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Major Discussion Items

1. A number of meeting attendees praised the presentation by Sara Hoover of OEHHA on that agency’s report on PELs released December 2007.  They said it presented clearly the complex subject of chemical health risk assessment.
2. Many attendees expressed a strong preference for the Division not to develop an interim list of substances for work by HEAC, but rather a single comprehensive list that interested parties could review and comment on.

3. A number of attendees said that indicators of California usage should not be the only factor used in determining a substance’s priority for work by HEAC, especially because the limited information available on usage may not reflect actual levels of worker exposure risk.  They urged the Division to develop a draft list of substances in an Excel table with “sortable factors” including date of the last PEL update, severity and likelihood of the health effect(s) of the substance, and the availability of information to conduct the health assessment.

4. There was general agreement that substances for PEL work should be placed in priority groups, leaving the exact priority order for individual substances to the Division to work out on a practical level with the HEAC. 

Meeting Summary
Bob Barish welcomed attendees.  He said the day’s meeting is intended to respond to the general discussion in the morning at the January 29, 2008 meeting of the Health Expert Advisory Committee (HEAC) for PELs which requested the following: 
1. Provide a formal presentation on the OEHHA Report on PELs released December 2007.

2. Start work on development of a list of substances based on factors described in the PEL Policy & 

Procedures document, including indicators of California usage.
Bob Barish said he thought there might be a misimpression among attendees and interested parties for this meeting generally that it’s direct and immediate outcome would be a revised comprehensive list of substances to be worked on for PELs.  He said instead that his goal for the day was to try to obtain consensus on an interim list of 10 or perhaps 20 high priority substances for HEAC to take up, while the large job of developing a single comprehensive list was undertaken.

OEHHA presentation on its report on PELs released December 2007
Bob Barish then introduced Sara Hoover of OEHHA who gave a PowerPoint presentation on the OEHHA report on PELs which was released December 2007 and entitled “Occupational Health Hazard Risk Assessment Project for California.” In addition to reviewing the report, the presentation addressed methodologies applying health risk assessment to workplace chemical exposures.     
(NOTE:  For full technical details of the presentation, refer to the PowerPoint presentation in pdf format posted in the area for the April 4, 2008 meeting at the PEL project website http://www.dir.ca.gov/DOSH/DoshReg/5155Meetings.htm.   A link to the report itself can be found in the January 29, 2008 meeting area at the same website.)
Sara Hoover said the project was commissioned by HESIS.  She said the main goals of the project were to apply quantitative risk assessment methods to the occupational setting to identify chemicals of concern to workers and to develop health protective air concentrations.  She explained that OEHHA is the scientific arm of Cal/EPA and the lead agency for risk assessment in California. 

Under Proposition 65, the state of California is required to maintain a list of substances known to cause cancer, developmental toxicity, and/or reproductive toxicity.  Chemicals can be added to the list under a number of mechanisms, including:  via reference to the California Labor Code; by court order; by the state’s “qualified experts” (i.e., scientific advisory panels convened under Proposition 65); based on a requirement for the chemical to be labeled as a carcinogen or reproductive/developmental toxicant by other state or federal agencies; or via identification by an authoritative body such as IARC, NTP, NIOSH, EPA, or the FDA.  Sara Hoover also outlined the criteria used to evaluate evidence for the carcinogenicity and reproductive/developmental toxicity of chemicals considered for listing under Proposition 65.

Sara Hoover explained that for the HESIS project, OEHHA screened the Proposition 65 list of substances to identify “workplace chemicals,” based on evidence of current industrial use.  The surrogate for industrial use was production/import volume data from the 2002 Toxic Substances Control Act (TSCA) rule for “Inventory Update Reporting” (IUR).  OEHHA screened out a number of types of substances, including pesticides and drugs which are largely regulated by other agencies.  The screening for current industrial use was limited by the fact that there is no inventory available of chemicals used in California workplaces.

Sara Hoover went over some of the findings of the report with regard to workplace chemicals on the Proposition 65 list that are either unregulated or underregulated in the occupational setting (refer to the PowerPoint presentation and OEHHA report for more details).

