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Steve Smith welcomed attendees to the 6th advisory meeting on sensitizing substances held by the Division.   Steve Smith provided background to the meeting, indicating that the process grew out of the discussion of the PEL for glutaraldehyde in 2004.  At that time a special advisory meeting on glutaraldehyde concluded that the risks posed by other sensitizers should be addressed, at least through the type of footnote that had been adopted for glutaraldehyde or possibly with more a more extensive regulatory proposal.  The first meetings on sensitizers were held in 2005, while the 5th meeting was held April 28 of this year.   Steve Smith said that he had received a number of comments and suggestions on the draft proposal he had circulated based on discussion at that meeting.  

Dr. Robert Harrison presentation

After attendees introduced themselves, Steve Smith asked Bob Harrison to give a brief presentation on a  2006 paper on which he had been a co-author:   The Proportion of Self-Reported Asthma Associated with Work in Three States: California, Massachusetts, and Michigan, 2001. (Journal of Asthma, 43:213–218, 2006).  Steve Smith noted that this paper detailed findings in California and several other states on rates of self-reported work-related asthma in the 2001 Behavioral Risk Factor Surveillance System (BRFSS) study which utilizes a random dial telephone survey.   Bob Harrison explained that BRFSS is a key comprehensive survey of public health in the U.S. with questions asked, for example, on smoking, seat belt use, diabetes, etc.   Bob Harrison noted that the BRFSS doesn’t usually include questions on work-related illnesses, but that in 2001 two questions were added on work-related asthma.   Being a random telephone survey, the BRFSS sample is large with 8,628 persons contacted in California.   From this survey an estimate for California of 137,000 adults having work-related asthma was developed.   This number developed out of the finding that 7.5% of California interviewees gave answers indicating the presence of current asthma, with 7.4% of those having been told by a medical professional that their asthma was work-related.   He said similar findings were made in California and Michigan, the other states reported in the study.   Bob Harrison noted however that the 137,000 number for California included airway responses to both sensitizing substances as well as respiratory irritants.   He also stated the BRFSS questions did not distinguish between asthma that may have been caused by exposure to a sensitizer and asthma that may be aggravated by work exposures. To this Eric Brown responded that the 137,000 number did not then reflect an estimate of sensitizer-related asthma which is the concern of the present meeting.  Bob Harrison responded that based on Workers Compensation data and the finding of 10 to 15% of all physician asthma reports having a work-related component then a number of 13,000 might be an estimate for work-related asthma caused by sensitizing agents. Elizabeth Treanor asked for the physicians’ report data and Bob Harrison stated he would provide it to Steve Smith.

John Bobis asked Bob Harrison if the telephone survey distinguished between smokers and non-smokers.  Bob Harrison responded that his group did not look at that specifically but that it might be possible to do so.  Dennis Shusterman said his impression from recent studies has been that smoking is not highly confounded with work-related asthma caused by exposure to sensitizing agents. 

Karen Heckman asked about the relationship of the sensitizers listed in the draft proposal and work-related asthma reported in the 2001 survey.  Bob Harrison responded that the 2001 survey could not correlate reports of possible work-related asthma with their causes but he said the sensitizing substances in the proposed list are the best known of the workplace sensitizing substances. Bob Harrison said he had a pie chart of more recent survey results he would provide the group after the meeting and could be included with the minutes. 

Dr. Julia Quint presentation

Steve Smith then asked Julia Quint to give a brief presentation on a  2008 paper on which she had been a co-author with CDPH colleagues including Bob Harrison and Janice Prudhomme: Primary Prevention of Occupational Asthma: Identifying and Controlling Exposures to Asthma-Causing Agents, American Journal of Industrial Medicine, 51:477–491 (2008) .  Steve pointed out that this paper was discussed at the January 2009 advisory meeting but Julia was not at that meeting so it was good to hear her summary directly. Julia said the paper was started in HESIS to support the Cal/OSHA PEL process for glutaraldehyde in 2004.   She said that most PELs have objective data to support them, usually animal assays but also some with epidemiology studies.   But she said occupational asthma is different since there are no good animal models for asthma.  She said that part of the importance of protection of workers from sensitization is protection of their careers and livelihoods.   She said the presentation of John Balmes at the first DOSH meeting on sensitizers in 2005 had noted that there is generally no threshold level of exposure for development of sensitization.  So she said she wanted to see how best to go about identifying workplace asthmagens.  In answer to this she said she found a number of U.S. and overseas sources with lists of workplace sensitizers.   However she said that as shown in the paper the lists from different sources (eg. ACGIH, UK, Germany etc.) employed different criteria for including substances as sensitizers.   She said that given the difficulty of doing PELs to protect against sensitization it is important to highlight the risk of dermal or respiratory sensitization that some substances pose. Julia Quint recommended that the US develop criteria to ensure consistent identification of occupational agents that cause asthma.
A number of attendees expressed interest in Julia Quint’s paper (John Bobis, Eric Brown, Beth Treanor).   Steve Smith said he would circulate the paper to attendees. 

