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I.     Purpose

Task orders under this PWS will support EPA’s Office of Research and

Development (ORD), National Center for Environmental Assessment (NCEA), IRIS

Program in developing human health risk assessments or reassessments and publishing these assessments on the EPA IRIS Internet. The scope of this effort involves development, review, and publication of IRIS assessment documents and Provisional Peer-Reviewed Toxicity Values (PPRTVs) for chemicals and other environmental substances. The IRIS assessment process consists of developing draft Toxicological Review documents, IRIS Summary documents, and IRIS support documents; developing responses to peer review comments; and technical editing of documents in preparation for posting on IRIS. Support for the IRIS Program may also include training, public and other meeting facilitation, annual agenda development assistance, interaction with other IRIS Program Contractors (i.e., IRIS Records Management Support, IRIS Web Site Support), and interaction with IRIS Staff.  The PPRTV process is a streamlined process consisting of draft development and internal and external peer review.  Any activities needed to develop, review, and complete IRIS assessments are included in the scope.  Some examples are development of new health assessment methods and models, translations of key studies, and conducting workshops to deal with complex issues.  
II.     Background


EPA’s Integrated Risk Information System (IRIS) is a human health assessment program that evaluates quantitative and qualitative risk information on effects that may result from exposure to environmental contaminants.  Through the IRIS Program, EPA provides the highest quality science-based human health assessments to support the Agency’s regulatory activities.  The IRIS database contains information for more than 540 chemical substances that can be used to support the first two steps (hazard identification and dose-response evaluation) of the risk assessment process.  When supported by available data, the database provides oral reference doses (RfDs) and inhalation reference concentrations (RfCs) for chronic non-cancer health effects, and oral slope factors and inhalation unit risks for carcinogenic effects.  Combined with specific exposure information, government and private entities use IRIS to help characterize public health risks of chemical substances in a site-specific situation and thereby support risk management decisions designed to protect public health.
IRIS contains chemical-specific summaries of qualitative and quantitative

health information in support of the first two steps of the risk assessment process, i.e., hazard identification and dose-response evaluation. IRIS information includes the reference dose (RfD) for noncancer health effects resulting from oral exposure, the reference concentration (RfC) for noncancer health effects resulting from inhalation exposure, and the carcinogen assessment for both oral and inhalation exposure. Combined with specific situational exposure assessment information, the summary health hazard information in IRIS may be used as a source in evaluating potential public health risks from environmental contaminants. The information posted on IRIS is utilized by many diverse stakeholders, worldwide, such as other federal and state agencies, academia, industry, and the general public.

The IRIS process generally consists of: (1) a call for technical information from the public via a Federal Register notice; (2) a search of the current literature; (3) development of a draft Toxicological Review and IRIS Summary (see attached draft IRIS Summary and Toxicological Review templates); (4) agency peer review (i.e., within EPA); (5) interagency review (i.e., by interested federal agencies); (6) external peer review; (7) final agency and interagency review and management approval within EPA; (8) preparation of the final IRIS Summary and Toxicological Review; and (9) entry of final documents into the IRIS database.

This BPA will develop assessments and reassessments for specific substances on the IRIS agenda, which is updated yearly. EPA is soliciting public nominations for chemical substances for its 2011 agenda. 

The BPA will also develop reassessments of substances on IRIS that are identified in the IRIS Update Project. The IRIS Program has recently started a new project to update chemicals on the IRIS database on an accelerated basis. The intent of the IRIS Update Project is to re-visit all IRIS dose-response assessment values (RfDs, RfCs, oral cancer slope factors, and inhalation unit risks) that were posted more than ten years ago. The IRIS Update Project will generally consist of (1) a prioritization of IRIS chemical assessments that need updating; (2) binning into data and analysis categories based on the IRIS literature screening project (3) a call for technical information from the public via a Federal Register notice; (4) a search of the current literature as a supplement to the available information; (5) development of a draft Toxicological Review, IRIS Summary, IRIS message, and/or appendices; (6) internal peer review; (7) EPA and federal interagency review; (8) external peer review: (9) management approval within EPA; and (10) entry of final documents into the IRIS database.

NCEA provides health assessments to the Superfund Program through a program called Provisional Peer-Reviewed Toxicity Values (PPRTVs). Through PPRTVs, NCEA provides EPA’s Office of Solid Waste and Emergency Response (OSWER) with interim toxicity values on accelerated schedules and for chemicals with data that are sufficient to develop screening level values for priority setting but insufficient to support IRIS toxicity values. Chemicals are selected according to priorities set by the Superfund Program. PPRTVs are OSWER’s preferred source of peer-reviewed health assessments when IRIS values are not available for determining cleanup levels at Superfund sites. PPRTVs must be renewed every few years and are not widely available. The BPA Contractor will assist EPA in converting selected PPRTVs to IRIS documents and in developing new PPRTVs.

The BPA Contractor will provide support in the following areas:

1. Development of IRIS Summaries, PPRTVs, and Toxicological Reviews;

2. Support for the Iris update project.

3. Conversion of PPRTVs to IRIS assessments for posting on the IRIS database;
4. Summarizing and developing responses to internal and external review comments;
5. Quantitative dose-response analysis for cancer and non-cancer assessments;
6. Development of methods and models to support IRIS assessments;
7. Organizing and handling meetings to support the IRIS program, such as workshops or listening sessions on various issues;
8. Technical editing of documents; 
9. Support for presentations on IRIS assessments, such as printing of posters; and
10. Any work needed to complete assessments, such as translations of key studies.