Sara Hoover provided background on the four steps of risk assessment and discussed the differences in risk assessment methods for cancer, for reproductive and developmental outcomes, and for other non-cancer effects.  She also noted the role of risk assessment in providing scientific input to risk managers, who can still consider technical and economic feasibility issues in setting exposure limits.  

Sara Hoover went through several examples of how risk assessments that were conducted for the environmental setting could be adjusted and applied appropriately to the occupational setting (see the PowerPoint presentation and the OEHHA report for further details).  She discussed some of the conclusions from the OEHHA report, including that:  OEHHA and U.S. EPA risk assessments can be adjusted and applied to the occupational setting, thereby leveraging scarce resources; adjusting the risk assessments should be done by a qualified expert to ensure that complicating factors are considered and addressed; health-based occupational exposure limit recommendations can be developed using a transparent, scientific approach; and health-based levels developed using risk assessment methods provide richer information to stakeholders and risk managers.

Howard Spielman asked about the scientific basis for the unit risk values for cancer contained in the report.  Sara Hoover said that because of the lack of epidemiological studies for most carcinogens, animal studies are often used in cancer risk assessment rather than waiting for illness to be identified in humans.  Sara Hoover said that scientifically developed statistical models are used in estimating the unit risk values, and that there are detailed guidance documents on the methods applied by OEHHA. 
Mark Stelljes elaborated that the basis of the statistical models for cancer unit risk values was an assumption of linearity, i.e., extrapolating the effects of a high dose to a low dose.  This assumption of linearity is open to debate, he said.

Sara Hoover acknowledged that there is ongoing research on the issue of linearity in assessing the dose-response for certain carcinogens.  She said that linearity is the default assumption in cancer risk assessments, and that researchers have found evidence for the validity of this assumption in certain studies. 

Julia Quint noted that the existing Federal OSHA process of looking at carcinogens utilizes risk assessment methodology—as was done for the PEL for benzene—and that Cal/OSHA then accepts and adopts the resulting standard or PEL.  This contrasts with the practice of the ACGIH TLV Committee which classifies carcinogenicity not on the basis of risk assessment but rather by categorizing whether a chemical is a confirmed animal carcinogen, has evidence of human carcinogenicity or not.

Howard Spielman suggested applying one standard to all carcinogens: ALARA (“as low as reasonably achievable”) as often is often applied to control of radiation exposures.
Julia Quint said employers want more clearly defined guidance, a specific number, not ALARA.  She pointed out that NIOSH has in the past used the designation “Ca” for carcinogens without a specific Recommended Exposure Level (REL) which is similar to the ALARA concept. However, NIOSH is in transition to utilizing the risk assessment approach and developing quantitative standards for carcinogens. 
Michael DiBartolomeis had 3 comments: 

1) He complimented Sara Hoover’s presentation for its clear presentation of a complex set of topics.
2) He said the OEHHA report did not address the potentiation effects of mixtures (i.e., synergistic effects with exposures to mixtures of chemicals causing higher toxicity than for a single chemical alone) 

3)He asked how to incorporate into the assessment the additional environmental exposure workers may get to a chemical after they leave work—its not as if they can stop breathing once they leave work. 
Sara Hoover acknowledged that environmental exposures were not added to workplace exposures in the OEHHA occupational risk assessment report, following well accepted risk assessment guidelines, and consequently underestimates of a worker’s total exposure could result.  She also noted that while risk assessment is often portrayed as being health conservative, the lack of assessment of mixed or cumulative exposures could lead to an underestimate of risk.
Juli Broyles noted the current impossibility of having an overall protective standard incorporating environmental as well as occupational exposures.  She said the HEAC process is limited to looking at risks from occupational exposures to hazardous substances.
Michael DiBartolomeis said his point was only that we have to keep the additional environmental exposure in mind.

