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I am Richard Krock, Vice President for Technical and Regulatory Affairs for The Vinyl Institute. The Vinyl Institute, founded in 1982, is a U.S. trade association representing the major vinyl resin, monomer, and additive producers. The Vinyl Institute serves as the collective voice for the vinyl industry, engaging industry stakeholders in shaping the future of the vinyl industry. [More information about the Vinyl Institute can be found on our website: www.vinylinfo.org.]
The Vinyl Institute appreciates the opportunity to provide input to NIOSH to assist the agency in assessing the merits of its proposed Occupational Exposure Banding Process, which has the potential to affect the members of the Vinyl Institute and the general chemical industry. 
[bookmark: _GoBack]The Vinyl Institute and its members are committed to the advancement of workplace safety and health. In 2015, the OSHA recordable illness and injury rate for the members of The VI was 0.87, which is 1/2 rate for the chemical industry and 1/4 of the rate for all manufacturing. In addition, emissions of vinyl chloride per pound of vinyl chloride produced have been reduced by 83% since 1987. 
We applaud NIOSH and the CDC for proceeding with this initiative. It is important that employers and employees have an appropriate process for estimating the risks, if any, posed by a chemical in the workplace and implementing appropriate protective measures.  
The well-established procedure followed by OSHA for developing a permissible exposure limit (PEL) generally involves: 
(1) conservatively estimating the maximum exposure level at which the incremental risk of material impairment[footnoteRef:1] is acceptable;  [1:  . Normally, OSHA develops PELs to prevent fatal, disabling or highly harmful and irreversible diseases. Case law holds that OSHA may set a PEL that prevents the subclinical effects of a chemical (e.g.,lead) that lie on a continuum shared with overt disease. For purposes of these comments, we have asserted that mild, transient and/or reversible conditions are not a material impairment of health.] 

(2) demonstrating that compliance with that exposure limit is technically and economically feasible for each industrial sector, process or activity subject to the PEL, or, if it is not, determining the lowest higher exposure limit where compliance is feasible; and 
(3) demonstrating that it is technically and economically feasible to reliably measure exposures at that exposure level.  
OSHA conservatively estimates the exposure limit at which acceptable risk is achieved through a fairly rigorous, comprehensive weight of evidence analysis of the scientific data that involves: 
(1) identifying, assembling and assessing the available scientific studies; 
(2) selecting the studies appropriate for formulating a dose response relationship; 
(3) formulating a dose-response model to represent the available data and 
(4) extrapolating the dose-response curve to lower exposure levels for which data generally is not available.
The OSHA PELs process takes years to complete. The OEB (occupational exposure banding) process is designed to establish a target exposure band and implement measures designed to achieve the target level of control when employers or other individuals are operating under time and/or resource constraints and need to expeditiously assign a risk characterization to a chemical process or activity. 
At the same time, it must be recognized that the OEB process is not a substitute for the PELs process. The greater the deviation between the rigors of the OSHA PELs process, and the OEB Process, the greater the uncertainty on the validity of the OEB process and the products of its implementation in developing a purely health-based OEL. Where there is uncertainty, there is an obvious concern that NIOSH could adopt a process that yields overly conservative recommendations.
This is illustrated by applying the proposed OEB process to vinyl chloride. The OSHA PEL for vinyl chloride is an 8-hour time-weighted-average of 1 ppm. Extensive data collection and monitoring has shown that PEL to be effective in preventing the disease of concern -- angiosarcoma. No new cases of angiosarcoma  have been reported to the angiosarcoma  registry for workers first exposed after the OSHA vinyl chloride standard was implemented in 1975. Yet, absent a PEL, the Tier 1 and Tier 2 approaches of the OEB process would appear to recommend an OEL for vinyl chloride that is an order of magnitude lower than the OSHA PEL. Given the disparity between the effective OSHA PEL, and the OEL that Tier 1 and Tier 2 of the proposed OEB process would appear to recommend, at least absent a Tier 3 analysis, we are legitimately concerned that the approach reflected in the proposed OEB process would yield overly conservative OELs for chemicals without PELs. There is also a concern that some might attempt to use the proposed OEB process to advocate lowering existing PELs for other chemicals.  
With these considerations in mind, the Vinyl Institute urges NIOSH to implement the following recommendations[footnoteRef:2] in developing the final guidance on occupational exposure banding:  [2:  While the inclination is not to have people working to provide a solution to a problem that does not exist, caution was exercised in these recommendations against saying anything that could be perceived to suggest VI advocates waiting for incidence of disease before taking protective measures. If an industry sector is managing the risks effectively, it presumably has either established an OEL and implemented measures to achieve it, or simply adopted good manufacturing and industrial hygiene practices (the older control banding approach) that would achieve the same level of protection without formulating an OEL.
] 