Through Federal Regulations, EPA requires that recipients of funds for work involving environmental data comply with the American National Standard ANSI/ASQC E4-1994, "Specifications and Guidelines for Quality Systems for Environmental Data Collection and Environmental Technology Programs." To demonstrate conformance to this standard, EPA requires two forms of documentation: a Quality Management Plan (QMP) and a Quality Assurance Project Plan (QAPP). General specifications and guidelines are available at http://www.epa.gov/quality/exmural.html. For this BPA, the contractor will provide R-2 compliant documentation of the organization's quality system (aka QMP) during the solicitation. After award, the application of their system to the work performed under individual Task Orders will be defined specifically in individual Task Order QAPPs (see item #2 in PWS sections B, C, D, E, and the paragraph “Specific Requirements” in section H). 
For performance of work under this PWS (i.e. reference documents for draft PPRTV manuscripts and/or IRIS assessments), the Contractor may be required to use the Health and Environmental Research Online (HERO) database. HERO is a database of scientific studies and other references used to develop EPA’s risk assessments. It is developed and managed in EPA’s Office of Research and Development by the National Center for Environmental Assessment (NCEA). If HERO use is required, the Contractor shall be provided with the necessary training and access to the database by EPA.
III.     Support Requirements

The Contractor shall furnish the necessary supplies, personnel, facilities, and

equipment to manage and produce human health assessment documents, in a

collaborative effort with EPA staff, for publication on IRIS. All IRIS assessments

will be developed using the basic procedures as outlined in the current Standard

Operating Procedures (SOPs) for IRIS Assessments, unless directed otherwise by EPA. All delivered documents shall be in draft form for review by the cognizant EPA Task Order Project Officer (TOPO) or other designated representative. Required revisions shall be provided by the TOPO to the Contractor for incorporation into final documents. Each TOPO will have the authority to issue technical direction.

A.     Literature Search Requirements

Pursuant to an approved work plan for each chemical assessment or batch of

chemical assessments, the Contractor shall conduct a complete literature search or

supplement as necessary from literature searches made available by EPA. The Table of Contents of the Toxicological Review template should be consulted for guidance in structuring the literature search. Determination of relevancy shall initially be based on study abstracts or other information not limited to study title as may relate to the assessment of noncancer and cancer endpoints from chronic, subchronic, and acute studies. The literature database from which each updated assessment is drawn should address all health effects in animals and humans resulting from inhalation, oral, dermal, intraperitoneal, and intravenous exposure studies. The Contractor shall also identify data specifically useful to addressing risks to children and other susceptible populations (e.g., the elderly, nursing and pregnant women). The Contractor will also include other relevant studies such as in vitro studies related to mechanism of action; studies of absorption, distribution, metabolism, and elimination; models useful for dose response assessment such as dosimetry models and physiologically-based pharmacokinetic (PBPK) models; and studies useful for elucidating modes of action. For each new or updated assessment, the Contractor shall conduct computerized and manual literature searches, retrieve pertinent articles, and provide abstracts and summaries as indicated below unless otherwise directed by the TOPO who will provide additional guidance on each effort: 

1. Search the periodical literature for the period prescribed by the Task Order Project Officer (TOPO), searching at a minimum the databases specified in appendices to the IRIS SOPs.

2. Search for relevant domestic and international non-periodical literature, such as books, technical reports, monographs, and conference and symposium proceedings prepared by select committees or bodies (e.g., such as those convened by the National Academy of Sciences or the World Health Organization).

3. If translations are desired under this BPA, a price quote shall be obtained from the Contractor and approved by the TOPO and the Contract-level Project Officer. Translation services include the translation of written, electronic and multi-media technical material to and from English and native Foreign languages.
4. Search secondary sources such as Registry of Toxic Effects of Chemical Substance (RTECS), National Toxicology Program (NTP), National Cancer Institute, and National Institute for Environmental Health Sciences, National Center for Toxicological Research (NCTR), TSCA Test Submissions (TSCATS) Database, IRIS Submission Desk Files, etc., for unpublished or interim research reports relevant to the subject of the search.

5. Appropriate EPA health assessment documents, guidelines, articles offered in response to the Federal Register Notice, and other secondary sources such as Agency for Toxic Substances Disease Registry (ATSDR) Toxicological Profiles shall also be used for information to assess the potential adverse human health effects of specific chemicals; and articles and submissions contained in the IRIS hotline files.
6. As required in individual health assessments, the Contractor shall prepare a summary of 150-300 words for each relevant article found. The summary shall include the purpose, summarize major findings (i.e., species, strain, sex, number of animals/humans observed and exposure/dosing specifics), and provide principal conclusions and recommendations.
7. Maintain electronic copies of all literature used during the project and provide copies of all literature cited to the TOPO, if requested. Once assessments are completed, key reference material shall be provided to the TOPO for inclusion in the IRIS public record for that chemical (see SOPs).  Electronic versions of all studies cited in the assessment shall be provided to the TOPO for inclusion in the HERO database.  
8. A search shall be made for published physiologically based pharmacokinetic (PBPK) or biologically-based dose response (BBDR) models that are relevant to the assessment, and a recommendation made as to whether these models should be used.
9. As required for individual assessments or other IRIS support activities, the Contractor shall develop bibliographic databases of the relevant literature using appropriate software as specified in the individual Task Order Statements of Work.  The Contractor may be required to review titles and abstracts and assign key words to individual bibliographic records.
B. Development of Draft Toxicological Reviews, IRIS Summaries, and Support

Documents

General Requirements

The Contractor shall provide scientific and technical support for the development of chemical health assessments for the IRIS Program. The chemical assessments shall consist of Toxicological Reviews, IRIS Summaries, and/or IRIS Support Documents. IRIS chemical assessments are intended to provide a summary of the state-of the science pertaining to potential health effects from specific exposure to chemicals and other environmental substances. IRIS Summaries and Toxicological Reviews generally address two components of the risk assessment paradigm: hazard identification and dose-response assessment. These documents and discussions will likely involve both theoretical and empirical approaches as well as expert scientific judgment.

IRIS assessments are developed in accordance with IRIS Standard Operating Procedures (SOPs) using standard templates for the Toxicological Review and the IRIS Summary. IRIS assessments follow the EPA risk assessment guidelines and technical reports issued by EPA’s Risk Assessment Forum.

