approximately, 38% of 

the employees at Company A said that the IRB Approval Log would rank at the bottom 

of their list of trackers for a tool they felt would make their monitoring experience more 

successful. Next was the Protocol Deviation Tracker with 31%, followed by the 

Informed Consent Document Tracker with 17%, followed by the Outstanding Issues 

Tracker with 10%, and lastly the SAE tracker with 4% of the votes. These findings were 

not congruent with the findings that were reported in the previous question. Due to 

anonymous responses received back from the Questionnaires, these discrepancies could 

not be further analyzed. In response, these results therefore cannot be explained without 
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a new type of investigation in order to clarify the nature of the discrepancy by the 

respondents who participated in Questionnaire #2. 

Employees were also asked if the tracking tools provided to them in the 

questionnaire, in addition to Trial Works, was sufficiently adequate to equip them to 

successfully track all aspects of their studies. Approximately 38% agreed that these tools 

did indeed allow for successful tracking of all aspects of their studies, 41% somewhat 

agreed, 7% somewhat disagreed, and 7% strongly disagreed. Of those participants who 

disagreed the following comments were provided: . one respondent stated that 

documentation of IRB reporting of events and protocol deviations are not covered by a 

specific tracker nor in Trial Works, in addition to, another respondent expressed concern 

over CRF tracking being omitted from the aforementioned list of trial progress document 

tools. These results strongly indicate that employees at Company A will feel adequately 

equipped (79%) for successful monitoring when provided with the trial progress 

document trackers and Trial Works. Therefore working to standardize the trial progress 

tracking tools, with applicable revisions, will greatly enhance a monitor's performance 

and therefore Company A's performance. · 

Employees were also asked to make additional comments they may have had in 

reference to the attached tracking documents and/or the standardization of these 

documents. All comments mentioned in this section were repetitious in nature to the 

comments provided for each specific trial progress tracking tool. 

The underlying theme built into both Questionnaire #1 and Questionnaire #2 was 

the idea of finding ideal (from the perspective of the employees and management at 
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Company A) trial progress tracking tools, which would serve as potential candidates for 

standardization across studies at CompanyA. In summary, the results indicated that ailS 

trackers could potentially serve as beneficial resources for standardization. Based on the 

criteria established by the design team in the questionnaire, all five trial progress tracking 

tools were received by the employees as being: user-friendly, addressed their needs, and 

are potential documents to be standardized at Company A. Findings suggested that all 

five trial progress tracking tools were highly received; however, even with this response 

there were suggested "revisions" provided to Company A in which to make each 

document a more successful project management tool and/or monitoring tool. 

The last question of the questionnaire was designed to gain a greater appreciation 

and understanding of the mental capacities of the employees at Company A after they had 

completed the labor and time intensive questionnaire. Approximately, 62% of the 

employees described their mental capacities after filling out the questionnaire to be 

pleasant, 21% reported feeling comatose, 14% experience laughter, and 7% had no 

comment. These fmdings suggest that the employees at Company A are more than 

generous to state that they felt pleasant after completing a questionnaire of this 

magnitude, and therefore deserve a very grateful thank you for their part 
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I. Summary 

Surrounding every project within Company A is the ever increasing environment 

of Sponsor demands. Delivering a faster, less expensive, and more novel product can 

only happen when project management is at its very best. Within the COSEAR project 

this included having clearly defmed goals, accurately "scoping" the project, and 

evaluating risk management at every phase of the project lifecycle. 

My internship experience at Company A allowed me to see first-hand the vital 

importance of successful project management skills via utilizing clinical trial progress 

tracking tools. Clinical trial progress tracking tools were a part of my everyday 

experience as an in-house CRA at Company A, and were without a doubt one of the main 

contributors to the continued success of the COSEAR project. 

Two company-wide questionnaires were disseminated to 34 clinical operations 

employees at Company A. Questionnaire #1 was developed to assess employees' global 

views of clinical trial progress tracking. Based on the results received from 

Questionnaire #1, Questionnaire #2 was designed. Questionnaire #2 surveyed 

employees' ideas and opinions regarding standardization of 5 specific trial progress 

tracking tools at Company A. The results received from Questionnaire #1 and #2 will 

assist with standardizing additional trial progress tracking tools at Company A. In 

addition, the results from both Questionnaire #1 and Questionnaire #2 indicated a large 

acceptance rate for the five proposed standardized trial progress tracking tools, however 
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some minor adjustments and an allowance for customization were noted by the 

employees polled at Company A. 
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CHAPTER ill 

INTERNSHIP EXPERIENCE 

A. Internship Site 

Company A 
Dallas, Texas 

Company A is a privately owned Contract Research Organization based out of 

Dallas, Texas. Since its inception (1993), Company A has developed into a full service, 

phase II-IV global CRO. Company A is dedicated to offering a complete range of clinical 

development and consulting services to the pharmaceutical, biotechnology, and medical 

device industries. The following extensive range of clinical services is provided by 

Company A: monitoring, auditing, consulting, training, data management, and statistical 

analysis. 

In addition, Company A offers therapeutic expertise in the following specialties: 

~ Cardiology 

~ Dermatology 

~ Endocrinology 

~ hrununology 

~ Infectious Disease 

~ Medical Imaging Technologies 

~ Nephrology 

~ Neurosurgery 
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);;> Oncology 

};;> Ophthalmology 

};;> Orthopedics 

);;> Pediatrics 

);;> Pulmonology 

};;> Rheumatology 

);;> Transplantation 

};;> Urology 

};;> Vascular 

);;> Virology 

);;> Women's Health 

Company A employs approximately seventy industry professionals nationwide. 

· The infrastructure within Company A incorporates a Business Operations and 

Finance Department, Quality Assurance and Training Department, in addition to, a 

Clinical Operations Department. The personnel within the Clinical Operations 

Department serve as the primary liaison between the services that Company A 

provides and the clientele receiving these services. My specific role within Company 

A was within the Clinical Operations Department as a Clinical Research Associate I. 

As a Clinical Research Associate I, I was intricately involved in the day-to-day 

activities of clinical trial management. 
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B. Journal Summary 

During my internship practicum I worked at Company A as a Clinical Research 

Associate I. Within Company A, a Clinical Research Associate may be more 

specifically classified as a field monitor or an in-house CRA. My respective r6le was 

as an in-house CRA. I was promptly assigned to a project which I will call COSEAR. 

COS EAR is a five-year, pivotal device (class 3) study evaluating the 

safety and efficacy of a novel drug-eluting stent as compared to a comparable 

industry-standard drug-eluting stent. As an in-house CRA I, I was responsible for 

updating and maintaining clinical trial progress trackers on a daily basis. These 

trackers included: a monitoring visit report tracker, patient enrollment trackers, a 

patient visit window tracker, status of core-laboratory trackers, CRF-status tracker, 

etc. 

In addition to working with the clinical trial progress trackers, I was also 

responsible for the COSEAR study calendar. Incorporated within this calendar was a 

comprehensive view of all COS EAR related study visits. COSEAR monitors and 

delegated sponsor representatives periodically sent me their site initiation visit and 

interim monitoring visit schedules. In tum, I was responsible for tracking this 

information on the COSEAR calendar, TrialWorks, and MVR Sponsor Submission 

Compliance Tracker. 

I was fortunate enough to have entered into the COS EAR study while site 

initiation visits were still being conducted. As a result, I was responsible for 
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contacting site coordinators in reference to scheduling a site initiation visit at their 

site. I conversed with the coordinator regarding potential dates and times, applicable 

personnel who needed to be available at the visit, facility accommodations, etc. 

On a daily basis, I worked closely with the COSEAR project manager. We were 

responsible for attending teleconferences with both the data management company 

and the Sponsor Company on a semiweekly basis. After each teleconference, I was 

responsible for preparing meeting minutes. 

During sponsor initiated deadlines, the project manager and I spent a plethora of 

time coordinating monitoring visit schedules, contacting sites, and in turn, following 

up with sites to ensure appropriate CRF submission guidelines were successfully 

followed. During these periods it was paramount that the project manager and I 

maintain open communications via teleconferences, emails, and phone calls between 

· the Sponsor Company and the data management company. 

I quickly found out that the in-house CRA position required one to wear many 

hats. A large majority of my daily activities consisted of following-up with the 

superabundance of emails that were sent to me by the data management company, the 

Sponsor Company, field monitors, and site coordinators. It wasn't unusual for me to 

follow-up with a site regarding an email request for a particular COSEAR form they 

had misplaced, send a copy of a specific regulatory document to the data management 

company, contact the sponsor related to a question prompted by a monitor on-site, 

and the list of miscellaneous requests could go on and on. 
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On a weekly basis, I received a bolus of documents (regulatory document 

checklists, data queries and device dispositions) which I was responsible to 

disseminate to the monitors before their actual visit dates. The data management 

company was responsible for sending me a comprehensive listing of all the sites that 

had submitted their screening logs for the week prior. I was delegated the task to 

contact all the sites whom had been delinquent with turning in their screening logs, in 

order to "gently'' remind them to do so next time. 

I was also responsible for ensuring that each document (site initiation reports, 

monitoring reports, regulatory documents, note-to-files, etc.) were sent to the data 

management company within 15 business days following the monitor's visit. In 

addition, I was also responsible for ensuring that copies of these documents were 

stamped and labeled correctly, inputted into Trial Works where applicable, and 

systematically filed into the COSEAR designated file folders located within central 

files. 

My experience at Company A, as an in-house Clinical Research Associate, 

provided an ideal atmosphere for fostering a greater understanding and appreciation 

for the field of clinical research. My internship practicum allowed me to take what I 

had learned in the classroom setting, and apply it in a "real" life manner to the day-to­

day world of clinical research. In conclusion, my internship practicum at Company A 

was an invaluable experience that I will deeply treasure and gleam from as I work 

towards a future in clinical research management. 
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APPENDIX A 

Tracking Tools Part I 

(Please see attached) 
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Tracking Tools, Part I 

1. What are the trackers you currently use for documenting the progress of your 

,..2._W_h_a_t...._ie_c_e_s_o_f_in_fi..;.o_rm......;a.;..ti..;.o.;;;.n..;.d..;.o...K...;...;.;...;fi;.;;.;m;;;.d;.;....;.;;a;;..re.;...;.;essential for tracking in your study? 

3. Are you satisfied with the trackers you now have available for your use? If not, 
what types of information are you not able to capture on the current trial progress 
trackers 

4. Have you designed any trackers for documenting the progress of your study (s) 
that you think might be useful for other projects? These may be trackers you 

.... .,,"~ 11" use or have used before. 
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5. What is your opinion on having standardized trial progress trackers for all 
studies conducted at A? 

Remember: If you do not desire to remain anonymous, please send examples of your 
tracker(s) to jkurschn@hsc.unt.edu. If you would like to remain anonymous please 
print out a copy of your tracker(s) and put it in my Company A mailbox. Thank 
you! 
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APPENDIXB 

Tracking Tools Part IT 

(Please see attached) 
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Tracking Tools, Part II 

Outstanding Issues Tracker 

1. The attached Outstanding Issues Tracker is a Project Management tracking tool 
that is also an excellent CRA resource. Do you feel that this tracker will accurately 
assist in the management of the site? 
0 Strongly Agree 
0 Somewhat Agree 
0 NoOpinion 
0 Somewhat Disagree 
0 Strongly Disagree 

2. How frequently would you reference this Outstanding Issues Tracker? 

C· EveryDay 
0 OnceaWeek 

C· Every 2 Weeks 

C . Every 4-6 Weeks 

C Never 

3. Do you find the attached Outstanding Issues Tracker user-friendly? 

C Strongly Agree 
0 Somewhat Agree 

C No Opinion 
0 Somewhat Disagree 
0 Strongly Disagree 

4. If you don't fmd the Outstanding Issues Tracker user-friendly, please provide a 
brief answer as to why in the box provided below: 
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5. Would you say that this Outstanding Issues Tracker would provide an added 
benefit to successful monitoring? 
0 Strongly Agree 
0 Somewhat Agree 
0 No Opinion 
0 ' Somewhat Disagree 
0 Strongly Disagree 

Protocol Deviation Tracker 

6. What has your involvement been in tracking Protocol Deviations? 

C< I am actively involved in tracking protocol deviations in the studies I work on. 
0 The studies I work on do track protocol deviations, however I am not responsible for 
specifically keeping track of them. 

C· I am not aware of how protocol deviations are tracked in the studies I work on. 

C· I am not aware of how protocol deviations are tracked in the studies I work on, 
however, I do keep a personal record of the protocol deviations at my sites. 

7. Do you feel the following Protocol Deviation Tracker addresses all aspects 
necessary for protocol deviation tracking? 

n Strongly Agree 
0 Somewhat Agree 

C No Opinion 

C, Somewhat Disagree 
0 Strongly Disagree 

8. If you don't find that the Protocol Deviation Tracker addresses all aspects 
necessary for protocol deviation tracking, please briefly list any category headings 
you would like to see in the box provided below: 
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9. Do you find this Protocol Deviation Tracker user-friendly? 
0 Strongly Agree 
C• Somewhat Agree 
0 No Opinion 
0 Somewhat Disagree 
0 Strongly Disagree 

10. If you don't find the Protocol Deviation Tracker user-friendly, please provide a 
brief answer as to in the box below: 

11. Would you support standardization of the attached Protocol Deviation Tracker 
at Company A? 
0 Strongly Agree 

C· Somewhat Agree 
('j 
-· No Opinion 

(':< 
Somewhat Disagree 

0 Strongly Disagree 

12. If you do not support standardization of the attached Protocol Deviation 
Tracker discuss as to in the box below: 

SAE Tracker 

13. What has your involvement been in tracking SAEs? 

91 



0 
I am actively involved in tracking SAEs in the studies I work on. 

0 
The studies I work on do track SAEs, however I am not responsible for specifically 

keeping track of them. 
0 

I am not aware of how SAEs are tracked in the studies I work on. 
0 

I am not aware of how SAEs are tracked in the studies I work on, however, I do keep 
a personal record of the SAEs at my sites. 

14. Do you feel the attached SAE Tracker addresses all aspects necessary for SAE 
tracking? 
() 

Strongly Agree 
0 Somewhat Agree 
() 

No Opinion 
() 

Somewhat Disagree 
C· Strongly Disagree 

15. If you don't find that the SAE Tracker addresses aU aspects necessary for SAE 
tracking, please briefly list any category headings you would like to see in the box 
nrf"lV .. r1f>l1 below: 

16. Do you find the attached SAE Tracker user-friendly? 

C Strongly Agree 

C Somewhat Agree 
r_. 