Mark Stelljes noted that the benchmark dose utilized for the risk assessment models were a factor of two to 8 times either side of a NOAEL or LOAEL.  As this is less than one order of magnitude, it means we still get relatively good agreement between a risk assessment model and experiments that actually identify a NOAEL.
Barbara Kanegsberg noted that EPA uses an additional uncertainty “factor” for quality of the database for a particular chemical.  Sara Hoover said OEHHA doesn’t include an additional uncertainty factor for data quality (which would make the total uncertainty factor larger), but they do extensively evaluate the quality of the data they choose to use in their assessments based on well accepted criteria.  Jim Collins of OEHHA said they don’t use data if it is judged to be inadequate.  Sara Hoover indicated that if anyone had questions on where to locate a specific OEHHA risk assessment or the OEHHA guidelines for cancer or noncancer risk assessment, they should feel free to contact her.
Table of California chemical usage indicators

Bob Barish began discussing the chemical usage indicator table he had prepared for the meeting.  He noted the 3 columns at the right of the table on usage: from the EPRCA 313 database and compilation of hazardous materials business plan chemical inventories from Certified Unified Program Agencies (CUPAs) for the San Diego area and for unincorporated Los Angeles County.  The San Diego area information was based on approximately 8,000 submitters, while the data in the table for unincorporated Los Angeles County was based on submissions from approximately 1,800 businesses.  
Bob Barish said that Cal/OSHA air sampling data had not proven useful as a potential usage indicator, and information from the California Air Resources while potentially useful did not add to the information from the sources noted above, with the exception of one substance, 1,1-dichloroethane, as shown at the bottom of page one of the table.  Bob Barish reported that within two to four years CAL/EPA may have available a single accessible data base for all the hazardous material business plans from all of the CUPAs statewide.  Bob Barish reviewed the different quantity thresholds for listing on the business plan and EPRCA 313 databases.  

Julia Quint asked if Bob Barish was saying that everything with respect to substance selection for PEL work was now being driven by usage.
Bob Barish replied that substances labeled as “usage info level 1” in column one of the table would appear, based on the California usage indicators, to be reasonable candidates for consideration by HEAC, while if the CUPA and EPCRA 313 data for a substance in the table don’t show anything that would suggest the substance might reasonably be given a lower priority, subject to discussion and provision of additional information suggesting that usage is occurring in California.  He emphasized that given the limitations of available California usage indicators it was not his intention that absence of EPCRA 313 and CUPA information be used by itself to rule out substances from consideration for PEL work.
Julia Quint said she was concerned because state-wide data on usage are not available—that conclusions drawn from the EPCRA 313 and CUPA databases has to be heavily caveated.   Bob Barish reiterated that with the information limitations noted by Julia Quint, the table was intended to show which substances should probably be ruled-in for early consideration by HEAC, while those where the usage information sources used suggested possibly low California usage should not be ruled out but looked at further for additional usage indicators. 
Dan Leacox asked if he understood correctly that the usage indicators table passed out in the meeting is not a new list of substances for PEL work but rather just information to be used in the substance selection and prioritization process.  Bob Barish said that was correct. He clarified that “usage info level 1” is a rough judgment based upon one or more indicators in the CUPA and EPCRA 313 information. The list is not intended to be a relative quantitative indicator of California usage. 
Michael DiBartolomeis suggested HEAC start with the 19 substances recommended by HESIS for PEL work.  Bob Barish said that in the usage indicators chart he handed out, about two-thirds of the HESIS substances are on the first page (substances with an “(H)” after their name in the table).  Substances on the first page of the chart have both an OEHHA cancer unit risk value and some indication of California usage. Thus, if those factors are used in selection and prioritization for PEL work, most though not all of the HESIS substances would appear to qualify as high priority.  Bob Barish noted that several of the substances in the HESIS list (nickel, 1,4 dioxane, 1-bromopropane, and refractory ceramic fiber) were taken up by the previous PEL committee that concluded its work in 2004 and are already being worked on by the Division for a PEL proposal to the Cal/OSHA Standards Board. 
LUNCH BREAK
Dennis Shusterman said the California usage indicators chart could be interpreted as a paradigm for an on-going process of substance selection and prioritization for PEL work.  He suggested such a process should consider at least two factors—usage is one.  If better California usage data becomes available, the list can be revisited. The second factor should be the magnitude of the regulatory gap; he said this should be a cofactor in the prioritizing.

