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The Clinical Trials Network (CTN) at Columbia University is focused on the following objectives:  (1) to improve the ability of research personnel to protect the rights of human subjects and comply with privacy regulations; (2) to improve work-flow efficiency in community practices, optimizing the use of research staff time and resources; (3) to develop effective communication and coordination across practices; and, (4) to build a consensus on roles and responsibilities of all personnel for the conduct of research and clinical practice.  Our goal is to identify problems and find realistic solutions. We made some "discoveries" in communications during the project that we would like to share with the CTSA/PBRN community.
Communications 

1.
The Research Support Hub (RSH) of the CTN provides administrative and operational services to the Network's community medical practices.  The RSH is staffed by a medical director, an administrator, and clinical site liaisons, who conduct regular visits to the CTN's community medical practices in New York, New Jersey, and Connecticut.  The Medical Director intercedes with the community research site PI when a problem has been uncovered and diplomacy is necessary for its resolution.  The administrator mans a "Hot Line" and is the conduit for information workflow within and outside the Network (e.g., interfaces with coordinating centers).  The RSH centrally manages regulatory documents including commercial IRB (Western IRB) submissions to harmonize the process and to minimize the time between receiving the protocol and randomizing the first trial participant.  It helps relieve some of the regulatory burden while focusing the community site on research issues.  Recruitment, which can be slow at the beginning of a study, is also managed by the RSH.  For example, sites are encouraged to determine if they have enough eligible participants before they join a study.  Sites commit to recruitment goals and communicate study information to their referring physicians before they complete pre-study activities.  Recruitment is monitored frequently; if recruitment rates are lower than expected, additional recruitment strategies are deployed before the deficit becomes insurmountable.  

2.
Clinical Site Liaisons (member of the RSH staff) visit community research sites regularly to detect and correct problems, sometimes even before the community research team is aware of them. Specific local problems can be detected, solutions demonstrated and follow up scheduled. The liaison provides substantially better quality assurance than a system that requires local investigators and coordinators to initiate requests for help.
Table 1. 
Responsibilities for Clinical Site Liaisons in the Field 


During a site visit, Clinical Site Liaisons:
· Review regulatory documents
· Support screening and recruitment
· Discuss human subjects protection issues


· Review documentation of services for payment
· Detect educational/training needs

3.
Another communications resource is a “Help Line” that the RSH provides its community medical practices.  Having one person who answers the help line and responds promptly to questions from the investigator/coordinator is critically important.  Knowing that someone will take ownership of the question until it is answered creates trust and promotes rapport, particularly for sites new to clinical research.  This personal connection reinforces the feeling of being a member of a supportive network. 

4.
Teleconferences and webcasts (WEBEX) are two powerful communication tools used by the CTN.  Webcasts are particularly useful to discuss complex trial issues, e.g., adaptive interventions, like the use of multiple drugs and doses to reach a therapeutic goal, or when navigation of documents or web sites is needed to communicate trial procedures, status reports, or other information.  Webcasts not only communicate clearly but also save time and money. 

5.
Continuing education in clinical research is provided via a luncheon seminar series and half-day seminars that address issues in good clinical practices, bioethics, hazardous materials procedures, and privacy regulations.  Although time-consuming, these seminars are valuable because of the networking that occurs.  In addition to the prepared talks, coordinators meet and share individual Best Practices, tips, etc. 

6.
Written standard operating procedures that are either posted on a website or in a shared environment, like Google docs, make them readily available and more likely to be accessed.


At Columbia University we find that good communication is essential for good research performance.  Poor communication is a prime cause of many problems in clinical trials, and is often ingrained and difficult to correct.   Community medical practices that also are engaged in research, sometimes have an internal communications dynamic more suitable for a clinical setting than for conducting research.  For successful communications to enhance a clinical research practice, staff roles and responsibilities must be clearly defined and the research PI readily accessible.  The entire practice must be aware of the research enterprise and be informed of active trials (e.g., participant scheduling).  Effort spent in improving communication pathways will benefit research activity and be well worth it.
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