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Background

In November 2010, the National Academies’ Institute of Medicine (IOM) issued a report, Certifying Personal Protective Technologies.  The Report makes several recommendations for advancing conformity assessment for personal protective technologies (PPT) in the nation.[1]  The report was commissioned by the National Personal Protective Technology Laboratory (NPPTL), a field laboratory of the National Institute for Occupational Safety and Health (NIOSH).  Among NPPTL’s responsibilities is the management of NIOSH’s Personal Protective Technologies Program, which includes the Congressional mandate to certify respirators.  
	
The IOM committee was requested to address a prior National Academies analysis that included the recommendation to NPPTL to “oversee all PPT certification in order to ensure a minimum uniform standard of protection and wearability” as part of its program implementation responsibilities.[2]  NPPTL proceeded to engage the IOM to conduct a formal assessment of non-respiratory PPT certification, which was defined broadly to encompass conformity assessment.  The Certifying Personal Protective Technologies Report is the output from that analysis.

IOM Methodology

The IOM convened an expert committee to examine various approaches to PPT conformity assessment, establish oversight options, and make recommendations on appropriate mechanisms for certifying non-respiratory PPT.  As part of its data-gathering efforts, the committee held several meetings to understand current PPT Program activities. [1] It then planned and conducted a public workshop to examine various approaches used to certify the efficacy of other types of protective products as well as to examine relevant standards and regulations. [1]

Throughout this effort, including after the issuance of the report in November 2010, NPPTL has recognized and acknowledged the substantial contributions made by International Safety Equipment Association (ISEA), ASTM International, the International Organization for Standardization (ISO), and the National Institute of Standards and Testing (NIST) in the area of PPT conformity assessment.  For example, ISEA has developed a new voluntary standard for conformity assessment.

The Certifying Personal Protective Technologies Report

The IOM Report contains three overarching recommendations.  Recommendation 1 is the heart of the report and recommends the development and implementation of risk-based conformity assessment processes for non-respiratory PPT. [1] This recommendation specifies the development of a framework to categorize products based on low, medium, or high risk to the health or safety of the worker that could result from failure of the product.  The objective is to identify the current gaps and inconsistencies and describe conformity assessment requirements for each category of products in the framework.  

The Report’s second recommendation is to Enhance Research, Standards development, and communication. [1]   This recommendation addresses the need for NIOSH participation in standards development organizations (SDOs) to address prioritized gaps, to develop a non-respiratory PPT clearinghouse site, and to address PPE interface issues.  

Recommendation 3 concerns the establishment of a PPT and Occupational Safety and Health Surveillance System. The Report discussed the existence of numerous surveillance systems and a need to link these systems to establish a surveillance system that includes data on PPT product effectiveness in the workplace. [1]

The NIOSH Approach to Implementing the Report’s Recommendations

The IOM report presented various perspectives regarding the appropriate levels of assurance needed to demonstrate that each product within the wide variety of PPE used by the nation’s diverse workforce meets the standards to which it is marked.  NIOSH’s due diligence and strategy to develop these appropriate levels of assurance into a framework for a comprehensive conformity assessment program is being driven by addressing the following questions:

· How is the interest in protecting the health and safety of the American worker shared by the private and public sectors maximized? 
· What mechanisms must be developed or enhanced to ensure proper coordination among those federal agencies having authorities in this area?
· What will the marketplace, particularly PPT purchasers and end users, be willing and able to realistically support? 
· Under what circumstances is a level of independence needed in a PPT conformity assessment system?  

This presentation will detail the steps being taken by NIOSH and its partners to address these questions leading to the development of a comprehensive conformity assessment program for PPT capable of being fully implemented in the US.
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