No Opinion 

(':: Somewhat Disagree 
0 Strongly Disagree 

17.1fyou don't find the SAE Tracker user-friendly, please provide a brief answer as 
to why in the box provided below: 
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18. Would you support standardization of the attached SAE tracker at Company A? 
0 Strongly Agree 
0 Somewhat Agree 
0 NoOpinion 
0 Somewhat Disagree 

C• Strongly Disagree 

19. If you do not support standardization of the attached SAE Tracker, briefly 
discuss as to wh in the box rovided below: 

Informed Consent Document Tracker 

20. What has your involvement been in tracking Informed Consents? 

C· I am actively involved in tracking informed consents in the studies I work on. 

C' The studies I work on do track informed consents, however I am not responsible for. 
specifically keeping track of them. 

C• I am not aware of how informed consents are tracked in the studies I work on. 
0 I am not aware of how informed consents are tracked in the studies I work on, 
however, I do keep a personal record of the informed consents at my sites. 

21. Do you feel the attached Informed Consent Document Tracker addresses all 
aspects necessary for informed consent tracking? 

C Strongly Agree 
0 Somewhat Agree 
(J 

No Opinion 

~ Somewhat Disagree 
c Strongly Disagree 
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22. If you don't find that the Informed Consent Document Tracker addresses all 
aspects necessary for Informed Consent tracking, please briefly list any category 

would like to see in the box below: 

23. Do you find the attached Informed Consent Tracker user-friendly? 
(') 
~ Strongly Agree 

0 Somewhat Agree 
0 ' No Opinion 
0 ' Somewhat Disagree 
0 Strongly Disagree 
24. If you don't find the Informed Consent Document Tracker user-friendly, please 
nr,..v,,. ... a brief answer as to in the box below: 

25. Would you support standardization of the following Informed Consent 
Document Tracker at Company A? 
0 Strongly Agree 
0 Somewhat Agree 
0 No Opinion 
c Somewhat Disagree 
0 ' Strongly Disagree 

26. If you do not support standardization of the attached Informed Consent 
Document Tracker discuss as to in the box provided below: 

IRB Approval History Log 
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27. At the sites you monitor, do you fmd that keeping track of the site-specific 
current protocol version and corresponding amendments is challenging? 
(') 
~ Strongly Agree 

0 SonnevvhatAgree 
0 No Opinion 
0 Sonnevvhat Disagree 
0 Strongly Disagree 

28. Do you feel the attached IRB Approval History Log addresses all aspects 
necessary for documenting the IRB approval history? 
0 · Strongly Agree 
C, 

SonnevvhatAgree 
0 No Opinion 
0 Sonnevvhat Disagree 

C' Strongly Disagree 

29. If you don't find that the IRB Approval History Log addresses all aspects 
ne~essary for documenting IRB approval history, please briefly list any category 

vvould like to see in the box below: 

30. Do you find the attached IRB Approved Log user-friendly? 
() 
- Strongly Agree 

C' Sonnevvhat Agree 
C· No Opinion 

f:, Sonnevvhat Disagree 
(":, 
·· Strongly Disagree 

3l.lfyou don't find the Informed Consent Document Tracker user-friendly, please 
provide a brief answer as to why in the box provided below: 
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32. Would you support standardization of the following IRB Approval History Log 
at Company A? 
0 Strongly Agree 
C· Somewhat Agree 
0 NoOpinion 
C· Somewhat Disagree 
0 Strongly Disagree 

33. If you do not support standardization of the attached IRB Approval History 
discuss as to in the box below: 

34. Of the following five tracking tools, which one would you say ranks at the top of 
your list as a tool you feel would make your monitoring experience more successful? 
0 Informed Consent Document Tracker 
0 Protocol Deviation Tracker 
0 IRB Approval Log 
0 Outstanding Issues Tracker 

C· SAE Tracker 

35. Of the following five tracking tools, which one would you say ranks at the 
bottom of your list as a tool you feel would make your monitoring experience more 
successful?. 
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0 
Informed Consent Document Tracker 

0 
Protocol Deviation Tracker 

0 
IRB Approval Log 

0 
Outstanding Issues Tracker 

0 SAE Tracker 

36. Do you feel adequately equipped to successfully track all aspects of your study 
with the above-mentioned standardized site tools and TrialWorks? 
c, 

Strongly Agree 
0 Somewhat Agree 
0 No Opinion · 
0 Somewhat Disagree 
0 Strongly Disagree 

37. If you do not feel adequately equipped to successfully track all aspects of your 
study with the above-mentioned standardized site tools and TrialWorks, please 
indicate as to in the box below: 

38. Please provide any additional comments you may have pertaining to the 
attached tracking documents and/or the standardization of these documents in the 
box below: 

39. Which of the following statements best describes your current mental condition 
after filling out this questionnaire? 
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0 Pleasant. .. in fact, you are surprised at how a questionnaire of this nature is actually 
"refreshing." 
0 Anger ... a small volcano is beginning to erupt, however, you feel "in-control" of these 
feelings!!! ! 
0 Laughter .. .it is gut-wrenching laughter that closely resembles hysteria. 
0 Comatose ... even here you still manage to have the will to survive. 
0 No comment.. .it hurts too much to talk about! 
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APPENDIXC 

Outstanding Issues Tracker 

(Please see attached) 
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Outstanding Issues Document Tracker 



APPENDIXD 

Protocol Deviation Tracker 

(Please see attached) 
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APPENDIXD 

Protocol Deviation Tracker 

(Please see attached) 

101 



Protocol Deviation Tracker 
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APPENDIXE 

Serious Adverse Event (SAE) Tracker 

(Please see attached) 
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Serious Adverse Event (SAE) Tracker 

_l)ag llflllltlal -Follow-lip Date Pillow-tip -
Dete Nlled by. - RipelttO lafoniatloa lllfeniMIM 

OuetDate Site s.~o-., Oateolle OatCOme Da!e Peadllltrf ReceiVed Co•-•ca 



APPENDIXF 

Informed Consent Document Tracker 

(Please see attached) 
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. Informed Consent Document Tracker 

fu~ . . · 1 ;;! ~· < : rl'·~;,J 1 :/ ~: · .. ··· . .· ;~}'~~~ ,'f 
- -- - ---

o ·· / a~Versmn . •• . 011$,.... 

IRB.~~Date 

SubjectiD 
EntOBJilent , 1 

'· ;.,_ .. 

Date Dateco~Ventom~~4~~~s~;; .· ·t :~ .·. ~ 

Page __ of_ 



APPENDIXG 

1RB Approval History Log 

(Please see attached) 
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. IRB Approval History Log 

I Spt>!lSOr: ... , ,,, •• ~ I I 
• ~lnvesligater.: . . . ' ;,.i ~jf. • : 

This tool is intended to provide a site level summary of all protocol versions sent to this site. The information entered into this log should be 
reflective of the records available at the site. This tool can assist in reconciliation against Company A centra/files or the Tria/Works 
reports, which summarize Company A central files contents. 

Original IRB 

Page __ of_ 



APPENDIXH 

Questionnaire # 1 Results 

(Please see attached) 
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flalpanM2 

RelponM3 

ResponM4 

ResponM 5 

Rupon .. e 

Ruponse7 

What are .,.lrackMs you 
cumnlly ... for documenUng 
.,. fii'OIIdM of your sludy(les)? 

ICF logs, /IE. logs, Query llacke!S, 
\IIIIIWlndowTracke!S, CRF 
lrackera (rnonltortng prograsa), TW 
summary I Expired docuemnts 
track81S, ate ... 

I always use a study specific living 
documen~ as Hems and Information 
relaled to lhe atudy change on a 
daily ba ... and It's difficult to IIICIIN 
allhle lnformallon. I also u1111ize lhe 
tracker which my PM sends oul, on 
a bi-monthly basis, tndicaHng 
enrolment at my sites. n always 
helps to highlight which subjecls 
ara In which data deadline, making 
ft simple for me to plan and 
schedule accordingly. 

Monitoring VisH Schedules, MVR 
Sponsor Submission Compliance. 
Outstanding Items Tracker 

Weekiy.TW monHonng vlaH tracker 

QUMtlonnalnt t1 Results 

Haw you dMigned ~ lniCMra 
11ft you .. tlefted.wllh... far doc:wnln4lng the~ of 
lrackM1I you now hllw AVIllable your IIUdy (s) that you t111n1t 
for your -7 If not, wt\11 types rNgllt 1M UMful far oCher Vl'hlt 11 your ap1n1on on hllvtng 

Vl'hlt pieces of lnlormlllon do of 'lnformlllan •ra you not lble 1o prajecta? Thue ,..y 1M trackers llandlrdlad trill progreM 
you llncl1ra -nllll far lracldng capture on the current trill you cunant1y 1111 or hllw u.d track.,. for 11 IIIUdlu ccnclucted 
In your IIUdy1 progreMnc:klra you •rallllnO? before. •t Medlrtell? 

Complete medical c:hartsl WMhoul 
a proper baselne ft II ~ difficult 
to differentiate btwn Med Hx & 
I>E.s... Updatec11eutrent TW 
repo<1s asstet me In -lng 
whatte tnhouae at MT/Sponsor or 
what requires retr1eval. 

The IMng document, and the 
"tracking sheer (Which I use 
through-out the blat and Ia subject 
specific) 

Daily/Rea~Ume updates and tracker 
upkeep, Weekly submissions to 
sponsor where retevent, LIMITED 
user accessledH rights In order to 
ensure better quality data and 
accuracy and order. 

Yes :) 

As I'm fairly new at MedTrlale, I 
have not seen al my tracking too1e 
as of yet. I do IIICIIK raceMng one 
trncker for my attes and I believe It 
was not color coded to Indicate 
which subjects and eapectally 
modules I need to 
monitor/pull/submit prior to the 
December 2nd deadline. I can also 

For lhe moat part I save a aile 
apeclfle -.a of any trackers 
provided by the data mgmt 
(AEIICF/Query) for efflctency. 

say from a personal preference to I have jusl senl Jill an example of a 
keep lhe colors to a minimUm. 1 find living documenl from another blat 
k hard/difficult If there are 4 or 5 and gave 4 ~t copies of 

11-.ld be llin1>ller to lind spectftc 
track81S In GW. 1-iowa\w,lhese 
trackera would probably be used as 
needed per 1r1a1 procedures. 
Therefore we would not have lhe 
need to uae exactly lhe same 
lr.lcke!S for each projeCt 

different colon; and I need to acroll tracking aheeta for aubjecl tracking I atrongly believe IIIIa Ia lhe best 
clown to delllnnlne whatlhll when I was there last butt will way to go, for each and ~ blal 
parUcualr color Indicates and then certainly send these electronlcaHy, we do, we gradually become an 
scroll back up and put the puzzle If H would help. I found these two expert al tracking and much more 
together. Red Ia a great color to tools along with the bi-monthly user effective In making those Important 
lndlcale aK the subjects and their friendly color coded tracker relaUve deadlines. W trackers change with 
modules I need to retrieve prior to a to deadlines were indefensible for each study, I can easily see how 
spedfic date. my progress. CRA'a win become frustrated. 

CRF Tracking could be better and 
more standardized across all 
studies here at MT. 

I highly racommend II. 
Slandardlzallon and process 
atraamtlnlng II somelhlg !halls 
definitely needed here al MT. II 

Yes. CRF submission data deadline has to come from lhe top, and has 
trackers, outstanding ilems to be embraced by au the PLs and 
tracking, MVR submission trackers PMs in order for It to be successful. 

and olherTW trackers. Trackers Reg docs collected, CRFs 

I don, want to be Hmlted by a 
standard trncker but simple/generic 
tracker thai can be customized 
mighlhelp. lhall customize for my own trials. collected. yes yes 

Trtatwor1<s for fields that are 
appNcable to my studies; subject 
vlaft tracker w/ vlaH windows; CRF 
Review trncker, AEJConMedSI\.abs 
tracker, Informed Consent 
document tracker, MVR compliance 
tracker; protocol deviation trncker; 
DSMB AE & SAE llaUngs trackers; 
DSMB avallabUity for conference 
calla trncker; 

I have a tracker that I have all sHes 
that I am cummUy monitoring which 
includes the number of patient& at 
each sHe, when the last vtsH was, 
and when the next vlaltla 
scheduled or anUclpaled. 
pi window 
af tracker 
PO 
AE 

Everything trncked in TrtaiWorks 
plus the trnckers listed in question 
#t . 

AEJConMedSI\.abs trncke; DSMB 
AE & SAE trackers; missing CRF 
pages trncker, IND SafetyiCIOMS 
Reports; Monnortng vlafts tracker 
with multiple CRAs on site; Jill, lhls 
llslls exlenslve and wilt not make 
sense to you • I suggest we meet lo Very good Idea If H makes sense. 
discuss lhe many trncken; I have SorneUmes a tracker for one study 

Yes, in general. See quesllon •t . If used In the past Lei me know wiU not work for another study 
an existing trncker does not supply when you are avauable for about an without modification. 
needed information, a new tracker hour after ThanksgMng week. Anita Standardlzallon should be done 
can always be custom made. Zachert whenever possible. 

If H can be tailored by the Individual 
CRA then I like H. However, 
standardized Implies that H would 

I'm happy with what I use, and I like 
f of patients at each site, upcoming the compliance tracker that 

not be able to be changed, and I 
think IIlia could be a problem 
because e-rone likes different 
types of lnformaUon on their deadlines everyone Is using. device trackers 

previous MVR 
TW repOtl summaries yes. MACE tracker for SECURE good Idea. 



RelpOIIH a 

Response I 

Response tO 

Response11 

Response12 

Questionnaire 111 Results 

Haw you dellgnecl8ny tncbnl 
11ft you Allsfted wl1h the far clocumenllng the ....... of 
trackers you ,_ have avalable your atuc1y (a) that you think 
for your uae? If not, what typaa might be useful far Giller What Is your opinion on haYing 

What pieces of lnformlaon do of 'lnformiUon ars you no1 able to prqacts? Theu -Y be trackers mndardlled trlsl progress 
you lind .,. -ntlsl for tracking capturs on the currant trlsl you cumontly ua or have uud trackars for all lludlla c~d 

What ..... lnlckars you 
cumontly .... far clocumentrna 
the prograu of your atudy(laa)? In your atucly? prograu trackars you .,. using? bafara. at MldTrlsls? 