The hazard identification section of the Toxicological Review consists of a brief description of the substance’s physical-chemical properties; summaries of studies of absorption, distribution, metabolism, and elimination (ADME); summaries of human and animal studies of toxicological endpoints at multiple durations (acute, short-term, subchronic, and chronic); summaries of studies related to modes of action of toxic effects; assignment of and rationale for a cancer descriptor as described in the 2005 EPA Guidelines for Carcinogen Risk Assessment; synopses of the evidence for noncancer effects and cancer; and a discussion of susceptible subpopulations, such as children.

The quantitative dose-response analysis shall contain derivations of an RfD, RfC, oral cancer slope factor, and inhalation unit risk for noncancer effects where quantitative derivations are deemed infeasible or not necessary. Justification and rationale for quantitative derivations shall be an integral part of chemical assessments. The dose-response analysis consists of selection of principal studies and critical effects; selection of a point of departure (POD), preferably using benchmark dose modeling if supported by data; and application of uncertainty factors to estimate a reference value. Quantitative dose response assessment for cancer consists of selection of principal studies; identification of tumor types to be included in the analysis; selection of an approach to developing a cancer toxicity value based on mode of action considerations; and development of a quantitative toxicity value, which may be an oral cancer slope factor, an inhalation unit risk, or, if the chemical has a nonlinear mode of action, an RfD or RfC. Cancer modeling may involve special analysis, such as time to tumor modeling and combining tumors from more than one site. In some cases, quantitative dose-response analysis may require development and/or application of dosimetry models, PBPK models, or other types of biologically-based models. The Contractor shall address the uncertainty in the quantitative dose-response assessments and provide a short overall summary of the entire health assessment.

Work products are expected to accurately reflect the state-of-the-art scientific knowledge and current risk assessment methods. The Contractor may be required to apply newly developed methods in preparation of the documents. The Contractor may need to seek the services of outside experts in areas such as epidemiology, toxicology, statistics, physiology, biochemistry, and dose response modeling.

Discussions of exposure potential and risk characterization, while not routine,

may occasionally be required depending on the task. The Contractor shall perform these exposure and risk analyses as specified in individual chemical work assignments.

In addition to chronic RfDs and RfCs that have traditionally been developed as part of the IRIS program, the Contractor may be required to derive RfDs and RfCs for less than-lifetime exposure durations, specifically, acute (#24 hours), short-term (>24hours up to 30 days), and subchronic (>30 days up to 10% of lifetime) durations. The scope, style and format of these documents will be consistent with IRIS SOPs and Toxicological Review template.

After submission of draft documents, EPA may provide comments to the

Contractor. The Contractor will respond to the comments by revising the draft to address comments or by explaining why revisions have not been made to address the comment.

After the external peer review is completed, the individual Task Order Statement of Work may direct the Contractor to develop the IRIS Summary according to the IRIS Summary template and the IRIS SOPs. In addition, the compilation of comments from internal, external and consensus reviews may be required, and may include responses and necessary revisions to the IRIS documents.

Required work will be designated and described by a TOPO who will then submit the appropriate documentation (including a specific Task Order Statement of Work) to the EPA Contracting Officer for delivery to the Contractor via a Request for Proposal (RFP). The Task Order Statement of Work may cover the entire document development through posting of the final product on IRIS or portions of the document development. Upon receipt of the RFP from the CO, the Contractor prepares the work plan and delivers it to the CO for coordination with the TOPO. After any necessary clarifications are received, the work plan is approved by the CO. Work may then proceed in accordance with tasking and schedules specified in the assigned work.

Specific Requirements

1. Prepare and submit a work plan describing how the work will be performed.
2. For each Task Order for a new or updated assessment, analysis or development of methods, prepare and submit a Quality Assurance Project Plan (QAPP) to address the assigned work. Specifications for QAPPs prepared for activities funded by the EPA are available at http://www.epa.gov/quality/qa_docs.html#R-5. The QAPP is to be compliant with R-5 requirements. Appendix 1 shows the applicable IRIS Quality Assurance Checklist that can be incorporated into the QAPP. Guidelines for developing quality documents for non-EPA organizations are available at http://www.epa.gov/quality/exmural.html.

3. Summarize human and animal studies; both in vivo and in vitro, and any chemical-specific models from the literature, such as dosimetry models and PBPK models that have a bearing on the hazards of the substance or that might be used in quantitative dose-response analysis.

4. Evaluate the quality and relevance of studies of human or animal toxicity data for use in developing an IRIS dose-response assessment.

5. Identify and characterize the toxicity and dose-response properties from these data, including assessment of acute/subchronic effects and their relationship, if any to chronic toxicity outcomes.

6. Evaluate data supporting plausible modes-or-action and commonalities for cancer and noncancer endpoints.

7. In consultation with EPA, identify principal studies and critical effects for quantitative dose-response assessment, and select quantitative methods for developing toxicity values.

8. When concordant with guidance, perform benchmark dose modeling for the determination of the point of departure for critical effects and where appropriate, derive RfDs, RfCs, slope factors and inhalation unit risks.  Perform other specialized quantitative analysis as needed, including time-to-tumor modeling, PBPK modeling, BBDR modeling, and life table analysis.  
9. Perform dosimetric adjustments in accordance with current IRIS guidance.
10. Construct rationale for application of uncertainty factors and assign uncertainty factors.
11. Characterize uncertainty in the assessment(s).
C. Update of Toxicological Reviews, IRIS Summaries, and Support Documents
General requirements and procedures:

The Contractor shall provide scientific and technical support to update the

health assessments for the IRIS Update Project. The assessments may take the form of Toxicological Reviews, IRIS Summaries (with appendices), or other designated support documents. Updated IRIS assessment documents should comport with current IRIS SOPs and templates and provide a summary of the state-of-the science pertaining to potential health effects from specific chemical exposure. The data provided by EPA supplemented by further updates of national and international scientific literature, published/unpublished studies and investigations still in progress may be sources of information. The Contractor will be expected to update IRIS assessments from a comprehensive literature base that identifies the latest scientific knowledge obtainable. The literature shall be critically evaluated, and accepted EPA risk assessment guidance shall be applied to the data. The Contractor will also be expected to retrieve hard copies or electronic copies of all potentially relevant studies.

