
Trials without Tribulations.Ê 

Sophisticated 
Solutions...simply put.Ê 

ARG®  is dedicated to efficiently and effectively supporting small and mid -

size biotech and pharmaceutical companies through the challenging clinical 

trial process. Our focus, passion and agility are matched by our integrity , 

enthusiasm and commitment to deliver on what we promise.  

PAUL BISHOP, ARG CO -FOUNDER & MANAGING PARTNER  

ñWhen we formed ARG to serve the small biotech 

company market, our overriding goal was to achieve 

success for our clientsô clinical trials. We wanted to 

apply our experience to anticipate problems before 

they occur, rather than resolve them on an ongoing 

basis. We do this by taking a true team -oriented 

approach, which means full collaboration between all 

team members ï from ARG Clinical Monitors and 

Project Managers to the sponsorôs Clinical Operations 

Manager and the investigative siteôs Study 

Coordinator. 

The most important and necessary feature of this 

team approach is trust. Each team member should 

expect that interactions among all team members, 

wherever they are located, embody the highest 

degree of integrity. This is the only way we know 

that we can best serve our clients and their clinical 

trial objectives.ò 

ARG Services  

Project Management  

Clinical Monitoring  

Investigative Site Management  

Regulatory Document 
Management  

Investigator & Patient  
Recruitment  

Quality Assurance  

CTMS Development  

Data Management  

Electronic Data Capture  

Biostatistics  

Medical Writing  

Drug Safety  
 



CASE STUDY 1:   A SMALL BIOTECH COMPANYôS PIVOTAL PHASE III TRIAL 
UNDERGOES NUMEROUS I NVESTIGATOR AUDITS BY THE FDA  

A pivotal Phase III clinical trial of C1 inhibitor for the prophylactic treatment of hereditary 

angioedema managed by ARG successfully underwent 3 investigative site audits by the FDA. The 

BLA submission for C1 inhibitor has been made to the FDA and approval is expected in 2008. No 

major findings were noted by the FDA auditors relative to study management, subject medical 

records, case report forms (CRFs) or regulatory documentation.  

ARGôs project manager and clinical research associates demonstrated 

excellent quality and process control, within predetermined budget and 

scheduling parameters.  

THE ROLE OF TRIALVISTA ® : 

ARG utilized its experienced staff and TrialVista, the companyôs Clinical Trial Management System 

(CTMS), to efficiently manage the successful completion of the clinical trial. 

ñARG was instrumental in helping us meet our timelines for our BLA 

submission to the FDA.  Their dedicated thorough work in managing 

difficult vendors, efficient monitoring teams and TrialVista CTMS 

implementation was a critical asset for us as we prepared for this filing.ò   

-Vice President of Regulatory Affairs & Product Development   

LYLE CAMBLOS, ARG CO-FOUNDER & MANAGING PARTNER  

ñEveryone involved in clinical research knows the implementation of a CTMS can drastically improve 

overall clinical efficiency. However, the reality of the situation is that most CTMS fail to deliver on 

the promise of improving clinical efficiency.  

TrialVista is the only CTMS entirely designed and developed by clinical research professionals. It 

operates using proven technology on a highly secure platform. This translates into a system that 

works how clinical researchers work, with less downtime and no more worrying about lost or 

compromised data. 

Each module can be rapidly tailored to suit the individual needs of the sponsor as well as each 

individual study, no matter how small. Implementation is rapid and data is available in this system 

as soon as it is entered. All authorized users ï the sponsor, site, CRO and vendors ï have access to 

up-to-date information, which eliminates concerns about the regulatory status of a problem site, or 

how much drug is in inventory.  

TrialVista keeps you up to date and in the know. If itôs tracked in TrialVista, you can easily create a 

report to monitor it. When data and information are being monitored across thousands of patients 

and hundreds of sites, it really helps to be able to run reports quickly and easily.ò 



CASE STUDY 2: ARG SUCCESSFULLY STARTS UP  
A MID -SIZED PHARMA C OMPANYôS PHASE II TRIAL WITHIN 6 WEEKS 

ARG successfully started a Phase II intradialytic hypotension trial and enrolled the first patient within 

6 weeks of contract signature. Using TrialVista, ARGôs proprietary CTMS, the implementation of all 

study start-up activities, from investigator recruitment to investigational product supply, was 

streamlined.  Based on its advanced approach to project management, several steps were 

significantly reduced or even eliminated.   

ARG was able to simultaneously get all the trial materials developed, finalize CRF design and 

collaborate with qualified investigators to ensure first patient in (FPI) deadlines were achieved ahead 

of schedule. 

ARG has been ahead of every study metric since the FPI deadline and is currently working to 

continue enrollment on this 15 center, 75 patient trial. Enrollment is expected to be completed by 

June 30, 2008. 

ñARG was able to go from contract to enrolling the first patient in an in-

credibly short period of time.  We are extremely pleased to be working with 

them on this trial and are excited about being able to utilize TrialVista 

throughout this study.ò  -Clinical Operations Manager   

HUNTER WALKER, ARG VICE PRESIDENT, CLIN ICAL SYSTEMS  

ñTrialVista and our clinical management services are a unique 

and winning combination. ARG Project Managers and Clinical 

Research Associates are experts when it comes to TrialVista 

deployment, so our sponsor partners know that theyôre going 

to get maximum value out of the system.  

By utilizing TrialVista, and ARGôs experienced clinical man-

agement team, sponsors are ensured of several things: 

rapid implementation 

total team involvement  

precise monitoring of key trial parameters  

24/7/365 supportò 

ñThe bottom line is that all clinical trials are managed for success and donôt 
go over budget. For me, by definition, that is óTrials without Tribulations.ôò 

To learn more about these case studies contact ARG at 540 -213 -0150 or  
businessdev@atlanticresearchgroup.com  

THE COMBINATION OF S ERVICES AND SOFTWARE:  

Because TrialVista was developed by ARG, there was no time wasted in getting the clinical manage-
ment team up and running.  