Julia Quint said her research found, consistent with numbers suggested by Bob Harrison, that about 10 – 15% of all adult asthma fairly consistently is attributed to work-related chemical exposures.  She emphasized this is for sensitizers, not just irritant aggravation or unrelated to a chemical, eg. response to cold. 

Janice Prudhomme reiterated, clarifying that 10 to15 percent of all asthma appears to be work-related (sensitizing substance or irritant), and 10-15 percent all that work-related asthma is found generally due to sensitizing substance.   So Bob Harrison concluded that 1 to 2% is usefully regarded as the lower bound of work-related from sensitizers from among all adult asthma.   Julia Quint and Bob Harrison both noted that these numbers are often found to be higher in Europe, possibly due to greater workplace and health surveillance activities. 

Eric Brown asked Steve Smith if the 2008 HESIS paper discussed by Julia Quint was the basis for the draft RSEN DSEN list.  Steve Smith said a list was originally developed in 2005 in part from a list provided by Susan Ripple of Dow Chemical with input from Julia Quint.  Then more recently that list was compared to the 2008 HESIS paper that resulted in some substances being added or removed.  He said WorkSafe had also suggested some additions but as was suggested at the last meeting those additional substances along with any new changes would be addressed at a follow on meeting after this rulemaking is completed.  He said there was unlikely ever to be complete agreement on the list but the idea was to develop and promulgate an initial list and then modify it over time.   Julia Quint said that what would be important for this rulemaking to have a clear statement of the criteria used for inclusion of each substance on the list of sensitizers. 

Elizabeth Treanor asked Julia Quint whether the UK or Germany have regulations for sensitizers in the workplace. Julia Quint responded that of the 45 sensitizers listed in the UK, only a small number have PELs, but the PELs don’t protect against asthma. Employers using a sensitizer in the UK must set up a surveillance system. Germany has a strong effort establishing occupational exposure limits for substances that cause asthma. Jane Murphy asked if Michigan or Massachusetts, the other two states covered in the BRFCC paper, had proposals to regulate sensitizers in the workplace. Bob Barish responded that Michigan-OSHA had recently released a proposed program regulation on isocyanates and updating of a number of its isocyanate PELs.    Bob Harrison said however that he was not aware of other state OSH programs looking at regulation of sensitizers generally as this meeting is discussing. 

DOSH draft proposal

Steve Smith reviewed the draft regulatory proposal for a new section 8 CCR 5179 for sensitizing substances.  The group suggested editorial changes to the sensitizer definition including using more lay terminology instead of words like ‘humoral’. 

Eric Brown stated his belief that the proposed standard was out of scope for Cal/OSHA, since it targets a small, sensitive population rather than protecting the general worker population. Steve Smith responded that the regulation was intended to prevent workers generally from becoming sensitized, while protecting those already sensitized was difficult short of removing them from exposure to the substance causing the problem.  In light of this he said a significant motivation for the proposal is preventing the severe outcome for the worker of displacement and loss of livelihood. 

Beth Treanor said that if prevention of sensitization is a problem warranting regulation, why isn’t HESIS or DOSH doing outreach to employers and employees while the regulation is under development.   Lynn Knudtson agreed that small users don’t have the information they need, as they may be far removed from the supplier.

Responding to Beth Treanor, Julia Quint stated that sensitizers were not an issue for a HESIS Alert since they are not a newly identified hazard, but that there is a published fact sheet on glutaraldehyde.  She said that promulgation of a Cal/OSHA regulation on sensitizers, including a list of sensitizing substances, would facilitate outreach to employers She said a DOSH specified list of sensitizers in a regulation would facilitate outreach to employers.   Julia Quint noted further that legislation vetoed in 2006 would have facilitated outreach by enabling HESIS to identify employers where a specific sensitizing substance is being used. 