The specific IRIS chemical assessment document(s) to be generated for a

chemical will depend upon the nature of the available data and the extent of alteration and modification that the IRIS entry may require. If, for example, quantitative alteration is required for more than one value present for a chemical, such as an RfD and a cancer assessment, the updated qualitative and quantitative supporting data along with the information from the existing IRIS Summaries would probably be integrated and transferred into a new Toxicological Review as per IRIS SOPs. However, if there exists only a single IRIS value for a chemical that requires updating, the IRIS Summary could be revised and the supporting qualitative and/or quantitative data could become an appendix to the updated IRIS Summary.

Where such an update would change the existing value or its derivation, updated IRIS assessment documents shall contain documentation of the derivation of an RfD, RfC and/or cancer slope factor, and/or inhalation unit risk. The Contractor shall provide justification for those instances where quantitative derivations are deemed infeasible or not necessary. Justification and rationale for quantitative derivations shall be an integral part of an updated IRIS chemical assessment.

In the preparation of any of the updated assessments, the Contractor may be

required to provide the services of experts in areas such as epidemiology, toxicology, statistics, physiology, biochemistry, and dose response modeling. As appropriate, the Contractor shall present qualitative biological, toxicological or biochemical evidence as well as statistical analysis and a discussion of the strengths and weaknesses of pertinent studies taking into account current EPA guidance on such matters. Health assessments may require detailed or concise summaries of available data in the areas of acute toxicity, subchronic and chronic toxicity. Detailed discussions of the chemical, physical and pharmacokinetic and pharmacodynamic properties may be required. The Contractor may be required to apply newly developed methods in preparation of the documents.


After submission of draft documents, EPA may provide comments to the

Contractor. The Contractor will respond to the comments by revising the draft to address comments or by explaining why revisions have not been made to address the comment.



Required work will be designated and described by a TOPO who will then submit the appropriate documentation (including a specific Task Order Statement of Work) to the EPA Contracting Officer for delivery to the Contractor via a Request for Proposal (RFP). The Task Order Statement of Work may cover the entire document development through posting of the final product on IRIS or portions of the document development. Upon receipt of the RFP from the CO, the Contractor prepares the work plan and delivers it to the CO for coordination with the TOPO. After any necessary clarifications are received, the work plan is approved by the CO. Work may then proceed in accordance with tasking and schedules specified in the assigned work.

Specific requirements:

The overarching goal of the updating effort is providing revised health assessment documents that serve as a continuing baseline for human health risk assessment for IRIS. The following are the specific tasks to be accomplished in order to achieve this goal:

1. Prepare and submit a work plan describing how the work will be performed.

2. For each Task Order for a new or updated assessment, analysis or development of methods, prepare and submit a Quality Assurance Project Plan (QAPP) to address the assigned work. Specifications for QAPPs prepared for activities funded by the EPA are available at http://www.epa.gov/quality/qa_docs.html#R-5. The QAPP is to be compliant with R-5 requirements. Attachment 1 shows the applicable IRIS Quality Assurance Checklist that can be incorporated into the QAPP. Guidelines for developing quality documents for non-EPA organizations are available at http://www.epa.gov/quality/exmural.html.

3. Evaluate the quality and relevance of a study or a group of studies of human or animal toxicity data for use in updating an IRIS dose-response assessment.
4. Identify and characterize the toxicity and dose-response properties from these data, including assessment of acute/subchronic effects and their relationship, if any to chronic toxicity outcomes.
5. Evaluate data supporting plausible modes-of-action and commonalities for cancer and noncancer endpoints.
6. When concordant with guidance, perform benchmark dose modeling for the determination of the point of departure for critical effects and where appropriate, derive RfDs, RfCs, slope factors and inhalation unit risks.
7. Perform dosimetric adjustments in accordance with current IRIS guidance.
8. Modify or construct rationale for their application and assign uncertainty factors.
9. Characterize uncertainty in the assessment(s) in accordance with current IRIS SOPs

D. Development of Provisional Peer-Reviewed Toxicity Values

General Requirements

The Contractor will develop or revise provisional peer reviewed toxicity value (PPRTV) assessments. PPRTVs are developed in accordance with EPA-IRIS assessment practices, often for less common substances with smaller databases (few to no relevant studies).

PPRTVs generally identify one single critical study and do not incorporate

extensive modeling such as PBPK or MOA analysis typical for an IRIS assessment.

Where supported by data, PPRTVs may include chronic and subchronic Reference Doses and Reference Concentrations, as well as Oral Slope Factors and Individual Unit Risk values for cancer.

Specific Requirements

1. Prepare and submit a work plan describing how the work will be performed.

2. For each Task Order for a new or updated assessment, analysis or development of methods, prepare and submit a Quality Assurance Project Plan (QAPP) to address the assigned work. Specifications for QAPPs prepared for activities funded by the EPA are available at http://www.epa.gov/quality/qa_docs.html#R-5. The QAPP is to be compliant with R-5 requirements. Attachment 1 shows the applicable IRIS Quality Assurance Checklist that can be incorporated into the QAPP. Guidelines for developing quality documents for non-EPA organizations are available at http://www.epa.gov/quality/exmural.html.

