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	Item
	Reference
	Submitted by:
	Comment
	Response



	1
	All 
	DoD
	Expand paper's applicability to RCRA and to the UST programs.
	EPA is working to expand dialogue to RCRA program.  The UST program is administered by the states and may prove to be more difficult to access. 

	2
	Pg.4, 1st ¶, 2nd sent. 
	EPA
	Sentence reads, "For this reason, they can be developed more expeditiously, but they are more limited in the scope of their use."  I don't understand the reason for the 2nd part of this sentence.  If this is the best science that is currently available, than why would it be limited.  Based on some of the other statements made in the paper, it indicates that the best science available should be used.  If these values come after IRIS, than I believe the 2nd part of this sentence should be dropped or modified.


	The intent of the original text was to explain that PPRTVs are developed for the Superfund Program, and have not been promoted for use by other EPA or non-EPA programs.  To be clearer, “but they are more limited in the scope of their use” was deleted from the paper and replaced with “but they have not been promoted for use in other EPA or non-EPA programs.

	3
	Pg. 4, last ¶, 2nd sent.
	EPA
	The word “been” should be added between “have” and “externally.”

	Agreed.  Suggested edit made in the revised paper.

	4
	Pg. 7, Recommendation, 1st ¶,  2nd sent
	EPA
	This sentence states, “If values in IRIS are unavailable, PPRTVs would generally be used, unless compelling scientific reason suggest otherwise. . . .”  Why is the latter part of this sentence in this sentence?  Based on the logic, that would also suggest that IRIS values not be used if “compelling scientific reasons suggest otherwise.”  Thus, either remove this part of the sentence or modify it and say that the PPRTV value would be re-evaluated if “compelling scientific reasons are identified.”

	The public comment process under CERCLA process provides the opportunity for interested parties to comment on the use of any toxicity value in risk assessments for CERCLA sites.  These comments can include compelling scientific information that becomes available after the development of toxicity assessments (including IRIS values and PPRTVs).  In some situations, this new information may be result in a decision not to use an existing toxicity assessment. To reflect that, this sentence in the paper has been revised as follows: “Unless compelling scientific reasons suggest otherwise (e.g. newly published peer-reviewed scientific research), IRIS toxicity values would generally be used when available, and in the absence of IRIS values, then PPRTVs would generally be used.”

	5
	All 
	MI DEQ
	Overall, the recommendations provided in this Issue Paper reflect the methodologies adopted and implemented by the Michigan Department of Environmental Quality’s (MDEQ) toxicology staff.  The Issue Paper is informative and concise, and it generally reflects the situations facing regulators in our department.  The recommended approach for ranking toxicity values is logical and scientifically sound, consistent with common accepted toxicity assessment practices, and broad enough to allow for professional judgment in ranking relevant data.  However, this paper does not discuss the realities of standardizing such an approach under the regulatory toxicology framework. 
	The Work Group appreciates that many States have their own risk assessment criteria, guidance, and procedures which they must be follow.  The Work Group added additional language to the paper on the first page and on pages 3 and 7 acknowledging that fact. 



	6
	All
	MI DEQ
	The paper asks for identification of Tier 3 sources used by states.  The MDEQ commonly refers to the California Environmental Protection Agency (Cal EPA) toxicity values and the Agency for Toxic Substances and Disease Registry (ATSDR) Minimal Risk Levels when developing toxicity values or establishing criteria…. Occupational values may also be adopted, including the American Conference of Governmental Industrial Hygienists (ACGIH) Threshold Limit Values, the National Institute for Occupational Safety and Health (NIOSH) Permissible Exposure Limits (PELs), and the Occupational Safety and Health Administration PELs. 
	The Work Group appreciates the information on what sources of tier 3 toxicity information that Michigan uses when developing their risk management programs.  While many of them are the same ones EPA has identified (i.e. Cal EPA, ATSDR), others are not (e.g. NIOSH PELs, OSHA PELs, ACGIH).  While these sources may be appropriate for risk management, they incorporate risk management assumptions that make them inconsistent with the other sources and inappropriate for risk assessment  