Sara Hoover said the risk values in the OEHHA report were calculated on the basis of 8 hours out of 24 per the instructions of HESIS.  The numbers would change if heavier breathing rates were used, for example, but the relative risks between one chemical and another would remain unchanged.

Vickie Wells said we don’t want to ignore substances with no regulatory assessment numbers.  She suggested designating ten substances for HEAC to work on.  Julia Quint said that the original Cal/OSHA list included asthmagens and these should not be ignored.  In fact asthmagens should be given high priority.

Bob Barish reiterated his goal stated at the beginning of the meeting to come out of the day with a list of 10 or 20 substances for HEAC to work on while a more comprehensive list is developed.  There were suggestions from a number of attendees to draw up health effect categories within the list such as asthmagens, carcinogens, reproductive hazards, etc

Dennis Shusterman said there had been a separate process initiated by DOSH for sensitizers in 2005. 
Howard Spielman suggested that workers can be a great resource for information on what substances are actually being used in California workplaces.  He suggested sending a letter to organized labor to find out if there are any key chemicals of concern to them.

Fran Schreiberg said she had sent emails to unions over the last two years.  She said there is no one within organized labor with industrial hygiene experience, so they haven’t responded. She said it was her belief that the numbers in the OEHHA report are sufficient to move ahead and that should be done quickly by moving substances with an OEHHA risk assessment directly to the feasibility and cost phase of the PEL process.  

Susan Ripple that if PEL work concentrates only on only cancer and reproductive hazards [a reference to the OEHHA report’s focus primarily on Proposition 65 chemicals] many substances with important non-cancer effects such as neurotoxicity would not be addressed. 
Brief discussion of N-methyl pyrrolidone and HEAC process
Fran Schreiberg and Julia Quint asked Bob Barish why N-methyl pyrrolidone that Julia had presented at the HEAC meeting November 2, 2007 had not been wrapped up, why he was asking Julia to respond repeatedly to the same industry comments.  Bob Barish responded that he would not address that question in this meeting other than to say that he is doing what is necessary to help assure that whatever PEL is recommended by the Division to the Standards Board is not held up in the Board’s formal rulemaking process unnecessarily by questions that should be addressed informally in the advisory process to the extent that is reasonably possible.
Julia Quint said guiding principles are needed for HEAC on how many questions committee members would have to answer from industry stakeholders because that’s going to limit how many chemicals HEAC can get done.  If helping to get a substance to the Standards Board process is part of HEAC’s work, then that needs to be stated openly in guiding principles.

Return to discussion of selection and prioritization of substances for PEL work

Bob Barish said it sounded like there was a general agreement that having an OEHHA risk assessment for a substance makes it more feasible for HEAC to consider.  Julia Quint expressed strong agreement with that position but questioned whether HEAC should be reviewing OEHHA assessments that have already gone through a public process. 

Vickie Wells said she did not believe an ad hoc adoption of OEHHA assessments would be good science or good public policy.  She urged staying with the HEAC process, although certainly OEHHA assessments should be used by HEAC and the Division.  Juli Broyles expressed agreement with the statement of Vickie Wells. 

Dan Leacox said that with a number of different lists of substances for PEL work currently being circulated it would be important for there to be developed one single list for the Division to work from.    
Julia Quint said health effects have driven the recommendations to date of the OEHHA, HESIS and DOSH lists.  She said it is not easy to go beyond TLV-driven substance selection as has been done in the past.  She said the HESIS list of recommended substances was sent in July 2007.  She said clarity was needed on how decisions on substance selection and prioritization would be made.  She noted the absence of asthmagens on the usage indicators chart handed out for substances in the OEHHA December 2007 report. 
Bob Barish reread to attendees the consensus statement from the January meeting minutes on the interest in California usage data for substance selection and prioritization for PEL work. 
Dan Leacox said he thought there was an issue of semantics, that what is needed is a master list based on health effects and usage indicators.  He urged the Division to revise its existing list of substances for PEL work (posted in the August 21, 2007 meeting area of the project website) and send it out for comment.
Bob Harrison proposed the list have within it groups or categories of exposures such as solvents, metals, asthmagens, etc.  Bob Barish asked what the benefit of that would be. 
Sara Hoover said that solvents intuitively are potentially of concern in terms of exposure.  She suggested taking the Division’s original list, based primarily on new and revised TLVs, and add cancer and reproductive hazards plus the additional HESIS and WorkSafe lists plus the California usage data and put them in one table.
Jim Unmack said there is difficulty with how much weight to give to each factor.  He suggested scoring within each factor category.   Fran Schreiberg said the Division should combine the columns of information from the various tables and put the chemicals in order of its first choices and then let the group argue over the choice of prioritization.