3. Summarize human and animal studies; both in vivo and in vitro, and any chemical-specific models from the literature, such as dosimetry models and PBPK models that have a bearing on the hazards of the substance or that might be used in quantitative dose-response analysis.
4. Evaluate the quality and relevance of studies of human or animal toxicity data for use in developing a PPRTV dose-response assessment.
5. Identify and characterize the toxicity and dose-response properties from these data, including assessment of acute/subchronic effects and their relationship, if any to chronic toxicity outcomes.
6. In consultation with EPA, identify principal studies and critical effects for quantitative dose-response assessment, and select quantitative methods for developing toxicity values.
7. When consistent with guidance, perform benchmark dose modeling for the determination of the point of departure for critical effects and where appropriate, derive RfDs, RfCs, slope factors and inhalation unit risks.
8. Perform dosimetric adjustments in accordance with current IRIS guidance.
9. Modify or construct rationale for their application and assign uncertainty factors.
10. Characterize uncertainty in the assessment(s) in accordance with current IRIS    SOPs.

E. Conversion of PPRTVs to IRIS Toxicological Reviews
The Contractor shall provide scientific and technical support to convert PPRTVs to IRIS Toxicological Reviews and IRIS Summaries. EPA will provide the Contractor with the PPRTV in Word format. The Contractor will reformat the PPRTV to conform to the IRIS Toxicological Review template. The Contractor will conduct a literature search covering the period from the completion date of the PPRTV literature search to the present. The Contractor will update the PPRTV, adding new studies to the document. The Contractor will immediately inform the TOPO of any studies that could potentially change an RfD, RfC, oral slope factor, or inhalation unit risk in the PPRTV at which point, EPA may decide not to continue the conversion depending on the extent of additional work required and competing priorities. The Contractor will be expected to update IRIS assessments from a comprehensive literature base that identifies the latest scientific knowledge obtainable. The literature shall be critically evaluated and accepted

EPA risk assessment guidance shall be applied to the data. The Contractor will also be expected to retrieve hard copies or electronic copies of all potentially relevant studies.

After submission of draft documents, EPA may provide comments to the

Contractor. The Contractor will respond to the comments by revising the draft to address comments or by explaining why revisions have not been made to address the comment.

Required work will be designated and described by a TOPO who will then submit the appropriate documentation (including a specific Task Order Statement of Work) to the EPA Contracting Officer for delivery to the Contractor via a Request for Proposal (RFP). The Task Order Statement of Work may cover the entire document development through posting of the final product on IRIS or portions of the document development. Upon receipt of the RFP from the CO, the Contractor prepares the work plan and delivers it to the CO for coordination with the TOPO. After any necessary clarifications are received, the work plan is approved by the CO. Work may then proceed in accordance with tasking and schedules specified in the assigned work.

Specific requirements:


The overarching goal is to rapidly convert PPRTV assessments into IRIS assessments. The following are the specific tasks to be accomplished in order to achieve this goal:

1. Prepare and submit a work plan describing how the work will be performed.

2. For each Task Order for a new or updated assessment, analysis or development of methods, prepare and submit a Quality Assurance Project Plan (QAPP) to address the assigned work. Specifications for QAPPs prepared for activities funded by the EPA are available at http://www.epa.gov/quality/qa_docs.html#R-5. The QAPP is to be compliant with R-5 requirements. Attachment 1 shows the applicable IRIS Quality Assurance Checklist that can be incorporated into the QAPP. Guidelines for developing quality documents for non-EPA organizations are available at http://www.epa.gov/quality/exmural.html.

3. Reformat the PPRTV into an IRIS assessment according to the IRIS SOPs and Toxicological Review template.

4. Conduct a literature search and inform EPA of any studies that could potentially change an RfD, RfC, oral slope factor, or inhalation unit risk in the PPRTV.

5. Update the document with any new studies found since the last literature search.

F. Technical Editing of Updated IRIS Documents

The Contractor shall perform technical editing of draft IRIS documents in

accordance with specified time frames in the chemical assessment Task Order and

approved work plan. The Contractor shall use its technical expertise to ensure the quality and accuracy of documents.

1. Technical Editing: This work may include: arranging tabular material; assessing illustrations to determine clarity of presentation, need for redrawing, retouching, etc.; standardizing symbols; verifying and restyling reference citations where required; cross-checking information in text, tables and figures, as well as correcting errors in grammar, spelling, and punctuation. This work shall be performed according to The Chicago Manual of Style, the Government Printing Office Style Manual, or NCEA draft guidance for documents. All products will be formatted using IRIS Summary and Toxicological Review templates. The type of technical editing required will be specified in individual Task Order Statements of Work. and may include some or all of the following: 
a) Mechanical editing: Close reading of the manuscript to ensure correct    grammar, spelling, syllabification, and punctuation; consistency of capitalization, spelling, and hyphenation; agreement of verbs and subjects; agreement of pronouns; correct use of adverbs and adjectives; beginning and ending quotation marks and parentheses; correct use of ellipsis; cross-checking contents of text to verify accuracy and consistency with heading, subheadings, and page numbers; and many other details of style.
b) Substantive editing: In some cases, EPA may request more substantive editing. This involves any or all of the following: rewriting or reorganizing sentences, paragraphs, sections, etc.; arranging or rearranging tabular material; assessing illustrations to determine clarity of presentation, need for redrawing, retouching, etc.; standardizing symbols; verifying and restyling reference citations; cross-checking information in the text to tables, figures, appendices, and references and identifying apparent disagreements; correcting inconsistencies in format and style; rewriting as needed to assure that tone and complexity of the document are appropriate for the intended audience; writing transitional sentences where necessary.

c) Checking references: Editing also includes checking references to ensure that all references cited in the text and only those references have been included in the reference section of the document and also verifying accuracy, completeness, and adherence to established format and IRIS SOPs. In the event that information is missing, consultation with authors and/or procurement of copies of the cited material will be carried out in order to complete the reference. (Occasionally, references are checked against the original sources to ensure accuracy.)
2. Word Processing: Word process draft and final documents that may contain chemical formulae, mathematical expressions, tables, figures, equations, chemical and biological names, and other terminology specific to scientific/technical documents. Proofread for typographical and spelling errors, and make necessary corrections. Word processing shall be performed using Microsoft Word 2003 (or current version). Printing of documents shall include the ability to print normal, bold, and italic; proportional and non-proportional; portrait and landscape; superscripts and subscripts; Greek and math characters; and in several fonts (to include Times Roman and Arial) and various point sizes. Documents shall also be compliant with Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d).
3. Checking References and Bibliographies: Includes verifying information given and identifying errors or incomplete references. Missing information will be supplied upon request by the TOPO for the assessment. References shall be styled according to NCEA specifications.
4. Checking Page Proofs: Check and mark page proofs including such tasks as checking placement of illustrations, legends, and captions; page make-up, folios and running heads; adding page numbers to contents and indexes; and preparing instructions to the printer.