TrtaMiort< documents tracking, TW 
monllortng VlsK tracking, TW 
download to excel report for client, 
Excel Outalandlng Items MT 
Tracking, Excel IRS 
Approval/Renewal MT Tracking, 
Excel Snapshot MT Report. Excel 
Payment Tool Client Report. Excel 
Monitoring Metrics MT Raper!, 
Excel MVR Compliance MT 
Tracking, TW CRA Assignment MT 
Report with Excel Download, Excel monitoring VIsit dates, VlsK repcrta, 
SHe Contact MT Raper!, Excel Site subject follow up status, CRF 
Remlndels MT Tracking, and receipt status, events, outstanding 
Alsofted data management Report Issues & flu, utilization of the 
for delllationa, CRF receipt, adverse exlating data management reports 
events, follow ups Is essential 

I can see value, as well as 
problems. The value Is that a 
standardized tracking system could 
provide a structure eliminating the 
start up Issues and adjustments 
needed for new proJact 'tracking. 
Standardization alec provldel 
support for procedural compliance. 
The most significant problem Is that 

The recent Implementation of the a standardized system naceasarlly 
Excel Outstanding Items lfacker encompasses all potential elements 
report to raplace the cumbelsoma of a clinical trial. Fraquentiy, we do 
TW oustandlng Items haa been not utilize all the elements and then 
very useful, and we are alraady find ourselves adjusting, or Wllll<lng 
seeing graater efficiency and around, the system to "Ill" our 
effectiveness with this tool. rd like The Excel Outstanding Items projects. Consequentiy, the "Work 
to davelop or obtain a mora eflldant Tracker, developed with Tim and around&" eliminate much of the 
tool for prospective planning of the BID, Is being Implemented In sevetal value of the system. I would hope 
monitoring VlsK schedule that projacts. In the past. an Excel thet any new standardized system 
InCOrporates the study spaclftc Device Accountability Tracking, that might be adopted would be 
monKorlng plan and data became a useful model for other carefuUy evaluated agalnalthe 
management reports. proJacls aa well. proven proceaaes already In place. 

I am satisfied with the lfackers that 
MT creates and controls/updates 
because I am conrodent with their 

I UVII l UIIIU\ U .. l tO Cl ICHilMUfC fi.IGIJ, 

CRF and VlsK window lfackers, accuracy and timeliness. I am not 

because every study (even studies 
run by the same sponsor) will have 
different raqulraments. I think 
flexible templates would be useful 
(such as excel programs) to buHd 
lfackers that are specific to lhe 
needs of each study and that can 
be changed part-way through the 
study to accommodate new 
raquests for different places of 
Information. Also our trackers need 
to have the flexibility to be able to 
provide partial Information to 
different team members Q.e. 
flHe~ng a spraadsheet for site-outstanding query repcrta, MVR where Is every piece of paper in the always satisfied with lfackers thet 

completion and submission reports, pipeline (at the site, In a fedex, at are provided to MT from other 
monitoring Vlsltlfackers, the data mgmt company, or lost)?, vendors because they are usually 
outstanding Issues tracker, adverse when will monHors be on-site, what not as current as our monitoring 
events Jrackera, regulatory are the outslandlng Items at each teams and mgmtteams need lhem 
document trackers sHe that require resolution to be. 

TrlaiWorl<&, my own reg doc 
trackers, my own CRF trackers, 
sponsor query lfackers. 

Trial Wort<&, multiple Excel 
spreadsheets 

Tracker. MVR Sponsor Submission 
Compliance 
SISR Outstanding Reg Doc Tracker 

AEs that were raporled by the sHe 
to data mgt and lhe outstanding 
AEs I need to rellieve, outstanding 
queries, reg docs. 

Patient enrollment dates, VIsit 
windows, randomized group 
assignments 

SISR VlsH Tracker visit dates, submission Info, CRF 
SISR AE lfacker Info, SAE Info, regulatory 

Using the trackers I listed In 1111, I 
have all the Information I need. 

Yes 

SISR cohort CRF lfacker documents Yes 

Patient VIsit window tracker that we 
use for several Cordts studies • we 
provide these for lhe monKors and 
the coordinators. 

specific Info for one monitor as 
opposed to sending an entire study 
report to lhe monHor and asking 
them to read thru everything and 
find their own Info). 
It would be helpful to have trial 
progress lfackers, ff they could be 
modified for a study, as needed. 

Yes I use my own reg doc and CRF Some trials may require Hems that 
status trackers. another trial doesn, require. 

I have not designed any. 

AU studies are a Utile different, 
however havtng a standardized 
tracker helps In finding lnfonnation 
that should always exist Q.e. 
regulatory docs, site Info, etc.) 

Standardization Is great, but must 
alec allow for some variation 
depending on the needs of the 
Individual study. H would be nice to 
have a "MedTrials" lfacklng system 
that we could apply to all studies. 
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APPENDIX I 

Questionnaire #2 Results: 

Outstanding Issues Tracker 

SAE Tracker 

Informed Consent Document Tracker 

Protocol Deviation Tracker 

IRB Approval History Log 

(Please see attached) 
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Questionnaire II Results: OUtstanding Issues Tracker 



Questionnaire RResulta: Outstanding Issues Tracker 

•. 



Questtonnalrel2 Results: 
Serloua Adverse Ev4mts (SAE) Tracker 

I would add a column 10 nole what 
event CRF& and source docs Mre 
Into data management I would also 

• column- "Data of 



Queetlonnalre 12 Results: 
Settoue Adverse Events (SAE) Tracker 



Quedonnalre t2 Results: 
Serious AdvaNe EY8Id1s (SAE) Tracker 

•. 



QuestloanaiJe a Reaults: 
Informed Consent Document Tracker 

would support H 
as a 



Quaetlonnalnt 12 Results: 
lnfonned Consent Document Tracker 



~12Reeulta: 
lnt'onftttd Consent DOcument Tracker 



Questionnaire a Results: 
Protocol Deviation Tracker 



QuMtlonnan a R .. uiC:.: 
Protocol Deviation Tracker 



~nalret.z Results: 
Protocol Deviation Tracker 



Questionnaire a Reautts: 
IRB Approval History Log 

IRS's tracldng ICF 
by only a veralon # 

approval date on 
. I think )'OU'II need to 

column for the verton 
new ICF along w/ 



Questionnaire 12 Results: 
IRB Approval History Log 
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Internship Journal 

(Please see attached) 
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Internship Journal 

Jill Kurschner 

8/15/05- Today was my official first day on the job. First thing in the morning 

Lachelle showed me around the office again. I was reintroduced to many of the 

employees I had met at my pre-internship meeting. Originally it was planned that I 

would be working on a team who was going to be responsible for developing a 

specific type of training module. However, my first day I was informed that one of 

their CRA I would be leaving and that I would be taking over her position. To make 

a long story short it will be a very busy couple of weeks because Karen and I only 

have two and a half weeks together. Training started immediately that day. Karen is 

a busy, busy woman and her title is as an "in house" CRA I for a project I will call 

COSEAR. This project is in its early stages here at Company at an involves the 

investigation of a particular drug eluting stent as compared to a current market 

approved drug eluting stent. I have found that Karen is the "go to" woman ofthis 

project. It will be very tough filling her shoes. I was introduced to TrialWorks, their 

email archiving system, and Group Wise. I was given a copy of the protocol and the 

manual of operations (MOPS) binder. Needless to say, I will be reading for a while. 

At 3:00 we had a group meeting where the team discussed their challenges they had 

faced to date regarding the study. This meeting lasted until I headed home at 5:00. 
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Overall, this was an introductory day of information overload, but I am looking 

forward to seeing what this will all turn into. 

8-16-05 I managed to get to work just fine today (yesterday was unbelievable). I actually 

was able to catch the bus today. Karen was here bright and early. We started the 

day off running. We had a conference call with the data management company 

and COSEAR today. It was an atypically short phone teleconference (an hour or 

so). I am still in "learning mode" so much ofwhat was discussed was way over 

my head, but some of the things are beginning to come together. Karen 

introduced me to all the trackers they have in place for the study. These tools are 

very important for being able to closely monitor the trial at all time points during 

the study. Initially, all of this seems very difficult to keep everything organized in 

my head. Again, it was a day of information overload. I was also introduced to 

interim monitoring visit (IMV) reports and their deadlines and also to central 

files. In addition to that, I read portions of the study manual of operations. This 

was a very busy day. 

8-17-06 Today was a really good day. I ain beginning to feel that some ofthe things I 

have learned are starting to come together. I am still a little worried about Karen 

leaving. She really is a hard worker, knowledgeable, and a great resource to have 

at Company A. We started out with a telephone conference call with our data 

management company. It was very informative. In my spare time I have been 

reading the study protocol, so some of the verbiage they used in the 

teleconference actually resembled a new vernacular of English called clinical 
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research. There have been a few glitches in the case report forms (CRFs), so the 

call was primarily to get everyone on the same page. I am going to be totally 

honest; I have walked into a new world that surrounds itself with acronyms. It 

really will take some good time to not have to think about every acronym before I 

understand what everyone is saying. Today I also spent some good time reading 

the protocol. Karen is very busy, so having time to sit down and actually go 

through the chronology of events for what she does on a day-to-day basis has 

been difficult. We were able to do a little ofthat today. I think being able to do a 

little more of that will really help me transition into her position. She outlined 

what a typical Monday looked like for her. I also began using TrialWorks to 

track some of the monitors' newly scheduled visits. This information is tracked 

on about 4 trackers so trying to connect everything together has also been a 

challenge, but in time it should become second nature. The IT department came 

by to set me up with a computer so that has been great. However, I wasn't set up 

with my job specific programs so it will be a day or so before I start really doing 

things on my own. I think having my own computer and programs will help 

increase the slope of my learning curve here. Overall, today was a really good 

day. It was the first day that all this information is beginning to quasi come 

together. Keeping track of all the trackers, deadlines, monitors, Fed.Ex sending, 

general protocol knowledge, teleconferences, reminders, screening logs, etc. will 

be a challenge, but a fun one. I am realizing that without the clinical research 

class I took in the spring, a whole lot of the information I am reading, the 
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acronyms people are using, and documents people are submitting wouldn't make 

very much sense. 

8-18-05- I started off the day by going over some of the specifics on 5 or so of our study 

trackers. My computer isn't fully set up so I used Karen's computer. This is the 

first time I am able to do things on my own, so it was nice to work on the trackers 

"real time." I am solidified in my feeling that there are trackers for everything. 

Today was also my Trial Works tutorial. I worked a while on my computer 

figuring out TrialWorks. Karen had already gone over a few things with me, so I 

was somewhat familiarized with the program prior to my tutorial. The tutorial 

lasted a little under 2 hours. It was long but informative meeting. Tim 

(TrialWorks In-house CRA I) was very knowledgeable and helpful regarding the 

topic. I had a lot of questions for him and he was both patient and understanding. 

I am still very much in the learning process, so having Tim around to help when 

Karen leaves will be a huge positive. I have figured out that much ofKaren'sjob 

is overall general knowledge about the study itself, how to run the study, nitty­

grittys about the CRFs, etc. She never has a full hour uninterrupted while she is 

working. CRAs, project managers, etc. are periodically dropping by to discuss 

various topics all throughout the day. As I have mentioned above, she truly is the 

"go-to" woman. I couldn't ask for a better trainer for the job. She has been great! 

8-19-05- Today I came in for a short day. I was instructed that my internship is 30 hours 

a week on-site and 10 hours a week working on my proposal/literature search, so 

that allows my schedule to be Mon.-Thurs at Company A. Since I only have a 
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short time with Karen, combined with us having a conference call today with 

COSEAR and the data management company, I figured it was important for me to 

come in. We updated all of our trackers this morning. One of the monitors came 

in after his visit and updated us on a few questions that came up during one of his 

visits to the site. Karen jotted the questions down, so that during our call on 

Tuesday with the data management company, we can address them. The 

conference call was basically to catch everyone up on all the sites, which would 

be the next sites to begin enrollment, universal problems occurring amongst the 

sites, etc. It was interesting to hear what was going on with each site. The 

conference call lasted around 1.5 hours. It was very informative. These meetings 

will tell me when a site is ready to assign one of our monitors to conduct a site 

initiation visit (SN). A few more sites are on board for SIV s. 

8-22-05- Good 'ole Mondays ... we started off the day by updating some of our trackers. 

One of our monitors had a report due to the sponsor the next day so I saw my first 

fed-ex shipment. A lot goes into making sure a report is prepared correctly, 

shipped off, and lastly making sure it gets to the Sponsor by the sponsor driven 

deadline. There was a lot of talk about reports today. I also did quite a bit of 

filing in central files (CF) today. Today, I finally feel like I am getting a good 

grasp of correctly labeling all the documents that get archived into central files. 

8-23-05- Today we began by updating some of our trackers. A couple of SIV s were 

scheduled today. I have found that any new visit put into the calendar affects 

most of the trackers. I have also found that the specific material that I am 
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learning is not overly difficult; however, keeping track of what goes where is 

where the challenge presents itself. With so many trackers, I am worried about 

forgetting to do something or forgetting to put new information in the database 

somewhere. I will really need to be on top of things the first few weeks Karen is 

gone. Today we also had teleconference_ with COSEAR and the data 

management company. We went over a couple of protocol discrepancies, in 

addition to the site status review, and the conversation ended with a few questions 

by my project manager. These discussions are very informative and ,have really 

given me a better understanding of the general direction of this project. I ended 

the day by asking Karen a barrage of questions, which had came up periodically 

throughout the day. She continues to be a great resource and mentor. 

8-24-05 Today was a busy day, I began the day by updating my journal. Karen and I 

went through a huge stack of papers that needed to be sorted and stamped. We 

haven't quit filed them into CF yet, but hopefully today. Lots and lots of 

paperwork I have found goes along with is profession. We had our weekly 

meeting with the data management company. As usual this was very interesting. 

I follow the conference calls better when there are fewer people on the phone. I 

am still trying to figure out who is saying what during these conference calls. 

Sometimes there can be 8 people on these calls, so distinguishing voices can be 

confusing. The call basically updated the status of all the sites. My project 

manager asked a few questions about multiple vessel stent placement versus 

single vessel stent placement. The new deadline for our next 100 patients will be 

132 



Sept. 15. This date is quickly approaching, so this should be interesting. I am 

still feeling a little out of my element with my role and responsibilities as an 

intern. I am a little worried about Karen leaving because I don't feel fully 

confident in my abilities to perform up to the standards that I think they may be 

expecting. I talked with my on-site mentor yesterday, and she seemed optimistic 

about figuring out my "definite" role in the very near future. Today should bring 

more clarification. 

8-25-05 Today was another busy day. As usual I updated my trackers as necessary. I am 

still trying to figure out what exactly will be my internship project for my thesis. 

I was able to sit down with my on-site mentor today and go over my project. It 

was nice to finally hammer a few things out. I am feeling better about the 

practicum proposal, but it will be a challenge because I am not too familiar with 

the topic just yet. Today we also had a few monitoring visit reports (MVRs) that 

needed to be sent out. My first official assembly of an MVR was today; I think it 

went alright. I missed a few things, but not too bad for my first time. I also had a 

lot of central files work to do with all the incoming papers from the site initiation 

visit (SIV). I spent the last part of the day filing. 