Bob Barish said he liked the idea of priority groups as is done in the current DOSH list, rather than trying through the general public advisory process to determine the specific priority order of individual substances.  There was general agreement expressed with that concept. 
Patty Quinlan noted that the HESIS list has usage information not on the other lists.  She suggested there was not a need for  a column for the year of TLV adoption or the CAS number column.  She thought a column was warranted to show skin notation.
Bob Barish said that based on attendee comments, the chart should be alphabetical within factor categories and sortable within Excel.  The “sortable factors” would include:

--Health effects

--California usage level indicators
--PEL vs 1/1000 increased cancer risk
--Cancer risk assessment availability

--Non-cancer risk assessment availability

--PEL vs TLV

--Substance is only a chemical process-intermediate or not

Fran Schreiberg said she agreed that if there is knowledge of a chemical only being used in California as an “in-process “ intermediate then exposure to it is probably very limited and so it should probably not be assigned a high priority. 
Julia Quint said there should be a column as in the OEHHA Report and HESIS table indicating the uses of the chemical, e.g., solvent, product ingredient, pesticide, intermediate, etc.  She said that sort of information is available in the NTP assessment reports and in the TLV Documentations.  Bob Barish said this is only national information of a very general nature and questioned whether it would provide much insight on actual California presence and usage. 

Jayne Murphy suggested graphing substances based on severity of their health effects and the likelihood of hazardous exposure.

Will Forest noted that there are over 200 chemicals on the Division’s original PEL priority.  He said there is no chance of getting most of these done so prioritization is needed.  He thought there would not be huge differences in opinion about ranking that can’t be worked out so that important substances can be addressed.  He proposed an ad hoc approach where any substance with a significant health effect stays on the list.

Bob Barish said that John Sacco did that informally at the August 2007 meeting suggesting four widely used substances that HEAC is working on now.  But Bob Barish said that approach can only be used with substances that are widely familiar. 
Dennis Shusterman suggested possibly applying the “Delphi” decision-making approach to substance selection and prioritization, i.e., when all indicators point in the same direction, then you have a high priority substance.

Vickie Wells said that people want to see a complete list to do their own prioritizing.

Bob Barish said it appeared the next step then would be development of a draft master list of priority groups of substances for PEL work. 
Vickie Wells noted that when you talk about California usage indicators, there are some substances, like diesel exhaust that is in the OEHHA report, that would not be captured by that metric.

Susan Ripple noted the distinction between “isolated” intermediates as a term for chemical intermediates that are transported and therefore have exposure potential versus “process” intermediates that are fully contained within chemical manufacturing processes.  
Mike Wilson commented that the California Green Chemistry Initiative faces the same problems of substance prioritization and is struggling with lack of complete information.  He proposed the Committee communicating to the legislature as a body to convey the information gap barrier to completing its mandate.

Howard Spielman noted that HEAC is an advisory committee and that once it advises Cal/OSHA it is the agency’s responsibility to take leadership.  He endorsed a process of the Division developing a proposed revised list of substances, circulating it for comment and then revising as appropriate. 

Bob Barish asked if this was the consensus of attendees on this process.  The group agreed.

Howard Spielman said that if comments were received in response to a circulated list, another meeting on prioritization might not be necessary.

As a group, attendees agreed that the April 29th meeting would be for HEAC as planned and not for the substance prioritization process.  There was also discussion among HEAC members that mid-June rather than late June or early July would be the best time for the HEAC meeting after April 29. 
The meeting adjourned. 
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