	7
	All
	MI DEQ 
	There is much uncertainty surrounding the application of EPA’s PPRTVs in MDEQ remediation programs.  The PPRTVs have often been interpreted as pre-IRIS values.  There is hesitation among toxicology staff to adopt these values prior to an IRIS update. 
	EPA responded in a separate letter dated 3/7/07

	8
	All
	AL DEM
	We generally support the recommendations of the issue paper…. ADEM, like many states, does not have the resources to independently develop or evaluate new toxicity values.  The states rely heavily on EPA and other agencies to develop defensible and consistent toxicity values for use in risk assessments across the country.  We would encourage the ECOS-DoD Sustainability Work Group to recommend to EPA that the PPRTVs be expanded to include more chemicals and be made more available to the states (i.e. the internet).  We would also recommend that the process for states to request the development of a PPRTV be simplified.  We would also recommend that the PPRTVs be given a longer shelf life when no alternate values are available.


	EPA responded in a separate email regarding the PPRTV request process.


	9
	All
	AK DEC
	The hierarchy identified for the identification and selection of toxicity values/criteria for contaminants without IRIS values is well overdue. However, it is unclear still yet how Tier 3 data will be assessed objectively to use the "best available data". The guidelines presented in this memo are well recognized as important considerations in making these determinations, but it still boils down to professional judgment. The question still arises as to who is best suited to make this determination. This work group recommends that EPA, States, and DoD reserve the right to use best available data.  Some States  will have neither the technical, financial, or time resources to interpret such complex toxicological data to make this determination and will hence continue to default to conservatism, while responsible parties will gravitate to the opposite end of the spectrum due to cost considerations. The determination of what constitutes best available data therefore continues to be a subjective matter. Without some guidance and consistency in making this determination, it we will continue to struggle over this issue. An independent non-partisan third party may be warranted in making this determination. I ask whom will oversee the implementation of the systematic process described in this memo to assure a timely resolution of such issues and hence initiate the implementation of appropriate actions to reduce risks. 


	The intent of the paper is to present a process in order minimize disputes regarding selection of toxicity values; but it is reasonable to expect that on occasion disagreements will still occur.  However, the Workgroup does not believe it is within the scope of the paper to provide specific recommendations regarding dispute resolution.  Organizations involved would be free to engage third parties to assist in resolving disputes, but mutually acceptable criteria would be necessary to select and determine the role of the third party.  



	10
	All
	AK DEC
	It appears that the memo suggests that Provisional Peer Reviewed Toxicity Values (PPRTVs) may be challenged given compelling scientific reasoning. And whom might make that determination? Is a single new peer-reviewed research paper enough compelling reasoning to dispute a PPRTV?  Currently, Alaska Department of Environmental Conservation has a hierarchy for the selection of toxicity values published in its Risk Assessment Procedures Manual (RAPM) adopted into regulation by reference. I would not recommend introducing the opportunity to dispute PPRTVs.   I doubt that significant compelling scientific evidence could be demonstrated in a timeframe shorter than that that would have the level of review required to justify such a designation. Allowing the opportunity to challenge PPRTVs only further deteriorates our ability to make timely decisions based upon currently available published toxicity values. 


	It was not the intent of the paper to create a new opportunity to challenge IRIS values or PPRTVs, rather the intention was to capture the opportunity to comment on the appropriateness of the toxicity values for use in hazardous waste site risk assessment that is inherent in the CERCLA process.  This paper intends to support the regulatory agency’s role to determine whether new information warrants reconsideration of the existing toxicity values and provides recommendations for evaluating the use of new toxicological assessments.    

	11
	All
	AK DEC
	One of the greatest frustrations I deal with is the lack of available information to make informed decisions. I agree the PPRTVs should be made more publicly available. PPRTVs should definitely be made available when IRIS values are absent. In addition, it should not be a mystery as to the status of a chemical's evaluation. There should be clear and concise communications as to the status and foreseeable future of a chemical's evaluation so that decisions can be made in a timely fashion while considering future ramifications.  