1. Any exposure banding process should be validated in a transparent manner based on a weight of evidence analysis. At this time, It is not clear how a statistical showing that the recommended OELs are as protective as x% of the current PELs meets that burden.
2. Any assumptions or policy determinations relied upon by NIOSH in the formulation of the process should be explained.
3. Assuming adequate validation, the process should be viewed and described as a useful, conservative, rule of thumb tool for adopting an internal OEL absent a PEL or comprehensive Tier 3 analysis.
4. Given the inherent uncertainties, NIOSH should ensure that the OEB process focuses on the prevention of material impairments of health and not mild, transient and/or reversible conditions. 
5. NIOSH should be explicit that the OEB process does not consider the technical or economic feasibility of controlling exposures to the recommended OEB level or the feasibility of reliably measuring exposures at that level. 
6. NIOSH should explicitly acknowledge, consistent with the OSH Act principles for establishing health standards, that employers are not required to or expected to implement measures that are technically or economically infeasible. 
7. NIOSH should limit the List of Information Sources to be relied on for hazard classification to those that make transparent determinations through a process that provides for effective stakeholder participation and is based on a weight of evidence analyses.
8. The OEB process should include caveats that acknowledge the uncertainties involved in relying on the hazard statements in safety data sheets (SDS) given: 
a. the materially uneven level of compliance with the OSHA Hazard Communication Standard reflected in SDS[footnoteRef:3];  [3:  Based on Keller and Heckman experience, the HCS may be the most complex rule ever adopted by OSHA, and that compliance with the OSHA HCS varies greatly.  Major companies typically do a good job of identifying hazards, classifying chemicals and developing appropriate hazard statements. However, there are a large number of smaller companies who could be generating an SDS for their products by simply adopting the information from an SDS generated by a major company that appears to cover a similar product or at least a product with similar primary ingredients.  Others too often simply rely on data bases that apparently contain erroneous information and/or software with erroneous algorithms, and don’t perform the necessary quality check. Weight of evidence concepts are challenging and many smaller firms may not have the ability to implement that approach.  As currently written, the OEB process does not address this challenge.  
] 

b. the general lack of health data on the effects of most mixtures as manufactured and shipped, and 
c. the continued reliance on threshold default concentration levels in classifying mixtures[footnoteRef:4].   [4:  As a whole, relatively few companies have data on mixtures, or have adequate read across data on similar mixtures. Similarly, the HCS rules for evaluating mixtures other than through the default provisions are likely used in a limited manner.  Manufacturers lacking data on mixtures generally rely on the 1% threshold level applicable to most chemicals and the 0.1% threshold level applicable to CMRs and respiratory sensitizers. 
] 

9. Any OEB process published by NIOSH must work in harmony with the OSHA Hazard Communication Standard (HCS).
a. We are concerned by the potentially misleading impact of the OEB process given the requirement in Appendix D of the OSHA Hazard Communication Standard that directs the chemical manufacturer to list an internal OEL on the SDS for the product. 
b. Many “chemical manufacturers” are employers that simply blend or repackage chemicals supplied by others. Many lack the sophistication to implement the complex requirements of the OSHA HCS. They rely on the hazard classification determinations of their suppliers or others. If the OEB process is adopted, some chemical manufacturers are likely to simply rely on and pass along the Tier 1 OEL determinations of others, without any form of quality check on the information. 
c. To partially address these concerns, the OEB process document should state that any OEL developed pursuant to the process clearly identify the Tier that was utilized in adopting that OEL and the individual responsible for implementing the process (as is done with the creator of SDS) so that any downstream reader (including OSHA compliance personnel) would have some basis for assessing the weight to be given to the OEL and contacting the person who developed it.    
We appreciate the opportunity to participate in this informal meeting and provide oral input to NIOSH on the proposed Occupational Exposure Banding Process.  We will be filing written comments that expand on today’s comments and consider the information and ideas shared by the other participants in today’s meeting.
Should there be questions or a need for clarification, please contact me at 202-765-2287 or rkrock@vinylinfo.org. Thank you for your consideration.
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