G. Provide Summaries of and Responses to Comments on IRIS Work Products

The Contractor shall provide support to the IRIS Program by summarizing

comments from various review cycles. The Contractor will group similar comments and provide accurate summaries of the major comments on the work products.


The Contractor shall develop responses to comments on the work products. The Contractor will respond to each comment, grouping similar comments together for response, and will revise the work product (IRIS assessment or PPRTV) as necessary to respond to comments. The Contractor shall develop a written response for each comment indicating either that the comment was addressed by revisions in the work product or explaining why the work product was not revised to address the comment.

The Contractor will provide a Word file of the response to comments and a word file showing revisions to the work product using the Word Track Changes feature.
H. Provide Cross-Cutting Information and Methods to Support IRIS Assessments
The Contractor shall provide support for IRIS on addressing cross-cutting issues that are common to multiple IRIS assessments. Some examples of such issues are what criteria to use in selecting critical endpoints for deriving RfDs and RfCs, how to select values for uncertainty factors, how to perform a dose-response assessment for a chemical that produces more than one tumor type, and how to evaluate a database to select a cancer weight of evidence descriptor. These are just a few examples of the types of issues that could arise. Activities may include some or all of the following, but will not be limited to this list:

1. Analyze current entries on the IRIS database to determine current practices.

2. Develop issue papers addressing scientific issues.

3. Perform statistical analysis.

4. Develop mathematical models or adapt mathematical models from the literature.

5. Identify and, if necessary, subcontract with experts to provide methods and analysis to help EPA deal with issues.
Specific Requirements
For each Task Order for a new or updated assessment, analysis or development of methods, prepare and submit a Quality Assurance Project Plan (QAPP) to address the assigned work. Specifications for QAPPs prepared for activities funded by the EPA are available at http://www.epa.gov/quality/qa_docs.html#R-5. The QAPP is to be compliant with R-5 requirements. Attachment 1 shows the applicable IRIS Quality Assurance Checklist that can be incorporated into the QAPP. Guidelines for developing quality documents for non-EPA organizations are available at http://www.epa.gov/quality/exmural.html.

I. Other Support Tasks

The Contractor shall provide support for IRIS on other Program related activities. Individual activities will be defined in the Task Order Statement of Work. Activities may include some or all of the following, but will not be limited to this list:

1. Annual Agenda Development Assistance - The annual IRIS agenda entails a compilation of Agency nominations for chemical assessments and reassessments in the summer and fall of each year. Agency programs and regions may nominate chemicals needed to implement their programs and/or expressed by their stakeholders. The IRIS program is currently investigating different approaches at EPA and other organizations for considering criteria in setting priorities for selecting chemicals for assessment or reassessment on IRIS. The Contractor will be tasked to coordinate and implement any new approaches resulting from this investigation, and evaluation of the effectiveness of the process for future agenda development needs. The Contractor may be tasked to conduct limited literature searches for nominated chemicals to determine whether there are sufficient data to support development of toxicity values.

2. Reports to Congress – The Contractor shall assist IRIS program staff in compiling reports to respond to congressional requests. These responses may involve conducting surveys or compiling statistics on IRIS database usage.

3. Quick Turnaround Requests – The Contractor shall be available to support IRIS program staff for the completion of various tasks that require a fast response and a quick turnaround. Types of tasks will be for research, compilation/organization of information for database development, statistical analyses, and other special projects.

4. Training Requests – The Contractor shall develop, organize, schedule, and coordinate training related to IRIS program requirements.

5. Tabulation of epidemiological study information – The Contractor shall abstract and present in tabular form relevant information from collections of epidemiological studies, providing, where appropriate, details pertaining to study participants (e.g., where the study was conducted, when, exclusion/inclusion criteria, matching criteria, length of follow-up, percent lost to follow-up, demographic data), details of the exposure assessment and exposure levels, details of the outcome definition, assessment, and prevalence, and results expressed as point estimates with corresponding confidence intervals.

6. Expert consultations – The Contractor shall assist IRIS Program staff in obtaining expert consultation on specific issues that arise in the development of an IRIS assessment on a quick turn-around basis. Consultations could be requested in such areas as pathology, immunotoxicology, endocrinology, genetic toxicology, or other specialized areas to be determined on a case-by-case basis. The Contractor is not expected to have staff with the required expertise in house, but would be required to identify and subcontract to experts in the field as needed. Depending on the issue, the consultation might involve a teleconference with EPA staff and the expert(s) to discuss the issue, or could involve a brief written work product by the expert. As quick turn-around tasks, these consultations will be focused efforts requiring relatively few hours of the consulting expert’s time (e.g., a few hours to a few days).

7. Conversion of documents to 508 compliant formats – The Contractor shall assist with making IRIS assessments, including Toxicological Reviews, 508 compliant for visually impaired users of IRIS documents. Included in this task is the drafting of text by the Contractor that describes figures in the IRIS document. This text would be added to the pop-ups that appear in a 508 compliant document.