	The paper already recommends that EPA make the PPRTV database more available to non-EPA users, and EPA is considering this recommendation.  In the past, PPRTV assessments had a 3-year shelf-life, after which they were retired.  This practice was not well understood by many PPRTV users. This aspect of PPRTVs has been revised to become a more continuous updating of PPRTV assessments.  See response to comment no. 33 for a fuller discussion of this process.   

	12
	All
	IN DEM
	Our main concern centers on the inconsistencies between various EPA Offices and/or EPA Regions.  For instance, if you look at the listed hierarchy for the Office of Air Quality Planning and Standards (OAQPS) at http://www.epa.gov/ttn/atw/toxsource/summary.html (click on “Priority Order) you will note that their hierarchy is not consistent with the one listed in your Issue Paper.  OAQPS uses the following as their prioritized order: Integrated Risk Information System (IRIS), Agency for Toxic Substances and Disease Registry (ATSDR), and California EPA.  OAQPS does not mention the Provisional Peer Reviewed Toxicity Value (PPRTV) data base as you do in your Issue Paper.  The difference between these two hierarchy systems is important.  The OAQPS approach is used by many state air offices to calculate risks from general exposure to air toxics in ambient air.  Whereas toxicity decisions regarding vapor intrusion into indoor air, which are often investigated and remedied by the hazardous waste groups, generally follow a hierarchy similar to the one you describe in your Issue Paper.  For this reason the action levels for indoor air have the potential to be different than those for ambient air.  

 

The differences will be difficult to explain to the public, or any decision making group.  Neither group will understand why air has a different toxicity inside the home than it does outside. Frankly, it is difficult even for experienced staff to understand.


	EPA responded in a separate email.

	13
	All
	IN DEM
	Many states, including Indiana, use the Region 09 Preliminary Remediation Goal tables or similarly titled web based screening level tables also available through Regions 3, 6 and the Department of Energy (Risk Assessment Information System), to obtain toxicity values.  Toxicity values are clearly listed in these tables and updated on a regular basis.  Many of the values that are listed in these tables use the National Center for Exposure Assessment (NCEA) as a reference rather than Cal-EPA.  In general, the hierarchy of sources in these tables seems to follow:  IRIS, PPRTV, and NCEA.  The use of Cal-EPA values appears very limited and the number of NCEA references is substantial.  In fact, about 20% of the toxicity values used in Indiana are referenced to the Regional Tables, who reference NCEA as a source.  

 

It is our understanding the NCEA values are also provisional.  It is difficult to imagine that the NCEA values used for screening within the Regions do not have some level of peer review.  When reviewing the Regional tables it is clear the Regions prefer the NCEA values over the Cal-EPA values (please reference the web sites listed below).  For this reason it seems important to define where NCEA values fit in relation to PPRTV and Cal-EPA values and why the Regional web based tables are not discussed in the hierarchy listed in your Issue Paper.  In general, the toxicity values in the Region 3, 6, 9 and RAIS tables are in good agreement. If the EPA Regions use a different hierarchy than the states use, then the potential for conflict between states and EPA on clean up levels may be significant.

 
It is also important to note that there are limitations on the use of ATSDR data and PPRTV data.  We assume that the toxicity information ATSDR uses to derive the Minimum Risk Levels is what will be used to define toxicity values.  If that is the case then please recognize that ATSDR does not consider the carcinogenic endpoint in the derivation of its Minimum Risk Levels (see http://www.atsdr.cdc.gov/mrls.html ).  This is an important point as it may be easy for states to misinterpret these values as protective of carcinogenic endpoints when they are not.


	No change was made in the paper, but the following information is provided with respect to some of the issues raised.  Although secondary sources can sometimes be useful to identify what toxicity values may exist, the workgroup recommends that any agency or user confirm the existence of toxicity values in the original source (e.g. IRIS, PPRTV, ATSDR MRL, etc) before making a final decision on a matter using a toxicity value.  Some secondary sources are not updated as regularly as the primary sources.  It should also be noted that not all of the NCEA toxicity values identified in these screening tables were current PPRTVs.  Some were no longer PPRTVs, and some were other types of “provisional” values, but not PPRTVs.  