8-26-05 I start everyday by updating as many trackers as I can. We had a conference call 

at 12:00, so we spent most of the morning preparing for that. I was in charge of 

doing the minutes for this conference call. I still feel like I am not quite up to 

speed with my knowledge or understanding of all that is going on. It is really 

difficult to walk into something right in the middle of things and just start 
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running. I found myself struggling to understand a few of the topics mentioned 

during the conference call, and as a result it made it difficult for me to do the 

minutes. At this point I am trying to take each task at a time and try as hard as I 

can to fit the bits and pieces into a larger picture. After lunch, Karen and I did a 

ton of filing and data input into Trial Works. My new mantra at work, ''basically 

everything is tracked everywhere." Trial Works is slowly becoming more 

familiar to me. I am still trying to identify what every piece of paper means, and 

then figure out how to input that paper into TrialWorks in order to show that it is 

being tracked. One of my clinical research management teachers was right when 

she said that the documents in any trial tell a very complex story. I am in the 

midst of trying to learn how to read this story. It is still up in the air what will be 

happening once Karen leaves. I have voiced my concerns to my on-site mentor, 

project manager, etc. about making sure that the right move for everyone 

happens. I just really want Karen's transition out and my transition into 

performing some of her responsibilities to occur as smoothly as possible. 

8-29-06 I was able to sit down and chat with Bob today. He is responsible for all the 

training regarding project management. He gave me a few books and a couple of 

training modules to look over. I really have no background in this information so 

this will be interesting. Dr. Bens contacted me via email over the weekend. She 

requested that my on-site mentor and I try to call her today to discuss my project. 

Unfortunately, my on-site mentor was very busy today, so she requested me to 

email Dr. Bens the information she was requesting and we would follow-up after 
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that. I prepared another MVR today. I will be sending it out tomorrow. I spent 

quite a bit oftime in central files today. I feel like I am learning so much so fast, 

I seem to have 100 questions for Karen everyday. I am trying to get everything 

out of her that I can. She is a bottomless pit of information and guidance. I am 

really trying to get down the emailing archiving business they have in place for 

this project. I am not in the habit of "CC" internal, sponsor, site, etc on every 

email that I send. It will take some getting use to. 

8-30-05 I started off running when I arrived to work today. Our weekly shipment of 

screening logs was faxed to us today. It was my responsibility to stamp and send 

them off to their respective monitors. I also informed the sites that did not send 

in their logs to make sure that they send in their screening logs to the data 

management company of a weekly basis. Afterwards, I was left with a plethora 

of papers to file. I had a brief tutorial with Tim today regarding all the 

TrialW arks information. I had 3 MVRs that needed to be entered into 

TrialWorks and we were able to get through one very large packet. He is really 

good at his job, and extremely patient. I was able to learn a lot from him. Today 

we also had a conference call with COSEAR and the data management company. 

The call lasted about an hour. As the project continues to expand, we potentially 

may institute daily conference calls. Things have been really busy, because 

today is our deadline for our first 50 patients enrolled into the study. I think we 

were able got all pertinent data in. In the latter part of the afternoon, I stamped a 

very large stack of regulatory documents for central files, along with finalizing 
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the minutes from our last teleconference call. The last part of my day I typed the 

rough draft for the minutes from today's teleconference. Still no answer on what 

will be happening with Karen, hopefully we will find something out tomorrow. 

8-31-05 We just found out that Karen will be staying on as a contract worker remote 

from Arizona for 2 months. I am so relieved. This will really help me make the 

transition. When I sat down with Tim yesterday he told me that I needed to pull 

all the CV's for the sub-investigators, the Delegation of Authorities (DO A), and 

the site visit logs so that I can plug them all into TrialWorks. I spent most of the 

morning and the afternoon finding these forms, plugging them into TrialWorks, 

and then re-filing them all. Today we also had a teleconference call with our data 

management company. It was only about 45 minutes, so that was nice. I updated 

my file folders in Group Wise to incorporate the coordinators. The last part ofthe 

afternoon was spent tying up loose ends with Karen before she headed out. 

Friday I will be sitting down with my on-site mentor to narrow the scope of my 

project down a little more. Well, here we go. Friday will be my first official day 

on my own ... "let's play ball" as they say. 

9-2-05 Well, today was my first official day on my own. How scary! It actually went 

really well. I have had a very busy day. I had about 20 emails waiting for me 

when I came into work this morning, so I spent a lot of time following 'up with the 

emails, in addition to, updating our schedule and trackers. Today I also worked 

on preparing 5 MVRs that sneakily found their ways into my office to be fedexed 

out. I almost had a minor coronary when I thought I lost one of them, but I 
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eventually found it stuck behind one of the other MVRs. I actually thought there 

was going to be reason to get the big boot my first day. Later on that day, I had a 

meeting with my on-site mentor regarding my thesis project. She had a couple of 

good ideas, which might potentially narrow down my project scope a bit. I will 

be having another meeting with my committee on Tuesday to discuss the specifics 

of my thesis project. Today my project manager and I sat down for a 

teleconference. Again, I was pleasantly surprised that it went pretty well for my 

first teleconference call. I spent most of the afternoon sending the MVRs off and 

stamping all the papers I received today from the monitors. I have a huge stack to 

go over with Tim, put into TrialWorks, and then file into central files. All in all, 

it was a good day. Oddly enough, I think that I learn things faster and more 

efficiently when I am just thrown into them. Overall, I am happy with how my 

first day went. .. no catastrophes .... yet! It is Labor Day weekend, so I get a long 

weekend to celebrate. 

9-6-05 Boy, it was a great weekend. It was hard to come back and get into the move and 

groove of things. However, when I saw the overabundance of emails waiting for 

me, it wasn't too hard. I started the day by updating the NUS (Intravascular 

Ultrasound) and ECG (Electrocardiograms) labs that came in. I also updated the 

calendar with the new monitoring visits. When visits are scheduled and finished I 

update my trackers; so I did a little of that today. I had a lot of stamping to do 

today before the stack could be sent off to central files to be archived. We had a 

teleconference call at 12:00. Quite a few directives came out of this call, so I was 
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busy with a following up with emails to the sites when the call was over. I was 

also able to finish up my minutes for last week. I sat with Tim for about an hour 

and a half and put information into Trial Works. I also needed to get one of the 

MVRs that I had received out today; so I packed that up and sent it off. I feel like 

I do a million things at once here; so I am trying to keep track of everything. I 

ended the day with two MVRs that were dropped by my office and a long list of 

things to do tomorrow. I like being busy, and busy is this job. It is amazing how 

much I feel like I have learned in the past three weeks. My project manager 

continues to be a great help during this transitory process. 

9-7-05 It is so hard to remember the specifics of what I do in a day, because by the end of 

the day I am in a big fog. I started off the day by reading all of the emails I was 

sent by my project manager, monitors, Sponsor Company, and data management 

company. I caught up with Karen by email and by phone. I still have a few 

questions about central files, in addition to, what documents that I need to 

specifically forward onto the monitors. I went through some of my MVRs and 

stamped them for central filing. I also started putting information into TrialW orks 

today without the "hand-holding" by Tim. I think I am growing up. I will still 

have Tim check a few things over, but I think I am starting to get a little faster at 

this. My project manager and I had a teleconference at 10:00. It lasted about 45 

minutes. After the teleconference, I typed out the minutes for our last 

teleconference. Typing up minutes can be something that just snow piles unless 

you keep ahead of the game. When I chatted with my project manager yesterday, 
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we went over what sites needed to send in their IVUS and Angio. films. Today I 

sent emails to all the respective monitors telling them that their sites hadn't sent in 

their films yet. I also faxed out two MVR packages. I spent about an hour 

pulling emails out of their attachments from the COS EAR internal database. That 

job duty is probably not at the top of my list of favorite job duties to perform, 

however it needs to be done. I had my first IMV that I scheduled today. As 

usual, I had to document this on 2-3 different trackers along with TrialWorks. I 

hope I can continue to remember all of this. Our Sept. 16 deadline is coming up, 

so things will probably be getting a little more hectic around here in the next few 

weeks. Tomorrow is my meeting with Annita, Barb, and Dr. Kaman. It will be 

so nice to hammer out a specific topic for my thesis. 

9-8-05 As usual, I started off the day by reading the deluge of emails I had waiting for 

me. It is crazy how fast I have jumped into this study. It actually feels pretty 

accomplishing. There is so much information continually transmitted between the 

sponsor, site, CRO, and data management companies that keeping up with all of 

this is a feat in itself. However, even in saying that, it was a little bit of a slower 

morning than I am used to. Tim and I finished up some of our Trial Works 

information. Just when I think I have something down, something else comes up 

that throws a wrench into things. Annita came today to chat with Barbara and me 

about my thesis. It feels really good to finally nail something down. I am still a 

little bit confused to what exactly my project will look like, but I think after a 

little bit of research on the general topic I will feel better directed. After the 

139 



meeting, I updated a few trackers. I am slowly trying to take over Karen's duties. 

I find when I have a spare moment on my hands, I am trying to take on more of 

her tasks. I need to make sure I pace myself. A few more screening logs came in 

today; I stamped those and filed them in central files. I had a few other things to 

file in central files, so I did that at the end of the day. I finally completed my 

take-home quiz on proper central files archiving processes. Hopefully now I will 

be given a password in order to finally gain access into the "golden" room (in 

order to have the autonomy to enter the room at my leisure instead of relying on 

other co-workers to open the door for me), and even better ... the back door (I 

arrive early so waiting for someone to open the door can sometimes be a hassle). 

Things are really starting to come together. I am enjoying my position here better 

each day. Everyone on the team has been so helpful, and I am extremely thankful 

for that. 

9-9-05 Unfortunately, I didn't have time to write on this specific day, so I am writing 

after-the-fact after a long weekend in Houston. I updated all of the new patients 

we had into all of our trackers. Karen wasn't able to keep up with one of the 

trackers she is responsible for, so after she phoned me I spent quite a bit of time 

bringing that tracker up to date. We had a conference call today at 12:00. I spent 

a good portion of the morning making sure I had all of my papers ready. Our 

conference call started at 12:00 and ended at 1:45. Our deadline has almost 

arrived; so everyone is getting a little stressed with the logistics of everything. 

This call ended only to begin another conference call at 2:00. During this call we 

140 



really hammered out the nitty gritty of what was missing in respect to CRFs sent 

to the data management company. The data management company is very 

concerned with not having enough time to analyze the data for their Tuesday 

meeting with the Data Safety Monitoring Board (DSMB). There were some 

heated discussions and as a result the game plan changed a bit. Company A was 

instructed to contact all the sites and have them send in their unmonitored data 

ASAP. There is so much more that went into this conversation, but my role was 

to email each site and update them on this change. So I stayed here until 7:00 to 

catch the sites and monitors up to speed on the new agenda. I was happy to get on 

the road to Houston after a long day at the office. 

9-12-05 Deadlines, deadlines, deadlines! We have 4 days until our first 100 patient 

CRFs are due to be in at the data management company. It was crazy today, I 

logged into my computer to see about 50 emails waiting for me. Luckily they all 

were not needing me to reply back to them directly, but nonetheless there were 

still 50 emails. I spent a large part of the morning following up with coordinators 

as a result of a new game plan for getting in all of our CRFs. It ends up I spent 

close to 2 hours emailing everyone on Friday only for that to be the wrong 

information. This was a little frustrating, but at the time we thought it was 

necessary. We had quite a few new patients I needed to add to our trackers; so I 

spent a good portion of morning working on that. I prepared one MVR to be sent 

off. Today my project manager and myself had a conference call with the data 

management company. It went really well. The project manager and myself 
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have been contacting the monitors and the sites to follow up with all of the CRFs; 

so our update to the data management company was pretty good. I spent a lot of 

time sending emails updating the monitors, asking them site specific questions, 

etc. It was a busy day. As the deadline approaches, I am sure things will get 

more hectic, but today' s game plan went well. 

9-13-05 It was pretty busy yesterday, with everything going on. We had a conference 

call with COSEAR and the data management company to discuss all of the site 

status updates. We are beginning to schedule new sites to be trained to this 

protocol. It won't be an official site initiation visit (SN), but instead a training 

visit. The schedule is getting ready to be very busy. The call was actually pretty 

short. Today was another day working on emailing sites and contacting the data 

management company in order to ensure that all of our CRFs arrived on-time. 

We are constantly monitoring every site to make sure they are on top of sending 

their CRFs in. One site in particular, I have been spending a lot of time 

"consoling." It seems like one thing after another seems to come up. We also 

had our daily teleconference with the data management company at 3:00 today. 

This conversation also went well. I think that data management company is more 

laid back than on Friday. It was nice, because we had tracking numbers waiting 

for every CRF they asked about. It feels good to be on top of things. I received a 

ton ofMVRs to process today. I have quite a large stack of papers to be stamped, 

and filed. Another busy day down and a whole lot more to go. 
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9-14-05 Today is our early morning call at 10:00 with the data management company. I 

updated all of the new patients who have been enrolled into the study. I think we 

are up to 180 patients as of today. I also updated the necessary trackers for the 

conference call. I am responsible for informing the data management company 

. as to how many SIV s have been scheduled and completed, in addition to, 

monitoring visits that have been scheduled and performed. I had a ton of follow­

up with the site coordinators to do today. As I mentioned above, one site in 

particular seems to be "high" maintenance. This site's coordinator has been 

reluctant to follow-through with the directions given to us by the Sponsor 

Company. As a result, multiple phone calls are placed to the site by Company A, 

the data management company, and the Sponsor Company. Our conference call 

with the data management company went quick. I think it was only about 30 

minutes. There really wasn't much to talk about since we chat everyday at 3:00 

pm. I received a few more MVRs today. I also had 4 MVRs to send off to the 

data management company, in addition to, 6 MVRs that I needed to get stamped 

and ready to be archived into central files. I have currently been working a lot 

on trying to get a few specific reports into the Sponsor on time. This is hard 

when some of the monitors are not in-house a good majority of the week. I was 

afraid we were going to have 2 late reports, but I finally was able to see the light 

at the end of the tunnel. No late reports ... . Yeah! The day ended with our 

conference call with the data management company, they seemed very pleased 

with our work during the past couple of deadlines. The last part of the day was 
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spent conversing with my project manager about the last of our "final" duties in 

order to successful reach our deadline. Our deadline is Friday, so this · 

information was very important. 

9-16-05 Well, our deadline was today. It ended up turning out very well. My project 

manager and myself had a teleconference with COSEAR and the data 

management company today. Everyone seemed very pleased with the progress of 

the trial timelines. All CRFs, except for a few outstanding CRFs from the outside 

the United States (OUS) sites were into the data management company for 

number crunching. It is funny how when deadlines approach people are not as 

stressed, because the legwork has been performed the days leading up to the 

deadline day. It almost feels like everyone was frantic the week before the 

deadline, but when everything fell into place by the day of the deadline no one 

was in "over-drive" mode anymore. I also spent a large portion of the day 

updating all of our trackers. I also updated our Intravascular Ultrasound (IVUS), 

electrocardiogram {EKG), and CRF spreadsheets, which took a good deal oftime. 