J. Quality Assurance Requirements

During examination of the identified literature, the Contractor shall place primary emphasis upon the adequacy of study design, quality control, and interpretation of results of each study, and determine the article’s relevance to the assessment of actual or projected exposure of the pollutants or subject under study. When examining studies, the appropriateness of a study for determining RfDs/RfCs and BMDs cancer potency, or other quantitative estimates shall be considered, if appropriate. Primary literature sources shall be used exclusively except in rare, extenuating circumstances. Chemical assessment deliverables shall include a copy of the search strategy, as well as a printout of the literature search annotated to indicate what was considered retrieved, and not retrieved and the reasons why.
The Contractor must address in the QAPP how they are going to consider the quality of secondary data to carry out the proposed chemical assessment. Secondary data is defined as the review or use of someone else’s environmental or health data that was developed for a different purpose. This includes the data used from citations from the literature searches, from hard copies, and computer databases.

The QA Checklist (Appendix 1) is intended for use at all levels of QA review. The checklist is to be used by Subcontractors to ensure full completion of tasks and QA checks. The checklist can be used by the Prime Contractor for the same purpose when they perform the principal task or to perform a QA check on the Subcontractor's work. Similarly, the QA Checklist will be the basis for QA checks and audits performed by EPA. The completed QA Checklists should be maintained in the files at each level and be made available for inspection on request. When inspected, the reviewer or auditor should sign and date the checklist and indicate any comments as to the purpose and findings of the inspection.
K. Management Controls

1. For each task order, the Contractor warrants that, to the best of the Contractor’s knowledge and belief, that there are no relevant facts or circumstances which could give rise to an organizational conflict of interest, as defined in FAR 9.5, or that the Contractor has disclosed all such relevant information. The Contractor shall certify there is no conflict of interest. The Contractor shall provide the following conflict of interest certification within fifteen (15) calendar days after issuance of each task order:

I certify that, to the best of my knowledge and belief, no actual, apparent, or potential organizational or individual conflicts of interest related to this task order exist. Personnel who perform work under this task order, or relating to the task order, have been informed of their obligation to report personal and organizational conflicts of interest. All actual, apparent or potential organizational or individual conflicts of interest related to this task order have been reported to the Contracting Officer or are attached, if applicable

2. Prior to commencement of any work, the Contractor agrees to notify the Contracting Officer immediately, that to the best of its knowledge and belief, no actual or potential conflict of interest exists or to identify to the Contracting Officer any actual or potential conflict of interest the Contractor may have. In emergency situations, however, work may begin but notification shall be made within five (5) working days.

3. The Contractor agrees that if an actual or potential organizational conflict of interest is identified during the performance, the Contractor shall immediately make a full disclosure in writing to the Contracting Officer. This disclosure shall include a description of actions that the Contractor has taken or proposes to take, after consulting with the Contracting Officer, to avoid, mitigate, or neutralize the actual or potential conflict of interest. The Contractor shall continue performance until notified by the Contracting Officer of any contrary action to be taken.
4. The Contractor shall be responsible for obtaining a conflict of interest certification for any subcontractor services.

5. All specific work plans under this agreement shall be cost tracked by chemical or individual tasks (e.g., such as “Task Order (number): Meeting to Discuss RfD Development”, “Task Order (number): New Assessment for ________”, “Task Order (number): _(title)_”, or “Task Order (number): Costs Associated with Technical Editing of _________Document”.).

6. All deliverables will be reviewed for conformance to the requirements of this PWS before being approved as final.

7. In the course of conducting this work, the Contractor will interface with scientists in EPA’s Office of Research and Development (ORD), National Center for Environmental Assessment (NCEA) and potentially other laboratories, Centers and Offices. All Contractors shall clearly identify themselves as a Contractor when in attendance at EPA meetings and other functions relevant to this contract. The Contractor’s representative or other Contractor personnel shall identify themselves as contract personnel when placing calls to the CO and TOPO in conjunction with activities described in the PWS. The Contractor will be responsible for keeping minutes of the meetings, whether in person or by telephone conference, and shall provide the minutes to the TOPO for review and acceptance.
8. Any Publications resulting from this contract will be subject to NCEA and ORD peer review and clearance procedures as required.

9. EPA shall be mentioned as the funding source, with appropriate and standard EPA disclaimers, for subsequent articles and publications that arise as a result of the research provided for this project, its results and products, and subsequent work stemming from products after the project is formally closed.

10. Progress reports shall be provided monthly, along with invoices indexed to billing DCN numbers, summarizing the work status and costs associated with all tasks being performed under this Agreement.

L. Notice Regarding Guidance Provided Under this PWS

Guidance is strictly limited to technical and analytical support. The Contractor shall not engage in activities of an inherently governmental nature such as the following:

(1) Formulation of Agency policy
(2) Selection of Agency priorities

(3) Development of Agency regulations

Should the Contractor receive any instruction from an EPA staff person that the

Contractor ascertains to fall into any of these categories or goes beyond the scope of the PWS or any individual work plan, the Contractor shall immediately contact the Contracting Officer and TOPO.

M. EPA Contract Management

      Contract-level Project Officer:


Brenda Washington


Mailing Address:


U.S. Environmental Protection Agency (8601P)

National Center for Environmental Assessment-Immediate Office

1200 Pennsylvania Ave., N.W.

Washington, DC 20460

Phone: (703) 347-8581

Fax: (703) 347-8689

Email: washington.brenda@epa.gov
EPA Site Address:
U.S. Environmental Protection Agency

National Center for Environmental Assessment

Immediate Office

Two Potomac Yard (North Building)

2733 S. Crystal Drive N-7211

Arlington, VA 22202

Alternate Contract-level Project Officer:


Dave Kelley
Mailing Address:

U.S. Environmental Protection Agency (8601P)

National Center for Environmental Assessment-Immediate Office

1200 Pennsylvania Ave., N.W.

Washington, DC 20460
Phone: (703) 347-8563
Fax: (703) 347-8695
Email: kelley.dave@epa.gov
EPA Site Address:

U.S. Environmental Protection Agency

National Center for Environmental Assessment

Immediate Office

Two Potomac Yard (North Building)

2733 S. Crystal Drive N-7211

Arlington, VA 22202
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ATTACHMENT 1: QA Checklist

 IRIS Technical Assistance Team

Quality Assurance Checklist

Assignment No.

