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December 28, 2009
OSHA–H022K–2006–0062, U.S.

Department of Labor, Room N–2625,

200 Constitution Avenue, NW.,

Washington, DC 20210
Dear sirs and madams:

The Defoamer Industry Trade Association (DITA) wishes to comment on the proposed rule on hazard communication (74 FR 50280-50549, published September 30, 2009).  DITA is the leading trade association for suppliers of chemicals with defoaming activity and formulators of defoaming products which are used widely in food processing and in cleaning, lubricant, paint and coating and many other useful products.  For more information on DITA, see www.defoamerassociation.org.
DITA believes that the time for implementation of GHS has come.  Harmonization of hazard definitions between various countries is needed, and therefore DITA support of many of the goals of GHS.
DITA applauds the fact that OSHA did not modify the GHS definitions to a great degree.  These definitions reflect a consensus scientific process for the review of the hazards that chemicals can present and the toxicology data that predicts the likelihood of hazard occurring.  Accordingly, this should lead to a high level of harmonization on the classification of chemical substances between the EU and the US.  A high degree of harmonization is desirable so that manufacturers do not need different SDSs that satisfy the requirements of different countries.

DITA also applauds the new definitions incorporated into the proposal such as “hazard class”, “hazard category”, “mixture”, “chemical” and “chemical substance”.  These reflect a great deal of care by the OSHA authors and provide much needed clarity to the proposed rule.

While the hazard criteria in the original HCS were reasonable in the context of hazard communication experience that existed in 1985, like all good ideas with strong scientific underpinnings, refinement after two decades of experience should be expected and welcomed by all stakeholders.  While OSHA is concerned that the new rule should provide worker protection equivalent to the current rule; OSHA should also recognize that in some instances there has been “overwarning” about hazards in the workplace because of unnecessary conservatism in the current rule and these instances cause confusion in the workplace and therefore should be rectified in the new rule.  The GHS tiered hazard categories and mixture cutoffs represent a thoughtful scientific 
advancement that can help reduce the requirement to overwarning about the hazards of mixtures that contain low concentrations of chemicals which have hazards in the weaker categories (e.g. irritants, sensitizers and chronic hazards that meet category  2 definitions).  
DITA supports OSHA’s decision on page 50396: “OSHA has decided to delete references to any lists in the hazard classification provisions being proposed.”  Regulatory lists should be subject to rulemaking procedures in order to be fair to industry.  Problematic decisions for listing have been made by ACGIH and NTP that were not subject to legal appeal processes and we agree that OSHA has properly proposed to drop them from the requirements.
On the other hand, DITA also supports OSHA’s recognition of things that need to be done differently for the US because of the legal climate here.  DITA agrees that trade secret provisions should not be changed and that trade secret protections have different national legal protections.  While OSHA is correct that many manufacturers with global businesses will likely disclose more information than required because of more severe disclosure requirements in other countries, trade secret protections should remain in effect to ensure the competitiveness of small businesses which only sell products in the United States.

DITA also supports the defining of “unclassified hazards”, which will continue to allow flexibility in the description of unique or special hazards to help industry protect against product liability situations due to inadequate hazard descriptions.

However, there are provisions in the proposal which DITA feel can be improved, and we would offer the following comments.
Effective Date
DITA believes a three year effective date is adequate for large chemical manufacturers of substances but feels that small companies and companies that formulate chemical products (i.e. mixtures of substances) will need more time. 

Specifically, formulators that blend chemical substances into mixtures will rely heavily on revised hazard assessments made by their suppliers.  It is therefore intuitive and logical that the effective date for mixtures would be later than that for substances.  DITA notes that an additional three years was given for mixtures under the EU CLP regulation.  DITA is extremely disappointed with the OSHA’s discussion of this issue on page 50404.  Regarding an additional phase in period for mixtures, OSHA admits there would be some logic to this approach but then states:  “However, the supply chain is not always orderly and logical. It cannot be assumed, for example, that no mixtures can be completed until all substances are done.”  In response, DITA wishes to emphatically state in retort to this statement that “The supply chain is mostly orderly and logical and most mixtures cannot be classified until updated hazard classification information on all substances has been received from suppliers.”  With regard to an effective date, the question is not whether any mixtures can be done, but what is reasonable as to when all mixtures can be done.  DITA urges OSHA to reconsider the phase-in approach for substances and mixtures and use an approach similar to that which will be used in the EU.   
In addition, many small and medium sized companies will find that their current methods of writing SDSs are inadequate for GHS.  DITA has encouraged members to be proactive and update their systems with new SDS authoring software that has incorporated a GHS module. In view of the economic climate, many small to medium sized companies have avoided capital expenditures to survive the recession.  Again it logically follows that these companies will need more time to plan their business recovery and their needs for systems upgrades to comply with the revised rule.  DITA is aware that other commenters will indicate that OSHA has underestimated the cost of compliance with the proposed rule for small and medium sized businesses and DITA supports these comments and urges OSHA to consider this in reducing the impact of the final rule, especially with regard to the effective date of the rule.
Comments regarding proposed Appendix D