To be honest, I usually spend quite a bit of the day answering random questions; 

questions about the schedule, about the protocol, about MVRs, about anything 

and everything. It is almost a full-time job keeping my email mailbox from 

exploding due to the number of emails I get in a days period of time. I have 

found that it is really good working for the specific project manager I am 

interning under. I don't find much time to socialize with a lot of the other 

workers, and as a result I find myself alone most of the day. I guess that comes 
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with being busy. In the afternoon, I was scheduled to stand guard the central files 

door. Since our the woman who was previously in charge of covering central 

files has ''moved-on," the in-house CRAs are now responsible for this duty. 

Everything went smoothly, no one tried to run out with any of the files. The day 

ended anti-climatically. We didn't even have our daily 3:00 conference call. All 

was well. I finished the day writing minutes for both the teleconferences we had 

this week. 

9-19-05 Good 'ole Mondays. After having our 100-patient deadline, things have quieted 

down a bit. We haven't quite hit 200 patients yet, so our next deadline is still 

tentative. We should probably hit 200 patients tomorrow. I think we are at 196. 

I spent a good portion of the morning updating all of our trackers. I also 

followed up with one of our monitors, because she has 2 reports pending to be 

sent to the sponsor this week. It is interesting how some monitors are on top of 

things and still others wait until the last minute to get their work done. Oh, the 

nature of man. I wanted to make sure my MVR submission tracker was correct; 

so I did some double-checking using my calendar. Everything looked good. I 

processed and fedexed two MVRs today. Tim and I worked together inputting a 

couple ofMVR and associated documents into TrialWorks today. I think I am 

almost ready to go out on my own with inputting the TrialWorks information. 

Tim has been a huge help. I also spent some good time stamping papers and 

filing documents into central files. Overall, this was a pretty low-key day. I 

don't think it has been this quiet since I started. It feels good to catch up with all 
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the loose ends that I haven't had time to dedicate to. I spent the last part of my 

day updating the dry-erase board calendar in my project manager's office with all 

of the monitoring visits for the next couple of months. 

9-20-05 Happy birthday to me! I spent most of the morning updating my trackers. We 

officially hit our 200-patient deadline; so the race has begun. This means that 

our 200-patient deadline is Oct. 20. Personally the timing isn't too good for me. 

I will be off to MN the weekend before the deadline, so hopefully I can do as 

much as I can before I leave. We also had our weekly Tues. conference call with 

COSEAR and the data management company. Today the teleconference call 

lasted longer than normal. So much to catch up on, we needed to follow-up on 

the 1 00-patient deadline, establish the 200-patient deadline, and outline all of 

our SIV s and MVRs. Needless to say, it was quite busy. I think my project 

manager is a little stressed with everything that happening at once. Oddly 

enough, I am not feeling overwhelmed at all, in fact, I feel I could take on 

additional responsibilities. I hope he feels comfortable passing me on additional 

tasks in order to help relieve his load a little bit. My on-site mentor stopped in to 

chat yesterday, so I passed on that tidbit of information. I also did some work in 

Trial Works to end off my day. All in all, it was a pretty normal day. Oh, I 

forgot. . . I also did the minutes for the conference call we had today. On top of 

that, I sent out the minutes for the two previous teleconferences to all 

participants on the call. 
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9-21-05 As usual, I updated all of our trackers and followed up on copious emails in my 

inbox. My project manager and myself chatted with the data management 

company about the 200-patient deadline. I think they are feeling a little 

stretched also. A new version of the protocol recently came out, so it was nice 

to finally receive that document and review it. After lunch, I updated 

TrialWorks and stamped quite a few documents for central files. My central 

files stack is getting larger by the day. I am trying to hold off from filing until 

Friday when it is my time to ''watch" central files. I have a lot of emails that I 

need to pull from their attachments in the COSEAR database. This will 

probably take me at least a couple of hours. I received comments back from 

Annita and Barbara regarding my proposal. It looks like things are fmally 

starting to come together. 

9-22-05 I spent today working on my internship proposal. 

9-23-05 Today was a busy day updating trackers, scheduling, filing in central files, 

answering emails, etc. We spent a lot of time on the conference call today. In 

fact, my whole afternoon was on a conference call with COSEAR. We had 

numerous site updates to go over. We also had a conference call discussing 

CRFs and how certain circumstances needed to be addressed at the site level. 

9-26-05 Mondays are always very busy. I usually have around 40-60 emails waiting for 

me when I get into the office. I spent quite a bit of time getting a couple of 

MVRs processed and ready to be sent out. A few people from our team have 

decided to move on from the company very recently; so some restructuring has 
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been going on as oflate. It will be nice to get a couple additional new people on 

board. Mondays always seem to be a great catch up day. I updated all of the 

trackers and organized the gigantic piles of papers lying all around my desk. 

9-29-05 Boy, so much was waiting for me while I was gone; I could hardly believe it. I 

think I came back to around 50 emails. I feel like I am always talking about the 

number of emails I receive, but it continues to fascinate me just how many I can 

have waiting for me in my inbox. Our second deadline is approaching so we are 

busy planning visits for the month. I was able to update all the trackers today. 

My project manager and I sat down and chatted for a while to catch me up to 

speed. I was assigned 10 additional sites to call and schedule for training visits. 

I sent an email to all of these sites. We had an "unscheduled" teleconference 

with COS EAR today. This is where I initially found out about the 10 additional 

sites we needed to contact. So needless to say, I hit the ground running the rest 

of the afternoon finding the contact information for these sites. 

9-30-05 Thank goodness its Friday (TGIF). Now this is an acronym I am familiar with. 

Currently, I am feeling like there is so much to do with not enough hours in the 

day. My pile of"to-dos" for Tim is getting larger and larger. I haven't had 

much time to do central file paperwork lately, so I am beginning to feel like 

everything is piling up. Normally I am on top of knowing when particular 

MVRs are due to be sent out to the sponsor (this is my job), however, since I 

have been gone for a few days I was a little behind with remembering that a 

couple of our MVRs were due to be sent out on Monday and I hadn't reminded 
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my project manager of this. It is my job to be on top of this; so when Bill came 

to remind me about sending off a particular MVR I was disappointed in myself. 

I don't think he thought twice about it, but I was disappointed. After chatting 

with Bill I processed and sent out 3 MVRs. I was also able to send one of our 

new monitors on the study her comprehensive folder of study related materials 

to familiarize herself with before her official training. I just didn't have enough 

time in the day today. We had our conference call with COSEAR today. That 

went smoothly. I also called 10 sites to attempt to schedule training visits with 

them all. Surprisingly enough, two sites have already committed to dates. I 

think that covers the big picture of things I did today. Lastly, I was also able to 

update our IVUS, ECG, and CRF reports today. TGIF. 

10-3-05 Mondays always seem to be a little rough. I have so much paperwork I hardly 

know what to do. I started off the day answering all of my emails. I think I had 

close to 50 to follow-up with. I called the remaining 8 sites that I am in charge of 

scheduling training visits for. It is amazing how you can call someone, email 

someone, and even in some cases fax someone and they don't seem to get the 

idea that you want to chat with them. Well, I was able to finalize two more visits 

today, so that was successful. I had a ton of emails to ''pull" from the COSEAR 

database so that kept me busy for a good portion of the morning. Today I spent a 

great deal of time inputting regulatory documents into Trial Works. It seems that 

the MVRs never stop piling up on my desk to be stamped, put into TrialWorks, 

and filed into central files. On that note, I also processed and sent off 6 MVRs 
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today. The last part of my day was spent communicating with monitors, sites, 

and the sponsor regarding scheduling the training visits and coordinating 

schedules. 

10-4-05 I finally updated all of our patient trackers. It has been so busy I haven't been 

able to do that much. We had 20 new patients that needed to be added to all of 

our trackers. This took me a good portion of the morning to finish. I processed 

and sent off 1 MVR in the morning. My project manager and I had a 

teleconference call today with COSEAR and the data management company. 

After the conference call, I spent a good portion of the afternoon inputting 

information into TrialWorks. I also was able to finish one of my minutes from a 

previous teleconference. It feels like I never actually catch up in this job, but at 

least I am not bored. I ended the day contacting a few sites to solidify training 

visit times and agendas. 

10-5-05 Today has been a crazy busy day. I have spent quite a bit of time coordinating 

all of the training visits. There are so many peoples' schedules you have to 

coordinate with in order to make a visit a successful visit. I probably made 20 

phone calls today trying to coordinate everyone's schedules. I was really hoping 

to get to my very large stack of papers accruing on my desk for filing into central 

files, but that wasn't able to happen today. However, Loraine helped me get a bit 

more organized by alphabetizing my stack of papers and categorizing them. I 

sent off 1 rush MVR today. I also was able to update my project manager's dry 

erase board calendar today with all of our visits. We scheduled a couple 
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monitoring visits today as well. I spent a little bit of time in the afternoon 

inputting information into TrialWorlcs. I also spent some time looking over my 

trackers and making sure that dates, times, information was inputted correctly. 

Today I went out to lunch with my project manager for the first time. It was nice 

to meet the man behind the name. We have worked together since my first day 

on the job; however, with the business of the project he and I haven't made the 

time to sit down and talk. I enjoyed our time very much. The last part of the 

afternoon was spent communicating via email with sites and COSEAR 

representatives in order to solidify a few visit dates. It is amazing how so many 

little things are able to come up that seem to need addressing. It was very, very, 

busy today, but that is exactly the way I like it. However, I will feel like a huge 

load has been lifted off of me once I get the opportunity to file my stacks of 

regulatory documents into central files. 

10-6-05 I really could use 2 more days in the 7 -day week in order to hammer out all the 

paperwork piling up on my desk. There just doesn't seem to be enough time in 

the day to do all of what I would like to accomplish. I chatted with my project 

manager yesterday about getting some help. He said he would ask one of the 

monitors to help me. No conference calls today, but lots of calling around to 

sites and contacting sponsor representatives to try and get our new batch of SIV s 

scheduled. I did do some TrialWorks data entry, but not enough. My project 

manager spent most of his time today making one of our trackers "more 

efficient." He truly is a genius with Microsoft excel. By the end of the day we 
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had a totally different spreadsheet. I also spent a little bit of time sending out 

MVRs today. Some deadlines we meet by the skin of our teeth (the MVR had 

just been finalized). A couple of monitors on-site requested information for their 

principal investigators, so I ran around a lot today. It was a "hodge-podge" day, 

but a large portion was corresponding by email to the sponsor, my project 

manager, the data management company, and our monitors. Lastly, I finished 

my minutes for the week and sent them onto my project manager for revision. 

10-7-05 My project manager was nice enough to update one of my spreadsheets today, 

however, it confused me because I usually update all 3 spreadsheets at once. I 

spent a good portion of the morning trying to get everything entered into the 

spreadsheets and making sure that all 3 spreadsheets had identical information 

captured on them. My Trial Works program decided not to work today, so my 

stack of information to be entered in only became larger today. We had one of 

our bi-weekly phone conversations with COSEAR and the data management 

company. It was a very productive phone conversation. Quite a bit of new 

scheduling went on and I have a lot of updating on the calendars to do. We 

finished our teleconference just in time to go to the in-service meeting provided 

at lunch here at Company A. It was my first in-service meeting. The speaker 

talked about Diabetes and transplant of insulin producing cells into the liver for 

diabetic patients who cannot control their diabetes. It was a very informative 

lecture. I will really enjoy these Friday lunches. I had about an hour of "quick" 

random scheduling activities I needed to do before I headed home. I tried to 
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leave a little early today, but I got caught scheduling a couple sites for SIV s, so I 

wasn't too successful. However, I was able to get home in time to stop by the 

school and finish some business for writing my proposal. 

10-10-05 Monday, Monday . . . It has been kind of a laid back day for me. My TrialWorks 

program is still not working, so I am not able to "attempt" the large stacks sitting 

on my desk. I sent an email to our IT department to try and remedy this problem, 

so they my computer should be up and running in no time. I spent a lot of time 

updating the calendars, responding back to emails, and setting up a few more 

SIV s. I have about 5 whom I am communicating with on a very regular basis. 

Between phone calls and emails it gets difficult keeping up with everyone, but I 

enjoy the challenge. A lot of the monitors are heading out this week, so I spent 

quite a bit of time making sure everything would be in place for them before they 

left. This includes ensuring that everyone had their checklists, CRF transmittal 

forms, and other extraneous forms. Since a deadline is approaching, I try to make 

processes as streamlined as possible. I think all of our monitors are out on the 

field this week. Donova (field monitor) called me and asked if! would follow-up 

with two of her sites to make sure they were still aware of their visits. I think I 

spent most of the day corresponding between Donova, the sites, and the sponsors 

just for these two sites. All in all, it was good Monday. 

10-11-05 Well, I finally accomplished getting into central files and began my never 

ending filing endeavors. A good portion of the day was dedicated to central files 

work. I feel like such a load has been taken off of me. I was able to file one huge 
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pile of papers and now I have one huge file of papers to go. I will try to finish the 

second stack sometime later this week. We had one of our bi-weekly . 

teleconferences this week. It was busy. We are all gearing up for the 200-patient 

deadline. Everyone is feeling the pressure of the slow-cooker, so this will be 

interesting as the deadline approaches. I find that I spend most of my day 

corresponding with sites and the Sponsor Company answering random questions 

or directing people to who they need to talk to. I think responding to my emails 

could be a full time job in itself. 

10-12-05 Things keep getting busier and busier. I was able to make a small dent on my 

second large stack of papers left to be filed. I have so much stacking up on my 

desk that I am beginning to worry that people will think that my office is for 

document storage. I was able to input about 10 MVRs or so into TrialWorks 

today, so I felt very accomplished. I feel accomplished because everything was 

able to get stamped and put in the "Tim" folder. When I receive everything back 

from him I am then able to file these documents into central files. Tim is 

responsible for inputting all outstanding items listed within the MVR into 

TrialWorks and also an excel spreadsheet he has created. My project manager 

and I had quite a few conversations regarding study progress timelinestoday. Our 

deadline is approaching next week, so we are busy making sure that people are 

sending in their CRF transmittal forms, etc. Today I also went over a few SOPs 

with Tonya. I didn't actually read anything yet, but I was set up with the software 

to do so. I updated the calendar and double-checked all the visits in TrialWorks. 
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Let me back track for a moment, Wednesday is my day to send all the updated 

visit totals to the sponsor, so I spent a good portion of the morning performing 

this task. 