The workgroup agrees that it is incumbent upon the user of toxicity values to understand the difference between toxicity values quantifying cancer risk from those which do not, including ATSDR’s MRLs, and that MRLs should not be used with with EPA’s Risk Assessment Guidance for Superfund (RAGS) algorithms quantifying cancer risk, although they can be used with the non-cancer algorithms. 
EPA notes that EPA and ATSDR now share and coordinate literature searches used in IRIS and PPRTV assessments and ATSDR’s Toxicological Profiles.  
Agree.  Text added to end of first paragraph in section titled Other Sources of Toxicity Values:   “However it should be noted that ATSDR MRLs are limited to non-cancer effects only.”  

	14
	All
	IN DEM
	We think a hierarchy of peer reviewed sources is an excellent approach and in general, we strongly support it. 
	The Work Group agrees with this comment.

	15 
	All
	SC DHEC
	The approaches and conclusions outlined in the paper appear to be appropriate for its stated purpose.  DHEC supports the purpose of identifying consistent, scientifically defensible, approaches to risk assessment for emerging contaminants. 


	The Work Group agrees with this comment.

	16
	All
	MA DEP
	Generally, we believe that the paper should have a more explicit recognition of states’ rights and responsibility to develop their own toxicity information and values.  Some states, in fact, may have a presumption for the use of such values.  Massachusetts hazardous waste site cleanup regulations, the Massachusetts Contingency Plan, specifically state that “chemical-specific toxicity information used to estimate the cancer and non-cancer risks shall be identified and documented, and the selection of this information shall take into account guidance published by the Department.  Primary consideration shall be given to information developed by the Massachusetts Department of Environmental Protection to the purpose of conducting risk assessments.”


	The Work Group appreciates that many States have their own risk assessment criteria, guidance, and procedures which they must be follow.  The Work Group added additional language to the paper on the first page and on pages 3 and 7 acknowledging that fact. 



	17 
	All 
	MA DEP
	The paper focuses on improving approaches for identification and selection of toxicity values and criteria in the absence of IRIS values.  This focus appears to presume that the IRIS value is the appropriate value to use if one is established.  However, in some cases, IRIS values may not be the most appropriate value to use, particularly in managing an emerging contaminant involving an evolving data set.  MA DEP believes in identifying toxicity values or criteria, a better understanding of the available sources of toxicity data and strength and weaknesses of each source, including IRIS values, is necessary.


	The workgroup supports the comment that users should have a good understanding of the strengths and weaknesses of different potential sources of toxicity, including IRIS and PPRTVs.  In some situations, new scientific information may result in a decision not to use an existing toxicity assessment. To reflect that, this sentence in the paper has been revised as follows: “Unless compelling scientific reasons suggest otherwise (e.g. newly published peer-reviewed scientific research), IRIS toxicity values would generally be used when available, and in the absence of IRIS values, then PPRTVs would generally be used.”

	18
	All
	MA DEP
	The Environmental Protection Agency hierarchy discussed in the draft paper provides significant flexibility in the selection of toxicity values.  This flexibility and discretion is important to risk assessors’ ability to utilize the best science available in making appropriate risk assessment decisions.  While the draft paper does reference this flexibility, this principle should be emphasized more clearly and strongly.


	The Work Group endeavored to build the concept of flexibility into the paper and believe flexibility is an important feature to be included in the process for selection of toxicity values.  An additional sentence was added to page 3 acknowledging the importance of flexibility.



	19
	All
	MA DEP
	See redline-strikeout version of paper with MA DEP recommended revisions. 
	N/A (see below)

	20
	Page 1, Issue
	MA

DEP
	MA DEP suggested deleting three sentences in the first paragraph discussing the EPA OSRTI hierarchy and other hierarchies and criteria other parties may use in selecting toxicity values.  MA DEP suggested inserting the following text to replace the deleted text. “An understanding of the available sources of toxicity data and the strengths and weaknesses of each source is necessary to select the most appropriate toxicity value for use in a risk assessment, whether the chemical is an “emerging contaminant” with relatively little toxicity data available or a familiar contaminant with an evolving dataset.”