Contractor

Task No.

Review Date

Title:

Recommended Disposition:

1)


 FORMCHECKBOX 

Approved; no comments

2)
 FORMCHECKBOX 

Approved; editorial comments only

3)
 FORMCHECKBOX 

Comments to be discussed with contractor

4)
 FORMCHECKBOX 

Return to contractor for revision per comments

Overview Comment(s)

Signatures and Dates:


QA Reviewer


QA Checklist for IRIS Toxicological Reviews

Compliance





Yes

No

N/A

1.   Document conforms to tasks outlined

in Workplan?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

2.   Document contains all categories of

information specified in the current

IRIS Toxicological Review templates?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

3.   All studies listed in the Literature Search

Product have been considered?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

4.   All PM-provided studies have been cited?
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

5.   All relevant reviews and other secondary

sources have been examined?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

6.   Document has undergone review by

contractor QA personnel?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Reporting

For the discussions of studies in experimental animals, are the following experimental details appropriately described?

7.   Species, strain, and number of animals?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

8.   Exposure protocol?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

9.   Doses/Concentration levels?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

10. Parameters monitored?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

11. All key/relevant findings?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

12. Numerical data accurately

tabulated (or reported in the text)?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

13. Correct/appropriate inferences/

conclusions drawn from each study?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

For the discussed human exposure studies, are the following technical details appropriately described?








Yes

No

N/A

14. Study design? 




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

15. Numbers of subjects and controls?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

16. Exposure issues addressed? 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

17. All key/relevant findings?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

18. Numerical data accurately

tabulated (or reported in the text)?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

19. Correct/appropriate inferences/

conclusions drawn from each study?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Have the following issues relevant to specific chapters of the Toxicological Review been adequately addressed?

Chapter 2

20. Accurate structural information/

graphic on the subject chemical?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

21. Physico-chemical information complete?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

22. Physico-chemical information accurate?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

23.  Text of Chapter 2 sufficient and accurate?
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Chapter 3

24. Pathways chart complete and accurate? 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

25. Experiments described in sufficient detail? 
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

26. Inferences drawn from data justified? 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

27. Information on PBPK modeling complete

and accurate?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 








Yes

No

N/A

28. Conclusions drawn re. applicability of PBPK

to dose-response analysis justified?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Sections 4.3−4.5

(In line with the criteria established for assessing the appropriateness of experimental studies, as set forth in items 7−13, are the study reports complete for the following toxicological endpoints?

29. Reproductive and developmental toxicity?
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

30. Neurotoxicity?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

31. Immunological toxicity?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

32. Toxicity studies via other routes?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

33. Genotoxicity text sufficient/accurate?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

34. Genotoxicity table complete/accurate?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

35. Mechanistic data sufficient/accurate?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

36. SAR data relevant/appropriate?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Analysis

37. Noncancer endpoints summarized

and discussed?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

38. Noncancer mode-of-action

narrative complete?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

39. Noncancer mode-of-action

conclusions justified?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

40. Cancer WOE descriptor justified?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

41. Cancer WOE narrative complete?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

42. All relevant info on cancer

summarized for the subject chemical?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

43: Cancer mode-of-action addressed re.

criteria in 2005 Agency guidelines?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 








Yes

No

N/A

Are the topics relevant to Chapter 4.8 Susceptible Populations and Life Stages, covered sufficiently and cogently in the document?

44. Childhood susceptibility?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

45. Other sensitive life stages?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

46. Gender differences?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

47. Genetic Polymorphism?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

The following questions address the sufficiency/adequacy of the dose-response analysis.

Noncancer

48: All potentially relevant noncancer

endpoints summarized in the text?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

49: All potentially relevant noncancer

endpoints summarized in a table?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

50. Choice of critical study justified?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

51. Choice of primary endpoint justified?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

52. Choice of analytical approach justified?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

53. Analytical steps transparent? 


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

54. HECs, where applicable? 



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

55. Determinations accurate?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

56. Five levels of uncertainty

explicitly considered?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

57. Text comparing new toxicity

values to the old?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Cancer

58. Quantitative cancer analysis

consistent with the WOE descriptor?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 








Yes

No

N/A

59. Accurate HEDs and HECs?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

60. Modeling checked and accurate?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

61. Modeling complete?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

62. Extrapolation approach explained? 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

63. Extrapolation approach justified?


 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

64. Text comparing new cancer

values to the old?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

65. All summary information appropriately

set forth in Chapter 6?



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

66.  Dose response summary in Chapter 6?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

Presentation

67. Citations/bibliography consistent (are

all citations in the bibliography)? 

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

68. Citations and references order and format

are correct (consistent with NCEA

guidelines)?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

69. Technical editing has been performed based

on NCEA guidelines (EPA/600/R-02/056F)?
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

70. Text (e.g., line spacing, section headings) 

consistent with NCEA guidelines?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

71. Tables consistent with NCEA guidelines?
 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

72. Page numbers consistent with NCEA

guidelines?




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

73. Table of Contents hyperlinks exist?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

74. Document conforms to current IRIS SOPs

and templates? 




 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 








Yes

No

N/A

75. Document has been through a Scientific

review and spell-check? 



 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

76. All summarized data/values have been

checked against original references?

 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

77. 100% of all calculated values have been

checked?





 FORMCHECKBOX 


 FORMCHECKBOX 


 FORMCHECKBOX 

QA Checklist (Summary)

Comments (include item number—mandatory for all “No” blocks checked):
Signature: ________________________________________ Date: ______________

Name (printed):
�Where is this clause?
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