10-13-05 It has been a busy day. So many site correspondences and visits to schedule. I 

continue to have my central files stack accumulate to great heights. I found out 

today that I have filed a few documents in central files incorrectly, so I will be 

going back into specific site folders to remedy this problem. I am not looking 

forward to doing this, but it really is a necessary item to perform. I updated all 

the patient trackers today. I haven't been able to update these for a while, so it 

was a much needed task. In addition, I was also able to do my minutes for the 

teleconference call we had last week. Screening logs were received this week, so 

I dispersed those out to their respective monitors, and also sent reminders out to 

the sites that were tardy with sending in their screening logs. The last part of the 

day I spent inputting information into TrialWorks. 

10-18-05 Well, I have been gone for a few days because I went home to attend my 10-

year high school reunion. I came back to 50 emails waiting for me to be opened 

and addressed. This probably sounds worse than it is. Sometimes I can whip 

through all of these in a couple ofhours. Fortunately, it didn't take me the whole 

morning to get through all of them, and on top of that, I was also able to do quite 

a bit of work in TrialWorks. I wanted to be prepared for the teleconference we 

had at 11 :00, so I printed off everything and put it all in a nice neat stack for the 

conference call. The conference call went fairly quickly. These are the last few 
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days before the deadline so things are busy. After the teleconference I. was 

prompt today and wrote out the minutes. Since everything is fresh in my head, it 

helps doing the minutes ASAP. I received all the screening logs today. I sent out 

emails to all the coordinators who were tardy with sending their logs, in addition 

to, emails to the monitors informing them which of their sites they needed to 

remind to send in their screening logs. I had a lot of miscellaneous things to catch 

up on today. After the teleconference I had a few emails/phone calls I was 

instructed to make. The data management company requested some site contact 

information that they wanted me to follow-up with. I sent out one MVR today, 

and processed a few more. I think paperwork this week might be slow, but 

everything else will be busy. I have a ton to do tomorrow in regards to updating 

the patient trackers. It will feel great to have these updated. 

10-19-05 Today was a good catch up day. I did a lot of my paperwork. I updated the 

calendar. I processed and sent out two MVRs. I called and emailed quite a few 

sites for our 200-patient deadline. Most of my activities today surrounded around 

the 200-patient deadline. We had a conference call at 3:00 today. Time is ticking 

down, so people are starting to get more frazzled. My project manager and I are 

working at trying to contact all the sites with outstanding CRFs. There truly are 

only so many times you can contact a site before they get mad and frustrated with 

your efforts. We had one incident with a site coordinator where she sent a really 

nasty email. I ended up talking to her on the phone in addition to emailing her to 

diffuse the issue. On a school-associated note, Anita requested that I tum in an 
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updated resume. I spent a good portion of the day gathering information on how 

to update my resume. It will be nice to have that finished. 

10-20-05 Today has been a pretty good day. I finished up my resume today and sent it 

off to Anita. I had some help from Laura and Dena (fellow co-workers). I 

followed up with a few more sites today, making sure they will be getting in their 

200-patient deadline CRFs into the data management company on time. I also 

was able to update the calendar with jurnpstart personnel schedules. I sent out 

two MVRs. I plan on spending some good time updating Tim's MVR tracker. I 

received an email from Bill yesterday saying that a few of our visits were not on 

that tracker. I think what has happened is that the delegation of duties between 

Karen and I has allowed a few things to fall through the cracks. All in all, it has 

been a pretty laid back day. We have a conference call tomorrow that I need to 

get prepared for, but things seem to be steady instead of frantic the past few days. 

Hopefully this atmosphere will last. 

10-24-05 Our official deadline was pushed to today. It has been chaos trying to figure 

out how packages, sent from sites, can be lost "in-transit" within our data 

management company. We had a conference call today where the data 

management company basically said that they weren't sure where our CRFs were 

within the company. They knew that they were there, but they just didn't know 

what room they were in. So we had to call the sites back and make sure they sent 

the CRFs to the correct building. Ten minutes into us calling the sites, a 

representative from the data management company called and said they had found 
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all the missing packages. What a relief. lbis means that we officially met our 

200-patient deadline with 187 patients. With Sponsor deadlines, it is assumed 

that if you get 90% or more of the desired anticipated total, that you have 

"successfully'' reached your deadline. lbis feels like a relief, but our 400-patient 

deadline will be here before we know it. No rest for the weary. I spent quite a bit 

of time chatting with sites to follow-up on odds and ends things. I updated new 

visits on our calendars and trackers. I also processed and sent out 6 MVRs today. 

It has been steady most of the day. Today my thesis proposal was due, so I sent 

that in also. 

10-26-05 Today has been crazy. I have spent most of the day following up with monitors 

to make sure they turned in their MVRs. I processed more than 16 MVRs today. 

I spent a large amount of time putting all of these MVRs into TrialW orks. I think 

Tim is overwhelmed with the stack I gave him. I'm pretty sure I would be also. 

Today was supposed an in-house project management meeting I was eagerly 

anticipating going to, but it was cancelled because quite a few of the project 

managers were too busy to attend. ·I sat in on a conference call with CO SEAR 

today. They were discussing revisions on the CRFs. I updated the NUS tracker, 

and the calendar. I misplaced an MVR to be filed into central files; so I ended up 

contacting the Sponsor Company to see if they could make a copy and send it to 

me. I was worried about talking with my project manager about this, but he was 

really great. I have been putting my nose to the grindstone today with all the 

miscellaneous MVR things. It is difficult with some of the monitors to get them 
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to tum in their reports on time. All in all, it was a good day! My project manager 

and I had a good chat about the project today. I also sat with my on-site manager 

today and discussed potential employment at Company A in the future. 

10-27-05 Today was a day to catch up on some paperwork. My stack is getting taller and 

taller so I wanted to take a jab at it. Overall, it was a typical day of being a liaison 

between the site, sponsor, monitors, and data management company. Busy day! 

10-28-05 Luis was gone today so I was our main representative for the project today. I 

had a meeting with Bill at 9: 15 to discuss monitoring visits and CRF questions. 

Our meeting lasted for a good while. I was forced to scramble to update a few of 

the trackers before our teleconference call at 11 :00. Today the office celebrated 

Halloween, so it was a fun day. I had a shorter day than normal; so everything 

seemed very rushed. I was able to send out 6 MVRs today. After the · 

teleconference call, I went through my TrialWorks stack and entered a ton of data 

into Trial Works. My eyes were cross-eyed after that endeavor. I ended the day 

updating a few calendars, and called one of our sites for a monitor to schedule a 

few monitoring visits for Nov. and Dec. 

10-31-05 Today has been really busy also. I had two interviews today, along with all the 

regular tasks that go along with being an in-house CRA. I had quite a few of 

emails waiting for me; so that took a good deal of time to sort through. We are 

approaching our 400-patient deadline, so scheduling of IMV s is very important 

right now. As a result, most of the monitors are emailing me their schedules. 

When I receive their visit dates, I log these dates onto our COSEAR calendar, 
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TrialWorks, and Tim's MVR tracker. Today I was also able to process and send 

out 3 MVRs today. I was supposed to have my final interview with Bill today, 

but he had to reschedule for tomorrow. We are working on hiring a new monitor 

so lots of interviews have been happening around the office. All in all, my stacks 

are getting higher, but I am hoping to tackle part of them tomorrow. 

· 11-1-05 Today was an early day. I was able to have my last interview with Bill shortly 

after I was in the office at around 8:00. It was about 1 hour long on the phone. I 

think it went pretty well. Today we also had a teleconference call with COSEAR 

and the data management company. It was one of the longer calls we have had in 

a while. We went through all the sites and updated everyone on the activities 

occurring at each site. I was able to update a few of the trackers today. I was 

very busy processing MVRs and keeping up with all of my emails today. We 

have a new addition to our team; so I was able to meet her today and chat briefly. 

I followed up with a few sites after our teleconference. We are in the midst of 

trying to schedule all of our sites for IMV because the 400-patient deadline is 

Dec. znd. It was a busy day in the office. 

11-2-05 Today was another busy day. I spent a good portion of the morning scheduling 

and updating the scheduling trackers. I had a visit with LaChelle, Barbara, and 

Tim today regarding my questionnaire project. I had to turn in my degree plan 

along with my proposal with all of my signatures attached. I spent most ofthe 

morning getting that straightened out. I was able to get help today with some of 

my filing. Todd came in and filed a huge stack. It felt like my birthday. To be 
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honest, I have so many miscellaneous emails I have to address, that this will take 

me most of the day to tackle. 

11-4-05 Today has been so crazy. I didn't work yesterday so everything has been piling 

up. I had a ton of emails to catch up on this morning. We had a conference call at 

11 :00, so I needed to update all of our calendars. Our 400-patient deadline is 

coming up so all of our monitors are scheduling their visits. It is really time 

consuming arranging everyone's schedules and then tracking them in 3 different 

places. The conference call wasn't too long today so that was nice. I was able to 

send out 3 meeting minutes today. I also received the screening logs today from 

the data management company. I processed them, in addition to, sending out 

reminders to those sites who did not send in their screening logs on time. I 

chatted with a couple of sites to schedule visits. I also processed and sent out 4 

MVRS. It has been crazy today. I haven't had a chance to update the Angio. and 

IVUS trackers. I will need to do this sometime tomorrow, in addition to finishing 

the minutes for this week. It really has been busy, but it has also been fun. 

11-7-05 Well, I have spent almost the entire day doing a ton of paperwork. I had a huge 

stack ofMVRs and associated documents that needed to be stamped. I also 

decided to process, stamp, put into TrialW orks, and give almost 15 MVRs to 

Tim. Maybe that will give you some idea of the volume of papers that cross my 

desk. I spent most of the morning and most of the afternoon doing this. I have 

not pulled emails out of the COS EAR database in a while, so I did that for almost 

an hour. I didn't come close to finishing. Lots of scheduling today, I received 4 
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monitors/COSEAR representative schedules, so I updated our calendars and 

associated trackers. I was also able to sit down with Tim today and finalize my 

questionnaire I will be sending out to the company. I have an appointment on 

Wednesday with training to discuss the final draft and send it out to all pertinent 

employees. I was surprised that I didn't have 50 emails waiting for me from the 

weekend. I think there were only around 10. For the most part, this was not too 

busy of a day. I was really able to make a dent in my paperwork without too 

much distraction. Hopefully I will have more of this tomorrow. 

11-8-05 Today has been pretty busy day. I had one last stack of MVR packets that I 

needed to get into TrialWorks so that I could pass them onto Tim before our 

teleconference. I am having a hard time working around the glitches in the 

system especially pertaining to the lab field, but Tim and I talked through a few 

things today. I chatted with Tim about a few items in central files that will need 

to be re-filed when the study slows down. Either I initially filed them incorrectly 

because I didn't know to do different or I understood the initial directions 

incorrectly. Either way I will need to go back at some point and rearrange some 

of the papers filed in central files. We had our conference call at 11 :00 today. 

There was a lot discussed pertaining to CRFs. Since I don't work closely with 

the CRFs, I usually find these discussions a little over my head. I think if I sat 

down and really paged through the CRFs I would be fine, but time doesn't really 

permit that right now. I spent most of the afternoon doing meeting minutes for 3 

teleconference calls. Minutes seem like the easiest thing to forget about or push 
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back, but they are important and need to be done. I finished the day working 

with disseminating screening logs. I am not sure I will get to sending out email 

reminders to those sites who did not send in their faxes or not, but I will give it a 

shot. 

11-9-05 My project manager was gone today. He was sick with the flu. Today was sort 

of a laid back day. I was able to spend a lot of my time updating some of my 

patient trackers. It had been a while since I had done that so I had 50 or so 

patients to plug into each tracker. I actually didn't get a chance to finish, but I at 

least caught myself up some. Wednesdays I send an updated visit list to our data 

management company. I sent off three MVRs, and also inputted a small stack of 

regulatory documents into TrialWorks. Scheduling is a daily activity for me, so 

as usual I did some scheduling. I was able to sit down with training today and 

go over my questionnaire. This will be interesting if it works. She is going to go 

through it and then pass it my way for final approval. 

11-11-05 Coming back from my day off I found myself with a whole lot of work waiting 

for me to do. Bill sat our team down today for a little chat about how the project 

was going, and also to update us on some new news. One of our monitors will no 

longer be working on our project for reasons I cannot mention. This will make 

scheduling very tight for our project. My project manager and I also had a 

conference call today. The usual ... site updates, monitoring updates, CRF 

questions, etc. Since we are incorporating so many new monitors into our trial we 

are needing to have additional available training materials. Bill actually had a 
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binder of his own so I added to his and made a study packet. Hopefully this will 

be useful in the future. Lots of scheduling changes and arrangements needed to 

be done today. I also did a few things in Tim's tracker and in TrialWorks. It has 

been a pretty busy day. Training sent back my questionnaire for me to give them 

the final approval. It looked good so we sent it out. I will be throwing a few 

prayers up to make sure I get some good feedback. 

11-14-05 Central files, central files, central files. This is what I did today. I think I spent 

about 6 hours in there cleaning up some of the files along with filing other pieces 

of information. I spent the early part of my morning updating all the patient 

trackers. My project manager has been teaching me a few tricks on Microsoft 

Excel, so this process is becoming more and more streamlined. We are up against 

a whole lot of scheduling conflicts for our 400-patient deadline. Basically it feels 

like our people are going to be stretched very thin in order to accomplish this 

deadline. I know it will work out, but it will take a whole lot of"extra" teamwork 

from the company. My project manager and I have been going back and forth 

about the schedule most of the afternoon. I think we were able to do some great . 

brain storming for the deadline. 

11-15-05 It has been a very steady day today. I usually receive my screening log 

information on Tuesdays. This means that I email all the sites that did not turn 

in their logs and ask them to turn in their logs. I also email the monitors whose 

sites did not turn in logs so they can follow-up with their respective sites. My 

project manager sent me a long list of changes to the schedule today; so I spent 
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a good deal of time going back into TrialWorks and Tim's tracker to adjust to 

these changes. I also had to update TrialWorks and Tim's trackers regarding 

those visits that had been completed. In reference to tracking the status 

(scheduled, pending report, completed, cancelled) monitoring visits, it is really 

important to keep on top of things because the "status" of each visit changes on 

a regular basis until the visit is completed. My project manager and I had a long 

teleconference today. Around deadline time we always get obnoxious requests 

from the data management company and/or our Sponsor. We have already 

scheduled all of our visits and now COSEAR wants us to change 2 or so of our 

visits to earlier in the week. They are telling us that the data management 

company is going to need the CRF information earlier, because the DSMB 

meeting will be held earlier than originally thought. I spent a good portion of 

the afternoon talking to sites, monitors, project manager, Sponsors, etc. trying to 

coordinate these changes in the schedule. All in all it was a good day. My 

project manager and I had a good chat over lunch. It is always nice to work for 

a boss you really enjoy and respect. 