	The workgroup appreciates the comment but believes this existing text in useful to set the context and to clearly acknowledge the roles and responsibilities of different regulatory agencies and programs.  However, the suggested language will be moved to be the final sentence of the opening paragraph of the “Recommendations” section. 

	21
	Page 1, Issue
	MA DEP
	Since the draft paper discussed a pathway for not using IRIS data; even when available, the scope of the paper should be revised to not be limited to those contaminants lacking IRIS values. 
	See EPA response to comment #4


	22
	Page 1, Issue
	MA DEP
	MA DEP asked whether it was intended that the paper address cleanup decisions just made by EPA or the federal government, or also by states.
	The Work Group appreciates MA DEPs comments regarding the scope of the paper and has revised the issue paragraph to clarify that the recommendations are available for any agency who seeks guidance on the evaluation, selection, and use of toxicity values.  

	23
	Page 1-2, Back-ground
	MA DEP
	MA DEP reorganized some of the text presented in this section, and suggested the following statement be added: “While the hierarchy is presented in this guidance that is strictly applicable only in the federal Superfund program, the underlying concepts can inform the development or more broadly applicable recommendations.  MA DEP then noted in a comment that it should be clear that the Superfund guidance (e.g. the OSRTI hierarchy) is only guidance, not a regulation, and it is applicable only to those sites subject to EPA Superfund authority, and is not applicable or binding to state programs. 
	The Task Group appreciates MA DEP’s comments, but believed that they are non-substantive and has decided to retain the existing format.

	24
	Tier 3...
Values
	MA DEP
	The September draft of the paper, on page 2 after the discussion of Tier 3 toxicity values, cautioned against the use of some draft toxicity assessments and values.  MA DEP recommended deleting this sentence: “However, there are some agencies applying and requiring that the draft toxicity assessments be used in health risk assessments.”  MA DEP then recommended adding the following sentence: “However, in the absence of a completed toxicity assessment, a draft toxicity assessment may represent the best available information for a contaminant and may be used in health risk assessments with appropriate qualifications.   
	The work group did not agree that it was advisable to promote the use of draft toxicity assessments before they have received and considered external peer review, and made no change in the ECOS paper in response.  The work group acknowledges that the recommendations in the ECOS paper are not binding upon MA DEP or any other party who may have other approaches for selecting toxicity values. 

	25
	Page 2, Tier 1
	MA DEP
	MA DEP suggested that since there is a description of how PPRTVs are developed that there also be a description of how IRIS assessments and values are developed.
	The work group agreed with this recommendation and added the following text to the ECOS paper after the sentence in the bullet on page 2 describing IRIS.  “The completion of IRIS assessments is a multi-step process including internal peer review, EPA program consensus review, federal interagency review, and external peer review with a public notice and comment period.  The various steps are described in IRIS Track, if one opens and reviews the status of any assessment currently presented   http://cfpub.epa.gov/iristrac/index.cfm
The assessment methodologies used for both IRIS and PPRTV assessments are available on this webpage.  http://www.epa.gov/iris/backgr-d.htm .”



	26
	Page 7, Recom-menda-tions (general)
	MA DEP
	MA DEP recommended deleting the second sentence, which had recommended that in general PPRTVs be used when IRIS values are not available.  
	The Task Group appreciates MA DEP’s comments but feels that it is important to preserve the statement that PPRTVs be used when IRIS values are not available.  This is a general recommendation supporting the use of the hierarchy and does not suggest that a state is in any way obligated to follow it.

	27
	Page 7, Recom-menda-tions (general)
	MA DEP
	MA DEP recommended deleting the last sentence in the first paragraph which had stated that the seven preferences might also be used when parties wish to propose an alternative toxicity value. 
	The Task Group appreciates MA DEP’s comments, but has decided to retain the existing format.

	28 
	Page 7, 2nd recom-menda-tion
	MA DEP
	MA DEP recommended inserting text to be transparent about the identity and affiliation of peer reviewers, and recommended deleting language in this recommendation which had stated that panel reviews are preferable to letter peer reviews.
	The work group agreed that it would be useful to provide this information on peer reviewers and added the suggested text, but disagreed with the suggested deletion.    