Eric Brown reiterated he didn’t think that the presentation by Bob Harrison and other data presented in the process to date supported that workplace exposures to sensitizers is a significant problem warranting a new separate regulation.  Dennis Shusterman responded that as an occupational physician he has witnessed the effects of sensitization which can be severe, even devastating, to a worker’s health and livelihood.   

Joel Cohen asked why the problem couldn’t be addressed just by supplementing Cal/OSHA’s Hazard Communication regulation.   Steve Smith responded that given it is a complex federal standard that has prompted substantial litigation modifying section 5194 for California unique items is particularly difficult. 

John Bobis said the biggest problem with the draft 5179 proposal is use of vague terms, for example for the action level for medical evaluations.  He said he looked at data on employees at his company and found that as worded if it became regulation it would bring 2,600 employees into medical monitoring.   Bob Barish asked John Bobis which particular substances on the draft list had the greatest impact.  John Bobis responded that isocyanates are a common component in many of his company’s their products including in composite explosive materials.

Karen Heckman suggested that if the medical evaluations are the part of the regulation that is difficult for employers then why not just focus on employee training and hold off for now on the medical component.  Beth Treanor said that not everyone present or commenting in the process so far agrees on the information and training element of the draft regulation. 

With regard to training, Lynn Knudtson said he was concerned with the expansiveness of the scope of coverage of draft 5179(c)(1) for training, asking what is meant by “close proximity” to sensitizing substances.   For this John Bobis suggested changing the wording to “occupational exposure.”   Karen Heckman suggested “working directly with.”   Steve Smith noted that the overall scope of draft 5179 refers to “occupational exposure.” 

John Bobis said that draft 5179(c)(2) duplicates language in section 3203, Injury and Illness Prevention Program.   Beth Treanor said the purpose of this section is to emphasize training on sensitizing substances.  John Bobis asked if training by electronic means would be acceptable.  All agreed that it could be if effective. 

Lunch Break

Regarding medical evaluation requirements, at previous meetings there was discussion but no agreement on language regarding medical evaluation in draft 5179(d).  Steve Smith noted a suggestion had been made since the last meeting for a trigger for medical evaluations at 50% of the PEL, or symptoms.   Erin Wade expressed her concern that the signs and symptoms of sensitization are so broad that many employees would require not only a medical evaluation questionnaire, but significant subsequent medical follow-up. Elizabeth Treanor asked about inserting language regarding the work-relatedness of symptoms in DOSH’s medical evaluation questionnaire.   Steve Smith asked Bob Harrison and Dennis Shusterman if they might modify the questionnaire for the next meeting and they agreed. Steve Smith responded that the current wording is for occupational exposure to and/or work directly with to a sensitizing substance, not just anyone with asthma symptoms.  Dennis Shusterman noted that in the absence of symptoms of sensitization the current draft requirement is only for a medical questionnaire, not a full medical evaluation.   Ed Ochi said the questionnaire requirement given the current broadly focused questionnaire could yield too many “yes” answers and possible recommendations by physicians for additional evaluation that could overwhelm many employers’ capability to provide. 

Steve Smith said the trigger for medical evaluation could not just be based on signs and symptoms, as signs and symptoms of work-related asthma should trigger the Workers Compensation process.  Steve Smith said that’s why DOSH proposed that the same criteria for requiring training be applied to the medical evaluation requirements – employees who work directly with or in close proximity to sensitizers. Julia Quint commented that using an action level or PEL doesn’t work for these sensitizers because the PELs haven’t been established for the health endpoint of sensitization and people have effects at exposure levels below the PEL.

Dennis Shusterman reiterated his concern with the serious consequences for workers of chemical sensitization.  He noted also the developing “one-airway” theory that relatively mild symptoms in one part of the respiratory system (usually the upper airway) such as enhanced response to an irritant, can herald more serious effects elsewhere such as asthma in the lower airway.   Ed Ochi said that a training requirement should be sufficient to get those affected to report symptoms which could then be medically evaluated.   However Dennis Shusterman noted that before the widespread advent of non-latex gloves, healthcare workers would hesitate to report latex allergy out of fear for their livelihood.   Responding to this Karen Heckman then questioned the value of a medical questionnaire requirement with respect to trustworthiness of the answers provided.  Dennis Shusterman responded that in his experience failure to report, being an error of omission, is more likely, than not answering truthfully on a questionnaire, or in a medical exam, when asked directly about symptoms. 