11-17-05 My project manager is gone today so I am managing project requests. I was 

able to update all of the patient trackers. Some of the techniques that my project 

manager taught me are coming in so handy. I think I am able to do the patient 

trackers twice as quick now. I updated the calendar and 400-patient tracker 

with new email correspondences I received today. I sent out the calendar today 

so that I wouldn't forget for tomorrow's teleconference. I have actually spent 
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11-18-05 

most of the day putting information into TrialWorks, in addition to, stamping all 

the documents. My huge pile went from needing to be stamped into needing to 

be put into TrialWorks into my "need to file" stack. There is nothing like 

rearranging papers into different stacks. A monitor of mine requested 

monitoring notes to be sent to her. I actually spent quite a bit of time tracking 

those down only to find out that we don't have any more. It was somewhat 

comedic. I chatted with a few sites today about SIV s to their sites. As usual, I 

had a plethora of emails to attend to. 

Today I did my first "solo" teleconference call. Both Bill and my project 

manager were out on the road and not accessible to a telephone. I had a lot of 

fun. It was a little nerve wrecking at first, but it went fine. I should be used to 

these by now. I sit in on them twice a week. This morning I updated a few of 

the trackers before my teleconference. I also updated TrialWorks and Tim's 

tracker to reflect the most current status of all the visits. I spent most of the 

afternoon answering emails and doing minutes. I managed to write 3 meeting 

minutes reports for my project manager. It feels good to get those out of the 

way. I chatted a while with one of our monitors regarding tracking information. 

She sent me a few trackers to have me look over and see what I thought of them. 

I will be using this information for my thesis project. I had a CRF question by a 

monitor that I wasn't too sure how to answer so I sent the question to COSEAR 

to have them follow-up. All in all, lots of delegation went on today to people 
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who know how to answer questions and know more of what is going on than 

myself. I had a really fun day. 

11-21-05 Today has been a pretty low-key day given it is a Monday. Yippee, it is a short 

week this week due to the Turkey Holiday. I spent a good portion of the 

morning going through my emails and following up with about 15 different 

matters. I made a ton of copies today of our training manuals. We have a 

gentleman who is helping us out with monitoring and he needed all the 

documents to read up on for our study. I fedexed everything overnight to him. 

My project manager and I chatted a while about the schedule. One of our sites, 

canceled their visit tomorrow; so I spent a good deal of time communicating 

with the site, our monitor, and the rest of our monitors to make sure we have a 

body at every meeting. One small change like that has a domino effect on so 

many other things. I was able to kind of relax and do a few of the things sitting 

on my desk for a good portion of the afternoon. All in all, it was a good day. 

11-22-05 Today was a really busy day. I am only working 2 days this week, so I had a 

lot to catch up on. My project manager and I spent a lot of time trying to figure 

out how to juggle all of the schedules to accommodate our 400-patient deadline. 

Things are constantly changing and we are trying to be flexible. For some 

reason, there were quite a few questions by monitors that needed to be answered 

today. I sent a myriad of emails to the Sponsor Company requesting 

clarification on these questions. I contacted one site in order to schedule an 

SIV. The coordinator is out for a while so I was unsuccessful at this. My 
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project manager and I had a conference call today. It lasted a little longer than 

nornial, but it was still informative. I sent off a few MVRs today as to not be 

late with our reports over the holiday. The day ended with my project manager 

and I chatting about the game plan for the Turkey Holiday along with specifics 

for the 400-patient deadline. This will be a challenging deadline, but very 

doable. 

11-28-05 Today was a busy day of catching up over the weekend. I received a ton of 

emails requesting that I update the calendar with new visits and change old 

visits. Many of our monitors will be out the rest of this week retrieving CRFs 

for our 400-patient deadline, so I was busy getting them miscellaneous 

information they requested. There is a very definite process to how CRFs 

actually get to the data management company in order to reach a deadline. I 

chatted with a few sites regarding outstanding issues that seemed to be ongoing. 

I called 1 0 sites today to remind them to use the correct consent form and make 

sure that the two different arms ofthe study don't get confused with one 

another. One of our sites has made the mistake of consenting subjects with the 

wrong study consent form. This has caused a chain reaction of problems. We 

spent a good portion of the day remedying this issue. 

11-29-05 Luis is gone today so I am left to "man" the office for our team. I had a 

teleconference call today. I was a little nervous today because I don't usually 

do the teleconference calls by myself; but since my project manager and Bill are 

out I was on my own. It went fine. I felt like I represented Company A well. It 
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was a fairly short conversation covering issues such as: our deadline, OUS sites, 

satellite sites, CRF questions, etc. I also participated in my first "deadline, 

conference call. This went great. I chatted with the Sponsor Company, in 

addition to, the data management company. We went over the 400-patient 

tracker for the deadline. I actually went line by line and told them what they 

should have in-house, what they will be receiving tomorrow, and what they will 

be receiving the next day. It was a great conversation. What was even better 

was that our numbers matched. I am going to go out on a limb, but this 

occurrence would probably be categorized as miraculous in nature. We ended 

the call by scheduling another call for the next day. I spent the rest of the day 

responding to a legion of emails from monitors who needed things faxed to their 

sites and/or needed me to call the company who randomizes our enrolled 

patients. Once in a while a patient's initials will be incorrectly inputted into the 

system and therefore corrections need to be made as soon as possible. All in all, 

it was a busy day. 

11-30-05 Well, our deadline is quickly approaching us. We found out that the data 

management company wants us to try and get as many CRFs into them by 1 :00 

Eastern time tomorrow. This definitely created a frenzy. Technically we have 

until Friday, but they are requesting the information 2-days earlier, so changing 

our deadline at the last minute has caused a minor ruckus. My project manager 

and I called all of the monitors and asked them to fax in all pertinent CRFs to 

the data management company by 1:00. Needless to say, I think the data 
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management company's fax machine must have been burning. We ended up 

getting more into them than they thought they would have time to enter in the 

system. This definitely was a big score for us. I was able to sit down with Tim, 

Barbara, and LaChelle today and talk about my project. It was nice to finalize a 

few things. I will be sending out my second questionnaire in about 2 weeks. 

Busy, busy, busy. I participated in another "deadline" conference call. This one 

also went great. Oddly enough, it was kind of short. The Sponsor Company 

was not represented, so it was just the data management company and myself. 

This definitely made life much easier. The data management company updated 

me on what had been faxed to them and what they hoped to get fedexed to them. 

We rounded out the conversation by saying we will chat again tomorrow. I 

spent most of the rest of the day responding to emails and phone calls from the 

monitors. It was a really busy day! 

12-2-05 Well, today is our data deadline where all applicable patient information was 

requested to be into the data management company. Oddly enough, the 

deadline day itself isn't too busy. It is usually the days leading up to the 

deadline that seem so busy. I caught up on a few trackers, and then updated the 

calendar for our conference call at 11 :00. The conference call was a little longer 

than normal, but it was short enough that I was able to catch the tail end of the 

stress management in-service that was provided. I had a good bit of paperwork 

to catch up on; so I spent quite a bit of my afternoon doing this. I tried to 

schedule two sites for SNs, but unfortunately I didn't have any luck 
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coordinating everyone's schedules. With the holidays creeping up on us, in 

addition to, the 400-patient deadline, I am finding it difficult to coordinate the 

monitor, sponsor representative, and site schedules. I will follow up with the 

sites on Monday to finalize dates. No MVRs sent out today. Next week will be 

a busy week with MVRs. I sat down with LaChelle m.td my project manager 

today to chat about my future with the company. It has been an awesome time 

here and I love the people, but the drive has been really tough. We will be 

discussing this topic further in the future. 

12-5-05 Today has been a very steady day. I have not updated the patient trackers in a 

short while so I took most of the morning to update the trackers. I think I had 

almost 100 patients to enter in. Needless to say, it took a while. I was also able 

to contact all the sites who did not turn in their screening logs last week. There 

were a whole lot more than normal, so that took a while. I sat down with 

LaChelle today and chatted about my thesis schedule. My thesis schedule is 

creeping up faster than I thought. Over the weekend I accumulated a surfeit of 

emails in my box to respond back to. So today I responded back to them all. I 

called two sites to try and schedule SIV s. I updated the study calendar. My 

project manager and I chatted about the total number ofSIVs that had been 

completed. Our Sponsor has allotted only so many SIVs to be conducted 

throughout the study; so we wanted to make sure that they weren't getting too 

close to going over. I think that covers it. I have quite a few meeting minutes I 

need to work on tomorrow; so I will feel accomplished after I am finished with 
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that. For the last part of my day, I spent a good hour or so pulling emails out of 

the COSEAR database. 

12-6-05 I spend quite a bit of time updating the trackers today. I was hoping to get to 

some of my meeting minutes, but there were so many random interruptions that I 

wasn't able to finish them. However, I did have another conference call today. 

They officially announced our next deadline, which will be in January'. It seems 

like our deadlines are one on top of the other. I think our monitors and their sites 

are getting a little tired and frustrated with all of these deadlines. I processed a 

couple ofMVRs and sent them off today. It was a pretty steady day. I was told 

on the conference call to schedule another site for an SIV. I spent a good portion 

of the afternoon playing phone tag with the coordinator at that site in order to 

schedule the visit. However, we were finally able to chat and finalize a date. I 

have two other SIVs that I will need to finalize this week. It is tough having 

SIVs on top of deadlines, but that is how the Sponsor Company is runiring the 

show. 

12-10-05 SNOW DAY OFF 

12-9-05 I updated the calendar today. Oddly enough, there were a lot of changes to the 

schedule so that took quite a bit of time. We had our conference call today with 

both the Sponsor Company and the data management company. We did the usual 

OUS updates, site updates, monitoring updates, and scheduling. The 

teleconference call was only an hour long so that was really nice. I talked with 

one of the monitor's who is a new monitor on the study. She is really trying to 
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figure out the ropes, and as a result, I am running around copying everything I can 

find for her. She will be a great monitor for us, but in the meantime, it will be 

work trying to catch her up to speed. I fedexed her a large packet of information 

pertaining to the study. I think that is her 4th fedex from me. We had a standard 

operating procedure (SOP) training today on performing monitoring visits. The 

SOP trainings are actually very informative for me. I get to hear things that I 

don't normally get to hear because I am an in-house CRA, not a traveling CRA. I 

stayed late today because the Christmas party wasn't until 7:00. I had so many 

emails to answer and file. I rounded off the night by pulling emails out of the 

COSEAR database for a while. 

12-12-05 Today has been really busy. I had a whole lot of emails waiting for me so I 

spent a good portion of the morning responding back to various emails such as: 

scheduling SIV s, coordinating schedules, updating schedules, scheduling visits, 

changing visits, and everything in between. Jonathan will be taking over some 

of my duties when I leave so I started training him today on some of the 

trackers. We were only able to get into that a little, but it was a good start. I 

was able to finish two of my meeting minutes today. Hopefully, I will be able 

to get to one more before the day is over. I was able to process and send off two 

MVRs today. Jonathan and I worked together a short while this afternoon. I 

was able to pass off to him a huge stack of Trial Works information. Mondays 

are always crazy with a million loose ends to follow-up with. I have two 

potential SIV s that I am trying to finalize, so that has been hectic trying to get 
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everyone on the same page. I sat down with Tim, LaChelle, and Barbara and 

went over my thesis questionnaire today. Tim and I are going to need to sit 

down later this week to discuss the specifics, but hopefully I will be able to send 

out my second questionnaire sometime this week or early next week.. I am 

looking forward to seeing what kind of responses I receive back. I will 

probably go door to door to make sure everyone fills out their questionnaire. 

12-14-05 I had the day off yesterday so there were many emails to catch up with. I am in 

the midst of training Jonathan so my time seems a little stretched. I was able to 

finish all of my meeting minutes that I have been back-logged with. It feels so 

good to get those out of the way. Bill asked me to update the MVR tracker with 

all my fedex numbers, so I spent a good portion of the morning performing that 

task. I had quite a few emails from one of the monitors on the team who was · 

requesting additional information for the study. She is a new monitor, so she 

feels the need to make sure that she knows everything that she can before she 

actually goes to a site. I processed one MVR today and sent it off to the data 

management company. Tim and I sat down in the afternoon to go over my 

second questionnaire. Hopefully, I will be able to send it out on Friday to 

everyone. We will see. It is more difficult than I thought thinking of questions 

for this questionnaire. Jonathan and I sat down and went over how to update the 

patient trackers, fedexing MVRs, the MVR tracker, and a few TrialWorks 

issues. I am currently trying to compile a binder of information for new 

monitors who join the study. This binder would be a quick reference tool for us 
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to give our monitors so they would have the opportunity to jump on board as 

soon as possible. We have had a few problems making sure that all of our new 

people are staying in the loop; so hopefully this binder will help. 

12-15-05 Busy, busy, busy. Luis is back today so I spent a lot of time catching up with 

him and looking into miscellaneous m~tters with a couple of sites, in. addition 

to, a major question that the sponsor asked us. Today I also had a huge stack to 

put into TrialWorks. I started off the day by sitting down with Tim and Bill. I 

am working on my second questionnaire, so we spent quite a bit of time 

brainstorming questions. I still have a lot of work to do on the questionnaire, 

but it is slowly taking shape. Jonathan and I spent quite a bit of time going 

over IVUS updating, Angio. updating, screening logs, answering questions from 

sites after sending screening log reminders, entering information into 

Trial Works, etc. I did quite a bit of changing around of the calendar. As usual, 

about 10 miscellaneous things came up that required follow-up: ensuring that 

pre-post visit checklists and device dispositions were received, sponsors were 

notified of visits, etc. I was able to schedule a SIV today for the early part of 

January. This one has been in the making for a while; so it was nice to finally 

get it scheduled. What is even better is that the designated sponsor 

representative was actually available to go the day that I scheduled it. It doesn't 

always work like that. All in all, it was a very busy day, but a good one. 

12-16-05 I absolutely adore Fridays. This is the last day of a full week that I have with 

Jonathan. We will have one day next week, and a couple of days the week after 
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that and then that will be it. Time is winding down. He and I went over a few 

screening log questions. We were also able to go over a few "random" 

scenarios that periodically come up in my job position. This seems to be a very 

large part of my internship duties, dealing with miscellaneous pieces of 

information, and in tum, knowing exactly who to direct the question to in order 

to resolve the question at hand. It is all about understanding what people are 

asking and making sure you connect them with the right person to answer their 

question. Today was Loraine's retirement party in the afternoon. I will really 

miss her. I can tell she has made quite a few friends in her 7 years here at 

Company A. She will be greatly missed. I ended the day by sending out a 

couple MVRs that I had processed. We have quite a few MVRs to send out 

next week; so I wanted to make sure that I got as many out this week as 

possible. All in all, it was a busy day but also a good one. 