	29
	Page 7, 3rd recom-menda-tion
	MA DEP
	MA DEP recommended expanding this recommendation to include “and new assessment methodologies that provide reproducible results and meet quality assurance and quality control requirements. 
	The workgroup agrees in principal with the added language to Recommendation #3 but feels is fits better with Recommendation #4.  Consequently, #3 will remain the same, but #4 will have the following sentence added to it:  New assessment methodologies should provide reproducible results and meet quality assurance and quality control requirements.   

	30
	Page 7, 5th recom-menda-tion 
	MA DEP
	MA DEP recommended making the fifth recommendation a requirement.  and then proposed adding text to address the statistical power or lack thereof to detect effects (presumably generally in test animals) which were used in toxicity assessments.
	While the workgroup agrees with the inclusion of the comment on statistical power, it did not include the change for a preference to requirement, since these are intended to be recommendations on good practice.  The workgroup is not in a position to place requirements on state or federal regulatory programs.  Recommendation #5 will be edited as follows:  There should be a preference for assessments that consider the quality of studies used, including the statistical power or lack thereof to detect effects; that corroborate data amongst pertinent studies; and that make best use of all available science.  

	31
	Page 8, next to last para-graph
	MA DEP
	The draft paper had cautioned against parties seeking higher or lower toxicity values, recommending instead the use of the best or most scientifically defensible information.  MA DEP suggested deleting some of this text, and replacing it instead with support for selecting toxicity values which are scientifically defensible and protective of public health.
	The Group generally agrees with this comment and has determined that it can be reconciled by adding the following text to the first sentence of the recommendations “EPA, States and DoD recognize the obligation to protect human health and the environment pursuant to federal and state mandates by using the best available toxicity data” and deleting the proposed text in the next to last paragraph of the paper.

	32
	Title 
	MA DEP
	MA DEP had discussed presenting two papers, one on the use of IRIS toxicity values, and another on the use of non-IRIS values, and adding the words “Approaches for the” to the beginning of the title of the paper.     
	The Task Group appreciates MA DEP’s comments, but has decided to retain the existing format.

	33
	Page 5, second full paragraph
	DoD
	DoD commented that the response to comment 11 in the matrix (above) referred to a 5-year PPRTV review cycle, while the paper on page 5 refers to a 3-year cycle.  The comment requested that this be clarified.  
	The Task Group appreciates DoD’s comment and provides the following information regarding the PPRTV review cycle: 

In the recent past, PPRTV assessments had a 3-year shelf-life, after which they were retired and removed from the PPRTV database. That process has been recently revised in at least two aspects. More recently, in the past 6 months of so, the duration of a PPRTV assessment's shelf-life has been lengthened to 5 years. More significantly, at 5 years existing PPRTV assessments will not simply be retired. Rather, at 5 years PPRTV assessments will be reassessed. Changes to the assessment may or may not be made at that point (depending upon whether new and relevant information exists). At that point a new assessment will generally be put back into the database. EPA anticipates that there may be occasional exceptions to this practice. For example, EPA generally only initiates a PPRTV assessment if the relevant toxicity values on that contaminant are not available in IRIS. If EPA has a PPRTV assessment and an IRIS toxicity value later comes on line, it would generally delete any toxicity value in the PPRTV assessment if there is an IRIS toxicity value. This does not necessarily mean that any new IRIS toxicity value would necessarily mean that all PPRTVs would be withdrawn. For example if EPA had a PPRTV assessment with an RfD and an RfC, and an IRIS RfC became available, it might delete the RfC from the PPRTV assessment and the PPRTV database, but might keep the PPRTV RfD.  This scenario might result in a revision of a PPRTV assessment at other than 5 years after its initial release or entry into the database.



	34
	All
	DoD
	DoD noted that access to PPRTV values only by request from EPA does not appear to be “readily available to the public.”

	The Task Group agrees that PPRTVs should be readily available to the public and notes that on page 4, paragraph 2, the paper states: “We encourage EPA to make the PPRTVs publicly available for others to use in hazardous waste site risk assessment and encourage their use where appropriate.”   


