VI Quick Notes
External Review of Draft NIOSH Current Intelligence Bulletin:
The NIOSH Occupational Exposure Banding Process: 
Guidance for the Evaluation of Chemical Hazards

National Institute for Occupational Safety and Health
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 May 23, 2017


9:00 	Opening
	Thomas J. Lentz, Ph.D.
	Chief, Document Development Branch, Education and Information Division

9:05	Welcome
Paul Schulte, Ph.D.
Director, Education and Information Division 

NIOSH history – formed by OSHA Act 1970, two branches – NIOSH is under HHS; this OEB process is a recommendation and not a rule. 
1. Purpose – Many thousands of chemicals without OEL, OEB is starting point for risk mgmt. not intended to replace OELs.


9:10	Overview of the Review Process
Kathleen MacMahon, DVM
Associate Director for Science, Education and Information Division

1. NIOSH web page www.cdc.gov/niosh/review/public/default.html
2. www.cdc.gov/niosh/review/public/docket290.html
3. CDC -2017-0028 docket
4. Docket office – 513-533-8611


9:20 	Executive Summary of the Current Intelligence Bulletin Document 
Lauralynn Taylor McKernan, ScD CIH
Associate Director for Science, Division of Surveillance, Hazard Evaluations and Field Studies

1. Donna Heidl began process in 2010, McKernan working on this since 2011.
2. Document already internally reviewed
3. OEB is not meant to replace OEL, but serve as starting point.
4. Intent to design out or minimize hazards or risks
5. OEB – categorizes chemicals on health outcomes and potency considerations, A (higher conc.) through E (lower conc. <0.1 ppm), D = 1 to 0.1 ppm;
6. Only 1,000 chemicals with OELs
7. OEB derived from toxicology and potency and used to identify control strategies,
8. Tier 1 is band C, D, & E. organized by 9 GHS endpoints, 
9. Tier 2 is secondary data sources from trained occupational hygienists
10. Tier 3 is expert judgement, e.g. toxicologist.


9:40 	Tier 1 Process, Example, and Evaluation
Melissa Seaton, MS
Document Development Branch, Education and Information Division

1. Tier 1 has low data requirements, OEB based on severity and reversibility of effects with Band E being the most severe, and C being the most reversible. C = 1 to 10 ppm exposure;
2. Process is not intended to replace OEL,
3. Use German GESTIS Substance Database as most reliable 
4. Use ECHA Annex VI to CLP is not as up to date as GESTIS;
5. Found general agreement between OEB and OEL – OEB was lower (more protective) in 55% of 277 chemical vapors studied; goal is 80% to be as least as protective and are at 90% overall for vapors and particulates.  
6. Carcinogens and potential carcinogens are automatically put in Band E.


9:55	Tier 2 Process and Evaluation
	Chris Whittaker, PhD
	Chief, Risk Evaluation Branch, Education and Information Division

1. Tier 2 is always recommended and useful when no GHS our incomplete or inconsistent Tier 1 analysis;
2. Need toxicology training and must follow prescriptive analysis procedure
3. Need end determinant score EDS of 30 to band the chemical per 9 GHS health endpoints
4. Etool is transparent - *** Can etool help small chemical manufacturers? ***
5. ECHA is not considered as source of information for carcinogens but is for reproductive end points
6.	Quantitative data supersedes qualitative data
7.	Lessons learned – improve descriptions for some endpoints, limit data trawling, add toxicology primer, be aware of data source issues
8.	Search and extract data from all recommended sources
9.	Tier 3 – required when insufficient data for Tier 2.

10:15	Tier 2 Case Examples 
Melissa Seaton, MS
Document Development Branch, Education and Information Division

1. Tier 2 example – benzo (k) fluoranthene (PAH byproduct of combustion, lube oils, crude oils) no OEL
2. Qualitative – WOE and classifications
3. Quantitative – Inhalation cancer slope factor, IUR (inhalation unit risk), TD or TC 50
4. Carcinogen recommended source information– US NTP, EPA IRIS, IARC, Cal OEHHA, 
a. RK question – Why isn’t ECHA carcinogen information used? NIOSH found it inconsistent, but would be receptive to VI comments on its strengths and usefulness.
5. [bookmark: _GoBack]Can’t use data sources not recommended; must use data from sources listed.


10:30	Tools to Complete OEB Process
	Steve Gilbert, MS
Risk Evaluation Branch, Education and Information Division

1. Etool – common errors with WOE and NIOSH bands, use of ref dose or conc directly rather than NOAEL


	Pranav Rane, MPH
Document Development Branch, Education and Information Division
	Reviewed etool.

11:00 	Presentations by Interested Parties

1. Dr. John Howell, GHS Corp, on behalf of Independent Lubricant Manufacturers Association, ILMA, 75% metalworking fluids (MWF), and 25% lubricant needs including automotive 
a. Types of MWF – 
i. water dilutible – soluble, semi-synthetic, synthetic fluids (don’t contain oil). Water dilutible fluids may also contain bacteria, fungus, and microbiological decay products; 
ii. straight oils not designed to be dilutible
b. NIOSH concern for potential nonmalignant respiratory disease and REL at 0.4 for air for thoracic particle mass and 0.5 mg/m3 for particle mass;
c. MWF producer test results often more benign that classification based on HCS 2012 Appendix A mixture classification rules.
d. Recommend paragraph in Criteria Document on NIOSH control banding process should not attempt to apply process to MWFs.
2. Richard Krock, The Vinyl Institute
3. Only two public speakers attended, rest of in-person speakers were from NIOSH or HHS.

Wrap up and adjourn
