
Summary of Public Comment to the Clinical Trials Working Group 

Open Web Forum

The following is a summary of public responses received by the NCI Clinical Trials Working Group (CTWG) from a web-based open forum conducted between November 29, 2004 and January 15, 2005.  Respondents commented on a variety of questions in six sections corresponding to each of the six CTWG subcommittees: Standardization and Infrastructure, Coordination, Patient Accrual, Regulatory, Prioritization and Core Research Services.  Respondents were asked to identify themselves as belonging to one of several categories including clinical trialists, patient advocates, hospitals/HMOs, pharmaceutical/biotech representatives, healthcare providers, research organizations, federal/state employees, professional societies or other.  There were a total of 2228 responses to the questions.  

These replies informed, in real time, the activities of the CTWG subcommittees who were simultaneously formulating draft recommendations. [ Click here to view draft recommendations]  The following summary provides an overview of the public comments on cancer clinical trials research by those who chose to participate in the open forum.

STANDARDIZATION AND INFRASTRUCTURE
Responses supported the idea that standardization of the clinical trials infrastructure would improve the quality of clinical trials and would benefit patients and research teams.  Core data sets emerged as a consistent priority for standardization among those who participated in the forum.  Many clinical trialists considered the task of standardization to be the responsibility of the federal government, in particular NIH and NCI.  It was also felt that assembling representatives from industry, academia, and NCI to create a model template for clinical research contracts would reduce the set-up time for studies. 

COORDINATION

The responses strongly supported increased coordination of clinical trials activities, as well as the establishment of a searchable web-based registry of high quality federally funded clinical trials for use by both investigators and patients.

PATIENT ACCRUAL

Respondents perceived funding, excessive paperwork and eligibility requirements to be continuing barriers for patient accrual to cancer trials. Publicity about trials and patient and physician education were thought to be ways to improve patient accrual.  It was also felt that incentivizing physicians, patients, data managers, research assistants and study coordinators would help increase accrual to clinical trials.  

REGULATORY

The responses endorsed the idea that joint participation between NCI and FDA in meetings concerning new agents and diagnostics would enhance collaboration, expedite the drug and device development process, and increase the safety of clinical trials.  Respondents also felt that c
ollaboration between NCI, academia, industry and the FDA in educational initiatives (including creation of fellowship positions, clinical trials drug development courses and sabbaticals for junior faculty) would be beneficial and would improve the training of new clinical investigators. 
PRIORITIZATION

Respondents perceived that the current clinical trials prioritization system is not run efficiently.  The most common reasons cited were lack of coordination and lack of patient and community oncologist involvement.
  A common theme among the responses was a desire for a system that incorporates broad-based input from all key stakeholders, including NCI, FDA, industry, and entities such as Cancer Centers, SPOREs, and Cooperative Groups as well as academic researchers, to improve protocol prioritization.  There was support for greater involvement of patient representatives and community oncologists in trial prioritization.
CORE RESEARCH SERVICES

Responses suggested that it can be difficult for some researchers to access core research services, particularly for correlative science studies, and that funding is a major issue.  Further, some responses noted that it can also be difficult for researchers to obtain administrative support, most notably for multisite trials, and to find the resources for biostatistical analysis.
