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FDA is receiving a bevy of recommendations from stakeholders on ways to structure its Sentinel Network initiative, through which FDA will have access to reams of post-market safety data. Orthopedists want to see FDA integrate implant registries into Sentinel and are suggesting methods for FDA to incentivize industry participation. Others say FDA should review risk-benefit information in premarket studies to guide post-market surveillance, conduct pilot studies on data quality parameters and collect information from sources that package administrative, claims and electronic medical data.

The recommendations are outlined in new reports FDA sought to help the agency extract the right information from large databases and use that information effectively.

An FDA-commissioned study by Outcome Sciences Inc. in Cambridge, MA, considered how U.S. orthopedic implant registries could fit into Sentinel. (The implants would include total hip, total knee, hip resurfacing, intervertebral disk implants and ankle devices.) It reviewed each registry's data content, structure and quality; patient populations; availability and experience of investigators in using data to survey post-market product performance; privacy concerns about electronic health data; and barriers to Sentinel participation.

FDA should consider supporting the creation of a national, centralized implant registry and integrating that registry into Sentinel, the report concludes. FDA could encourage additional data sources by highlighting that participation in the surveillance networks offers credibility to these registries, the researchers suggest. Sentinel participants could also use the data to make quality improvement comparisons that in turn might affect reimbursement, the report adds.

But the report also warns that FDA "will need to consider carefully how the network might be structured in order to find an appropriate balance between legal burden and access to useful data." The researchers say FDA could start by defining the data elements necessary for surveillance, working with registry sponsors and orthopedic groups to harmonize terms. FDA needs to recognize that participating registries, institutions, surgeons, and patients face possible liability if confidential information is disclosed, the report notes.

The Group Health Center for Health Studies, which is a research arm for a Seattle-based health care system, conducted a study for FDA that identifies, describes and evaluates existing signal detection methods that could be used in Sentinel. The researchers recommend that, at the time of product approval, FDA comprehensively review risk-benefit information from premarket studies, foreign post-licensure data and medical officer product reviews to plan post-market studies.

Drug safety expert Bruce Psaty, whose name was once floated as a possible candidate for FDA commissioner, contributed to the report. Psaty is a professor at the University of Washington medical school and had a prominent voice in the recent controversy over Avandia, a diabetes drug linked to a possible risk of heart attacks.

"If the pre-licensure risk-benefit evidence supports the use of an active surveillance framework, then, as a primary signal detection approach in this setting, we recommend targeting specific medical products (exposures) and outcomes for routine post-licensure surveillance," the report states. "In addition, routine testing results should be accompanied by routine descriptive analyses of the safety data to fully characterize outcome rates by site, demographics, dose, time interval after the product is administered and other factors."

FDA should use existing studies or conduct pilot studies using automated health care data sources to obtain information on data quality parameters at the time of product approval to aid in post-licensure study planning, the report states. For example, FDA could review existing literature on automated health care database quality for product outcomes and exposures, the report recommends.

Researchers at the Harvard Medical School and Harvard Pilgrim Health Care, in another study requested by FDA, recommend that initial Sentinel development use data from those for whom there is "sufficiently complete" information regarding therapies and outcomes that occur during specified periods. The best sources are ones that maintain administrative, claims and electronic medical data, the researchers say. Large public and private insurers have the benefit of large, defined populations in administrative and claims databases but are not well-suited to evaluating devices and inpatient care, the report states.

The study urges FDA to implement a staged Sentinel approach, with a first stage that allows for access to administrative and claims data. The next step should be the addition of electronic medical data from organizations that also have administrative and claims data, or that can provide other kinds of data to ensure complete coverage of defined populations. Studies of outcomes limited to inpatient settings can be added as Sentinel matures, the study says. 

