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What is StudyManager?

StudyManager is a web-based clinical trial management system (CTMS). StudyManager, developed by Advanced Clinical Software (ACS), is the most widely used CTMS with over 1,900 research organization clients. It is designed to make the process of conducting clinical trials more organized. StudyManager is accessed through Internet Explorer and requires no installation on client computers.

What is the goal of StudyManager at Seattle Children’s?

StudyManager will enable Seattle Children’s Research Institute to closely manage study patient visits and procedures to ensure research billing compliance. It is critical to have a system that clearly demonstrates appropriate Research vs. Standard of Care billing for any services provided to a research participant. StudyManager provides the ability to develop budgets, in a systematic manner, that document a clear delineation of all services as either Research or Standard of Care. As patients are enrolled to studies and their visits tracked in StudyManager, every service for every research patient, and the corresponding billing information, is documented.
Which studies will be entered in StudyManager?
All studies with any billable research events, regardless of the source of funding, will be assessed by the Office of Sponsored Research (OSR) for entry in StudyManager. 
Does StudyManager link to Hospital systems?
No.  StudyManager does not link to any Hospital systems.  The data entered in StudyManager is instrumental in documenting which procedures were performed for a research participant within the scope of the research study.  The procedures completed for a research participant are designated as either Research Care or Standard of Care, as determined during the Financial Responsibility Analysis.  This data is used in quarterly research financial reviews to ensure all charges were appropriately directed. 

What is a Financial Responsibility Analysis?
A Financial Responsibility Analysis is the process of identifying whether a protocol/study event is a standard of care event or a research care event.  This process is performed by the Clinical Research Budget Analyst (CRBA), in OSR, in consultation with the Principal Investigator. The Financial Responsibility Analysis is not finalized until the Principal Investigator signs it.

What is a Clinical Research Budget Analyst (CRBA)?
The CRBA is an OSR team member with extensive medical and research knowledge.  The CRBA analyzes clinical research studies in order to make appropriate budgetary determinations.  Some of the CRBA’s responsibilities include: 1) categorizing protocol/study procedures as a standard of care or research care events, 2) determining time required for research staff activities, 3) capturing all associated start-up and maintenance costs and 4) identifying potential hidden costs. Additionally, the CRBA is responsible for setting up studies in StudyManager as well as effecting clinical research charge error resolution.

How are studies set up in StudyManager? 
The Clinical Research Budget Analyst (CRBA) reviews the IRB application, protocol, time and events schedule, consent form and any other pertinent documents to begin study set up in StudyManager. During the study set up process the CRBA will interact with the Principal Investigator (PI) and the study research staff to ensure that the study has been entered appropriately. The StudyManager study is not complete until the PI has signed off on the study build.
How will I know if my study has been entered in StudyManager?
Upon completion of study set up and Principal Investigator (PI) sign off approving the StudyManager study build, the CRBA will send a “Notification of StudyManager Study Entry” memo to the primary study contact.  Once the notification has been sent, it is the research team member’s responsibility to obtain a StudyManager account and training and begin StudyManager data entry.
How will I be trained to use StudyManager?

Usually a one-on-one or small group training will be provided by the Clinical Research Support Office (CRSO) manager responsible for StudyManager. Other training support includes the user manual, demonstrations, educational sessions, e-mails and postings on the CRSO StudyManager Web page.
What will research staff be required to do in StudyManager?

In order to track research billing compliance, research staff will be asked to enter patients, and track completed visits, study patient events and patient study status in StudyManager. Visit information will need to be entered within five business days of the visit date. 
What is StudyManager’s underlying technology?

StudyManager works on Microsoft technology. The back-end database is Microsoft SQL Server Software (SQL 2000 or better). A technical white paper fully describing the technologies is available.

When was ACS founded?  Where are they located?

ACS was founded in 1993. It is a local Seattle company with offices downtown.

Which research organizations use StudyManager?

ACS's primary clients include academic medical centers, hospitals, physician practices, independent research sites, SMOs, CROs and government agencies. The client list includes:  Baylor College of Medicine, National Institutes of Health, University of Vermont, Medical College of Georgia, Indiana University/Purdue University, Swedish Hospital, Ontario Cancer Research Network, and many more.

Can StudyManager do more?

Yes.  StudyManager has other capabilities that can support clinical trial management activities. Any functionality outside the initial scope of research billing compliance will be considered for implementation at a later date.  

Who is the StudyManager Administrator?

The StudyManager Administrator is Clinton Vickers.  His contact information is:


E-mail: clinton.vickers@seattlechildrens.org 


Phone: 206-884-7864

Pager: 206-469-0255


Address: 
Seattle Children’s Research Institute
Building 1, Room 944, Mailstop: C9S-9

1900 Ninth Avenue

Seattle, WA 98101

Who can I contact for assistance or more information?

For technical help, process questions or general information contact the StudyManager Administrator, Clint Vickers.
If the StudyManager Administrator is unavailable, contact one of the following:

· Sharon Schneider 
sharon.s@seattlechildrens.org 

206-884-7808
For help with StudyManager accounts or training, a forgotten StudyManager password or problems opening or accessing StudyManager

· Michelle Palmer 

michelle.palmer@seattlechildrens.org 
206-884-5617

or

· Sandy Johnson

sandy.johnson@seattlechildrens.org
206-884-8195

For help with the design of a study (visits or procedures) in StudyManager
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