Appendix D indicates that the percent of ingredients in a mixture of unknown toxicity should be disclosed in the SDS.  While DITA agrees with the intent of the requirement, in that industry should use only chemicals that have been adequately tested so at least the acute hazards are known, we have a number of concerns.  The concept of “unknown toxicity” needs to be defined.  Does this mean that absolutely no tests have been done on the substance?  Does it mean the supplier of the substance did not cite toxicology data in their SDS?  How many tests need to have been done before the toxicity of a substance becomes “known” and not “unknown”?
Regarding substances of unknown toxicity, DITA members are concerned that OSHA did not take the opportunity to discuss whether or not the proposed rule will have any perceived impact on 29 CFR 1910.1450 (h)(1)(iii) for hazard communication requirements for chemical substances distributed from a laboratory.  Many new substances manufactured and evaluated under research and development activities are of unknown hazard.  The manufacturers of these substances comply with 1910.1450 (and EPA TSCA requirements in 40 CFR 720.36) and indicate on safety data sheets and labels if the hazards are not known.  These safety data sheets and labels are updated to include any new hazard information that arises out of any testing done in the R&D stage.  DITA encourages OSHA to acknowledge these dual requirements and assure the regulated industry that the requirements in the proposed rule are compatible with the TSCA requirements.   DITA also wishes to point out that the language in 29 CFR 1910.1450 (h)(1)(iii) needs to be updated with the new terminology in the proposed rule.  
DITA also notes a subtle change in the language in Table D.1, item number 3 as opposed to 1910.1200 (g)(2)(i)(A) in the current rule regarding disclosure of hazardous substances in a mixture and it is not clear whether a change in meaning was intended.  For instance, if a mixture contains a single irritating substance below the mixture cutoff, under the current rule it was clear that the substance did not need to be listed on the SDS because the mixture would not be considered an irritant and the substance does not contribute to the hazard of the mixture.  DITA favors the language in the current rule and OSHA should clarify the language in the new rule to avoid confusion about what is intended.
Hazard Categories

DITA supports the proposal by OSHA to include all hazard categories in the GHS except Acute Toxicity Category 5 for oral, dermal, or inhalation exposures; Skin Corrosion/ Irritation Category 3; and Aspiration Hazard Category 2.   These three categories are not necessary to provide a level of protection consistent with the current HCS.
DITA also supports the adoption of the multiple hazard categories within hazard classes. Eye irritation is a good example.  There is a vast difference between the old EU R36 and OSHA definitions of eye irritation, to the point where the EU under-protected workers while the OSHA definition over-protected workers.  The new categories 2A and 2B add much clarity to the rule.  DITA notes that the description of category 2B seems to have been inadvertently omitted in Appendix A, so we have referred to the GHS “Purple Book” for the definition of 2B
.  We support the statements required for eye hazard in Appendix C, especially the requirement for 2A “to get medical help immediately” and for 2B “to advise to get medical help if irritation persists”.  This is a sound differentiation of the wide range of severity of eye hazards and makes it easier to explain to workers in training classes.
DITA supports the new hazard definitions for chronic hazards.  We are especially supportive of the multiple hazard categories which will improve the communication of severity of these hazards.  The GHS dose levels from toxicology studies are also reasonable and do a credible job in differentiating potent toxicants from chemicals that present a weaker hazard.
Mixture Rules
The rule as proposed has major differences from the classification and labeling rule in the EU with regard to determining whether mixtures are considered hazardous.  DITA encourages OSHA to adopt the EU rules which will provide a greater level of harmonization between these two major trading partners.  For instance, in the area of organ toxicants, OSHA Table A.8.2 (page 50470) should be changed to use the cutoffs and triggers of Table 3.8.2 (page 118) in the EU rule.
  

The proposal also differs from the EU for the cutoffs for virtually every chronic hazard and target organ category in proposed Appendix A.  These differences defeat the purpose of the harmonization effort for tens of thousands of products which are mixtures that are sold both in the EU and the US.  Category 2 chronic hazards should be subject to a 10% cutoff as recommended by the GHS workgroup instead of a 1% cutoff.  Under the current rule, US industry has had to over-warn about weak chronic hazards due to the “one positive study” standard, lack of guidance on 
dose in a toxicology study as related to potency of effects, and the 1% rule.  The proposal makes improvements by dropping the “one positive study” standard and adopting the GHS guidance on dosage, but OSHA potentially misses an opportunity to reduce over warning and true harmonization with the EU and other countries that will adopt GHS recommendations by not adopting the 1%/10% cutoffs (and the 0.1%/1% cutoffs for carcinogenicity).   It does not make scientific sense to differentiate chronic hazards into category 1 and 2 based on potency of the substance and not differentiate between these hazard categories in the mixture rules.   
In addition the new cutoff of 0.1% for sensitizers is also not in concert with the EU.  The EU does not require a sensitization warning for mixtures when a sensitizer is present in the range of 0.1 to 1.0 percent, but rather requires a label statement indicating it contains a chemical which may cause allergic skin reactions in sensitive individuals.  The UN GHS document on health hazards fully expected that labeling requirements would be different for mixtures that contain 0.1 to 1.0 percent of a sensitizer as opposed to greater than 1.0 percent of a sensitizer
.  

DITA urges OSHA to reconsider these short-comings and lost opportunities for harmonization with the EU, and the elimination of potential over-warning about sensitization and chronic hazards in the US.
Sincerely yours, 
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David A. Pavlich

Executive Director

Defoamer Industry Trade Association

1707 L Street, NW, Suite 560

Washington, DC 20036
� United Nations, 2007.  Part 3: Health Hazards.  See Table 3.3.2.  Accessed at:  http://www.unece.org/trans/danger/publi/ghs/ghs_rev02/English/03e_part3.pdf





� REGULATION (EC) No 1272/2008 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL


of 16 December 2008 on classification, labelling and packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation (EC) No 1907/2006.
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