Ed Ochi questioned if especially small to medium size employers would have the capability to provide for the medical evaluations being contemplated in draft 5179.   Julia Quint said existing Cal/OSHA and Federal OSHA regulations for formaldehyde and methylene chloride have requirements for medical evaluations.   Don Molenaar said the challenge was not medical evaluations generally, but rather what the trigger would be for them to be required and the numbers that might lead to without substantial benefit.  Steve Smith commented that administering the questionnaire need not be overly burdensome for an employer; it could be done at the same time that the respirator questionnaire is done, for example.

Karen Heckman revisiting an issue from previous meetings suggested the draft 5179 requirement for medical evaluation was redundant with Workers Compensation insurance.  She asked why two processes would be necessary.  Dennis Shusterman responded that medical surveillance is passive, not triggered until illness develops, while what is being contemplated by draft 5179 is more active surveillance for even early symptoms of sensitization.

Cheryl Christenson said her employer had administered a medical questionnaire to 500 employees who work with glutaraldehyde. Because of the nature of respiratory sensitization symptoms (i.e., they resemble colds, flus, other ailments), Christenson determined that a nurse needed to go through the questionnaire with employees; it was not something that could be provided to employees without supervision and guidance. Christenson went on to describe her medical evaluation program which involves administering questionnaire upon initial assignment to work with glutaraldehyde (as a baseline) and again if employees are exposed above 50% of the PEL or if they have signs or symptoms of sensitization.  She suggested a 50% of PEL trigger should be high enough to avoid generating excessive numbers of medical examinations beyond those triggered by signs or symptoms.  She said she supported a 3-part threshold for medical evaluation:  before initial exposure, with signs or symptoms of possible sensitization, and when exposure is at or greater than 50% of the PEL. She added that in her workplace the questionnaire was not administered in all instances of work with glutaraldehyde – for example, large numbers of employees are exposed infrequently (once a month) to a very small amount of glutaraldehyde and are not included in the program. Cheryl Christenson said she has worked with Ron Hutton to propose language for DOSH about application of respiratory sensitizers that would require similar triggers: (1) upon initial assignment, (2) upon reporting signs and symptoms of respiratory sensitization (as described in the proposed regulation), and (3) whenever exposure assessment indicates exposure exceeds 50% of the PEL.

Bob Harrison said that this was reasonable and could help a lot.  He said however that given how few employers conduct air sampling the 50% exposure trigger might not provide much protection.   Steve Smith said a 50% PEL action level for medical evaluations is consistent with other Cal/OSHA and OSHA standards for chemicals.  

Steve Smith said he would draft and circulate new 5179 language to incorporate the 3-part threshold for medical that was being discussed.   He asked if there were any other comments on this. 

Eric Brown said that given the irreversibility of sensitization, he questioned the language in draft 5179(e)(2) suggesting that it could be acceptable for an employee to return to work with possible exposure to a chemical to which they have been sensitized. Steve Smith said that removal is medical recommendation and has been done for other sensitizers such as formaldehyde.   

Karen Heckman suggested that medical removal for sensitization is clearly within the purview of the Workers Compensation insurance system, not DOSH.  Steve Smith said medical removal is within the scope of DOSH as seen in other health standards. 

Jane Murphy asked if medical protection made sense in this instance, considering that once sensitized, an individual cannot go back to work with a sensitizer and would instead be considered a Workers Compensation case. Steve Smith asked attendees if the draft language of 5179 for medical removal should be deleted.  John Bobis said yes.  Julia Quint said no, that it should be consistent with similar language in existing section 5217 for formaldehyde. There was then some debate within the group about whether medical protection had been included in the formaldehyde standard for the cancer endpoint or the sensitization endpoint. The group agreed that it should be consistent with 5217 so Steve Smith said he would review the draft 5179 language and make sure it is consistent with the similar language in section 5217 for formaldehyde.  
Joel Cohen suggested that the medical evaluation in draft 5179 should apply only to respiratory sensitizers, not dermal sensitizers.   Steve Smith said this was already the case per the language of draft 5179(d).  Joel Cohen suggested that this be detailed more clearly.  Joel Cohen stated his concern that a reader could think the medical requirements applied to both DSEN and RSEN substances when in fact it is limited only to respiratory sensitizers, whereas training covers both dermal and respiratory sensitizers. Steve Smith agreed to look at this.

Conclusion

Steve Smith concluded the meeting, saying he would send out the two papers discussed at the beginning of the meeting by Bob Harrison and Julia Quint along with the revised triggers for medical evaluation suggested at this meeting.   

END
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