12-19-05 Well, this Monday felt like a typical Monday. I had a whole lot of emails to 

attend to when I arrived back in the office after a great weekend. This morning 

I was able to send out a large bolus of meeting minutes, in addition to, a large 

bolus of electronic MVRs to our Sponsor Company. It really felt good getting 

to make a few very large check marks off of my list. I spent a good portion of 

the morning entering into TrialWorks. I also sat down with Tim, Barbara, and 

LaChelle to go over my second questionnaire. I think the second questionnaire 

will be really good, and on top of that I think it will actually give Company A a 

good "look" into what the employees of Company A like and dislike.regarding 
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document tracking tools. I had quite a few visits to add to the calendar today. 

We have a teleconference tomorrow; so I wanted to make sure the calendar was 

updated before I sent it out to all of the "minutes" recipients. Jonathan was in­

house today so we went over a couple of things to make sure he was caught up 

to speed on a few items that he will be taking over when I am gone. The last 

part of my day was dedicated to making sure that an "almost late" report made it 

out into the mail. I am happy to say we were successful. 

12-20-05 I spent a good portion of the morning putting information in TrialWorks. I 

have a very large stack that continues to get larger and larger, so I thought it 

would be a good idea to make a dent in the stack. My project manager and I 

had a teleconference call at 11 :00. It was a longer call than normal. A few 

personnel changes are going on at the Sponsor Company; so much discussion 

was had about that topic. We are also inching closer to another deadline; so 

everyone is slowly metamorphosing into a rare form of CRF deadline species. 

One of our monitors had quite a few questions about CRFs today. 

Unfortunately, it is always a challenge pinning the right person dowrt at the 

Sponsor Company or the data management company that has the authority to 

make any "final" decisions on what exactly needs to be done. I was able to go 

out to lunch today with LaChelle. It was a really good time of discussing the 

field of clinical research along with my future clinical research. I realize that in 

this field it is so important to talk to all of the people who have gone before you 

in order to really get a good picture of what is going on. The clinical research 
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picture is so large that one person's career path could not exhaustiveiy cover all 

the potential possibilities that are encompassed within this field. I ended the 

day updating the calendar and trackers with visits. 

12-21-05 What can I say ... I am trying to do as many things as I can before I leave for 

the Holidays. I started off today by doing my usual weekly screening log 

copies, emails to coordinators, emails to the monitors telling them the 

coordinators who did not turn in their screening logs, stamping, and filing. I 

also spent a huge part of the morning trying to make smaller the large stack on 

my desk to put into Trial Works. I feel pretty accomplished for the amount of 

time that I spent on it. I also updated Tim's tracker with the most up-to-date 

information on fedex tracking, etc. My project manager was looking at it and 

wanted to make sure everything was caught up to date. I had a whole lot of 

random emails to reply back to today. Some of the issues included 

demographical updates such as: personnel demographics, new trainees, SOP 

training, new site coordinators, change of mailing addresses, etc. all came up 

through email. It is amazing the wide range of topics that can be covered in one 

day. I am also working on processing 3 MVRs in order to get them out today. 

12-28-05 Boy 'o boy back from the Christmas holiday. I officially had 52 emails waiting 

for me at work. It was nice to get back in the move and groove ofthings. I 

wanted to make sure that I tied up as many loose ends as possible today. I have 

not done any "official" SOP training, so I read up on all the SOPs and sent them 

into training. About 25 emails had me going every which direction to resolve. I 
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also spent around 2 hours ''pulling" emails out of the COSEAR database. I 

really need to keep up with that on a daily basis. I was also able to update the 

MVR tracker today. I wanted to make sure that this tracker was updated before 

I headed out. Having our reports in on time is a must! I worked with my 

project manager and Jonathan a little with the small things of the ''transition.'' I 

was able to process and send out two MVRs today. I updated a few 

demographics, and ended the day by cleaning out some of the emails in my 

mailbox. I think that covers it! 

12-30-05 I found out today that my internship practicwn will be extended at Company 

A. I spent a good part of the day archiving in central files. I have such a large 

stack on my desk that I wanted to make sure that it was getting smaller instead 

of larger. It is amazing how time flies when you are filing ... ha, ha. I spent 

quite a bit of time following up miscellaneous topics on the email. Today was 

kind ofthe low-key day in terms of work. Since I was hired on, I had a lot of 

"chats" with managers and hwnan resource personnel today. I left a little early 

today because I wasn't feeling well. I think that covers it. Cheers! 

1-3-06 Today I had too many emails waiting for me after a long weekend. Happy New 

Year ... 2006. I spent most of the morning catching up and following up with all 

of my emails. I sat down with my managers and our team lead to discuss what 

study related responsibilities will be delegated to whom since we have now 

instituted a project lead on the COSEAR study. My project manager and I had a 

conference call at 11 :00. It was nice to get caught up to speed after a week or so 
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away. Looks like we are right on target. After lunch, I started in on the screening 

logs. Because of the Holidays things seem to be a little disorganized at the data 

management company. I received two sets of screening logs this week. We will 

see. I spent the last part of the day filing a few thing into central files. Today was 

my first official paid day at Company A. 

1-4-06 Today was my first day working from home. It went really well. It is amazing 

how much work one can get done with no interruptions. I emailed about 30 

coordinators today to remind them to turn in their screening logs every week. I 

also received about 4 emails back saying that they had. Somewhere there is a 

discrepancy. I was able to update the contact sheet. I spent most of my time 

stamping a very large stack of papers in order to be archived into central files. I 

sent the data management company the visit numbers today. As usual a bunch of 

random things came up today such as: chatting with our randomization company 

to get confirmation pages for specific enrolled patients, chatting with the data 

management company regarding being sent re-order forms, chatting with 

monitors requesting site contact information, and delegating pre-post visit 

checklists to their respective monitors. I think that covers it. 

1-5-06 Today was a day of running around with my head cut off. For some reason there 

were a lot of random questions from the monitors and even more questions to 

follow-up with on the email. I think I spent most of the day chasing these rabbits 

around. Quite a few of our monitors, my project manager, and myself spent a 

good bit of time trying to figure out what exactly the screening logs were asking 
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the sites to fill out. It is the most confusing form I have personally ever came 

across to. It almost feels like a waste of paper because of its lack of usefulness 

due to poor verbiage. Ah, the day and the life of a CRA ... oddly enough I love it. 

The end of the day I spent cleaning up my office. This has been a much needed 

task, but I haven't had a half hour of time to dedicate to this. It looks beautiful. I 

finally have a place for everything. Lets see how long this lasts. 

1-6-05 Can we say the word "central files?" I spent the whole morning in central files 

listening to my IPOD and filing regulatory documents. I was feeling "low-key'' 

today, so I decided to spend half of my day filing the largest stack of papers that I 

had ever seen on my desk. One of the monitors had a few things that he wanted 

me to fax to his site, so I managed to do that in between filings. I went to our in­

service today; it was about the outcomes from a questionnaire sent out 'to 

personnel regarding their opinion of the usefulness of past in-service 

presentations. It was interesting to hear what everyone had to say. I processed 

and sent out two MVRs today. I updated my calendar and corresponding trackers 

with new visits. I updated all of the trackers to make sure that their "status" was 

up to speed. I spent the last part of the day making myself a little bit more 

familiar with the protocol. Since I haven't had a grave need to know the specifics 

of the protocol, my time spent on performing this task has been minimal. 

However, I am seeing that I need to actually read the ENTIRE protocol. .. 91 

pages. All in all it was a good day. 
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1-9-06 Today was kind of a laid back day. I spent most of the day answering a ton of 

emails and following-up on issues before they became problems. One of our field 

monitor's found out that her laptop keyboard was broken. Well, this wouldn't be a 

problem if we didn't need to send her information for an SN and 2 IMVs. I spent 

a good deal of time getting all of her documents together to be faxed. Luckily, 

Jonathan was in-house where he could fax everything. The remainder of the day 

was spent writing meeting minutes that ended up getting lost somewhere in 

Cyberspace. Needless to say, I wasn't too happy. I almost had a heart attack over 

this issue. I will try to get to them again sometime later this week. 

1-10-06 Today was a really busy day at the office. I had quite a number of emails that I 

had to follow-up with in the morning. We also had a conference call today. 

During the teleconference I was assigned 3 more sites to go ahead and schedule 

SN s with. After receiving this request, I spent a good portion of the afternoon 

trying to get the demographics for the sites I was requested to schedule. A few 

other in-house CRAs and myself spent a good deal of time in central files. We 

were asked to do some "re-arranging" of our files in central files in order to make 

room for new studies. Needless to say, I have a whole lot of paper cuts after that 

experience. The day also consisted of stamping a few documents, faxing about 7 

articles throughout the day, finding training documents, and sitting down with 

Accounting for a short while to get my time-sheet set up. It was a busy day. 

1-11-06 I think I started the day off running. I wanted to make sure that I scheduled the 

three SN s today. At least the day started off with good intensions. My first site 
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on the list I was able to confirm a date right away. The second site I was not able 

to schedule because the coordinator was not going to be back for another day or 

so. The third site caused me much confusion. It was kind of a tricky site because 

it is an off-shoot of a pre-existing site, so the Sponsor Company and I went back 

and forth trying to figure out if they actually needed training and if so what kind 

of training specifically. After much discussion, they will be taking care of all 

training at this site. I spent a good deal oftime tallying up SN totals with my 

project manager today. I also updated all of my calendars and spreadsheets with 

the most recent visits I received. I emailed the data management company the 

visit nwnbers. Jonathan and I went back and forth on a few issues regarding 

TrialWorks information, faxing docwnents to other monitors, NUS machines, 

etc. It has been a crazy day. I am hoping to finish one of my meeting minutes 

before I call it a day. 

1-12-05 Today I spent a large part of the morning sorting out all of the screening logs. 

Quite a few sites did not turn in their screening logs. I emailed all of the 

coordinators, in addition to, all of the monitors to inform them who did and did 

not turn in their screening logs as of 1-10-06. Like usual, I received a plethora of 

emails back saying why they did or did not send in their screening logs. I also 

spent a good portion of the day settling issues that randomly had come up with 

regards to information kept in central files. I was able to put quite a few MVRs 

into Trial Works today. I also was able to update the "status" of all the visits for 

this week. I finalized one of the SN s I was asked to schedule and found a 
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monitor to conduct this visit. All in all it was a very busy day, but extremely 

productive. 

1-24-06: Today I had a very full day of human resource training. There were two new 

employees who participated in the training with me. It was a full day of going 

over a ton of information that I am already pretty familiar with; however, it was a 

good reminder for me. I was excited to finally get this day out of my way. I have 

a lot of work accumulating on my desk, so it will be nice to be able to get to some 

of that. 

1-25-06: I worked from home today. I felt like I had a ton of scheduling to update on all 

the trackers and the calendar. I also had a couple very large stacks of screening 

logs that I went through. I love getting this task out of the way for the week, 

because it is a lot of busy work that can just pile on top of itself. It was a very 

consistent day with my paperwork, in addition to, following up with emails. 

1-26-06: Today I had my second and last day of human resources training. Fortunately, 

it was only a half day. I learned how to complete an expense report correctly, in 

addition to, setting up different folders within the Company A database to find 

documents and forms very quickly and efficiently. This definitely will come in 

very handy. I was also able to sit in on training that my project manager headed­

up regarding the anatomy and the physiology of the heart. I have heard of this 

training before, but for whatever reasons I have not ever been able to attend. All 

in all, it was a great tutorial. I wish I had taken it a little earlier, but nonetheless I 

will use the information presented within the tutorial. 
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1-27-06: Today I arrived into work a little late, so I hit the pavement running. I spent a 

good portion of the morning stamping some information for central files. I 

always like to make sure that all of our MVRs get sent out by the end of the week. 

I went on a rat race trying to figure out who sent a particular report. I never found 

an answer. We had an in-service today. It was from Pegasus Travel. Probably 

one of the more informative in-services I have attended. I emailed around 25 

coordinators today regarding their absent screening logs. I spent the last part of 

the day on the computer (answering and forwarding a ton of emails), in addition 

to spending about 3 hours in central files. I can't believe it, the pile of my desk is 

almost gone. What an accomplishment. I better enjoy it while I can. 

1-30-06: This has been the most productive day of my job to date. I think I inputted 

about 15 MVRs into Trial Works before lunch. I stamped a pile of regulatory 

documents that were probably close to 6-7 inches in height. I also finished 

another stack of screening logs. Today was also an additional day of following up 

on random email issues that have been outstanding for a while. I feel very 

accomplished today. It is nice to actually accomplish what you put out to 

accomplish. I will finish the day updating a couple of my calendar/trackers, and 

probably following-up with about 20 or so emai1s before I close down for the 

night. Tomorrow is a teleconference day, so I will be sending out the calendar 

today. 

1-31-06 I spent a good portion of the morning updating the MVR trackers. I usually like 

to let it go a bit before I catch everything up. That way I am not opening up the 
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tracker multiple times a day. We had our conference call today with COSEAR 

and the data management company. It went a bit long, but not too bad. We 

found out during the conference call that there was going to be a web cast later 

on that day. As a result, a few other monitors and I listened to the web cast later 

that afternoon. After the web cast, I processed and sent out two MVRs. I also 

spent a good portion of my day settling a few email questions that I received. 

2-1-06- Today I worked from home. I spent a good portion of the morning working on 

meeting minutes that had accumulated over the course of the past week or so. 

After I finished the meeting minutes, I forwarded them onto Luis for a final look 

through. I spent the remainder of the day reading up on a few study related 

materials, answered random emails, forwarded site demographic information, 

talked with Jonathan and my project manager regarding monitoring visits and 

MVR reports. We had two MVRs that needed to go out yesterday; so I stayed 

in contact with my project manger to ensure that everything was sent out on 

time. All in all it was a pretty busy day. 

2-2-06 Today has been a really busy day. I started off the day by sending off 4 faxes. 

Three of the faxes I sent to monitors and 1 of the faxes I sent to the Sponsor 

Company. I also spent a good deal of the morning updating the schedule. I 

received quite a few emails in the past few days, from monitors, updating me of 

their newly scheduled visits. I had a short meeting with my on-site mentor 

regarding a different position within the company. I also had a short meeting with 

the other in-house CRAs regarding central files rules/regulations, and a brief 
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introduction to a new addition to the in-house CRA team. The last part of the day 

was spent resending 3 out of the four faxes. The last part of my day I used for 

"pulling" emails out of the COSEAR database. The last part of my day was 

updating the "status" of the visits on the MVR tracker. 

2-3-06 My committee approved my defense date on April 18th. I officially completed 

the required on-site time for the internship. I will be collecting, analyzing, and 

summarizing the data acquired during my internship practicum, for my internship 

research topic, "Project Management in View of Increasing Sponsor Demands." I 

will be working nights and weekends over the next few weeks to write my 

internship practicum report and prepare for my thesis presentation. 
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