Performance Work Statement

Technical Support for the Assessment of Ecological Effects, Fate 

and Transport of Pesticides in the Environment 

I.
BACKGROUND

The Environmental Protection Agency’s (EPA) Office of Pesticide Programs (OPP) is responsible for the regulation of pesticides through the registration and registration review of pesticides as required by the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) and the Federal Food, Drug and Cosmetic Act (FFDCA) as amended by the Food Quality Protection Act (FQPA) of 1996.  OPP develops data requirements and guidelines for the conduct of studies by registrants.  These data is used along with other information, to include monitoring data, to assess the potential impact of the use of pesticides on human health and the environment.  These data are evaluated to determine their adequacy and validity and to ensure that appropriate quality assurance procedures are conducted.  Once data have been evaluated and determined to be valid, these data are used in simulation models and analysis techniques to assess exposure and risk to human health and environmental and ecological resources.  OPP continues to improve and develop new approaches to exposure and risk assessment.  OPP also convenes advisory panels, scientific workshops and seminars to discuss and resolve scientific issues associated with assessing exposure and risk and developing new tools, methods, and technology to improve drinking water and environmental exposure and ecological risk assessments. 

This procurement will provide support in four general areas: reviewing and evaluating studies provided by the registrants or found in open literature searches; producing assessments; reviewing submitted risk assessments; and developing or improving risk assessment methods.  In addition support may be required to provide training for EPA staff on issues related to the science and methods of risk assessment.  Workshop organization and facilitation may also be required.     

Assessment production support may include developing full ecological risk assessments and/or drinking water exposure assessments, preparing sections of risk assessments, investigating a specific issue or problem related to a risk assessment, or conducting literature searches for data on individual chemicals or groups of chemicals to augment existing data sets.  These assessments shall follow OPP guidance on the content and format as provided with Work Assignments (WA).  An ecological risk assessment in OPP evaluates the likelihood that adverse ecological effects may occur as a result of exposure to a pesticide.  It includes three primary phases:  problem formulation, analysis, and risk characterization.  In problem formulation, the goals of the assessment are evaluated and assessment endpoints, conceptual model, and an analysis plan are developed.  During the analysis phase, risk assessors select and analyze the available data, and characterize both exposure and ecological effects.  In risk characterization, exposure and effects are integrated; assumptions, limitations, and uncertainties are articulated, and the risk is described. 

A drinking water assessment includes a discussion of the pesticide usage, including application methods and rates and geographical areas of use, the data used to assess exposure, a description of the models and scenarios used to estimate concentrations in surface water and ground water, and a discussion of the uncertainty and data gaps.

Normally, the data needed to conduct these assessments is provided by the Agency and includes ecological effects data, environmental fate data and field study data or monitoring data. The data requirements to support registration or registration review are delineated in 40 CFR part 158, Guidelines for Registering Pesticides in the United States 1982, Subparts E, J, L and N and other applicable documents.   Occasionally the contractor will be requested to perform literature searches to obtain additional information.  In such cases, the contractor will evaluate the gathered literature according to sound science and criteria provided by the Agency, summarize the data and integrate it into the risk assessment.  

Risk assessments range from generic screening level assessments to refined assessments using probabilistic analysis and species specific and location specific data.  Geographic Information Systems (GIS) analysis is often used to facilitate location specific risk assessment, or to show the spatial distribution of risk.   Drinking water assessments provide exposure in drinking water that is aggregated with exposure from other routes and used to assess risk to humans.

In reviewing submitted risk assessments the contractor shall, upon request, perform a full review, evaluate a portion of an assessment, or investigate issues related to a submitted assessment to inform Agency scientists in evaluating assessments.  This includes evaluating the applicability of the data and methods used in the assessment, and the soundness of the conclusions. 

Developing and enhancing risk assessment methods and tools includes investigating and developing new assessment methods and tools, developing, evaluating and recommending improvements to existing tools and methods, or investigating issues related to the risk assessment process to include literature searches and preparation of options and recommendations.   This procurement may also provide additional support to EPA in investigating science policy issues related to probabilistic risk assessments and the development of science issues and problems associated with assessing pesticide data or risk.  The contractor may develop policy options for evaluation and consideration by EPA.  

Upon request, the contractor shall organize workshops to facilitate gathering scientific input and discussion on issues related to specific chemicals, groups of chemicals, or generic risk exposure and risk assessment issues.  The contractor will organize and facilitate the meetings, organize materials in preparation for the meetings, take notes, gather the comments and presentations, organize and distribute notes and summaries from the meetings, and develop recommendations and option papers from the workshops.  

In most instances, the project officer will make available to the Contractor the data, studies, and information which are to be used.  Occasionally the project officer will request the Contractor to search open literature and to collect and aggregate extant monitoring data or additional information to support an assessment.  The material will be provided in printed form (originals or reprints of each study) and/or electronic form.  Due dates for each data package and/or assessment and/or project shall be negotiated between the project officer the contractor.  
The foregoing is not an exhaustive list of the situations contemplated by the Performance Work Statement.
II.
SCOPE OF WORK

The contractor shall supply the necessary labor, materials, equipment, software, services and facilities required for the performance of each work assignment.  The scientific quality of reviews, assessments, reports, model tools, and software and their timely preparation in accordance with negotiated schedules are of paramount importance in the performance of this contract.  

Consequently, the contractor shall have the necessary technical and scientific expertise, knowledge and experience to work effectively from contract start-up throughout the course of the contract.  In addition, the contractor shall have a quality assurance/quality control program that maintains the quality of products as well as an ongoing training program.  This is intended to ensure that the contract staff produces quality products and feedback from OPP on needed improvements is communicated to the Contractor’s staff.

Performance of work under this contract shall be initiated by work assignments (WA) issued by the Contracting Officer, and will encompass tasks in one or more of the following areas discussed in section III. TASKS.

III.
TASKS
TASK A. Evaluation of Studies/Data

The contractor shall perform critical reviews of EPA designated fate and transport and effects studies from the open literature or from the registrants, and these reviews will be provided to the project officer in a Data Evaluation Review (DER) or other similar study evaluation report form or system as applicable.  Each review will encompass all items in the study that contribute to the overall knowledge of the pesticide, and will include the following:

1. An evaluation of the accuracy, credibility and scientific validity of that study

2. Its suitability for meeting data requirements

3. Any necessary graphic displays of data, and/or summary tables illustrating conclusive results of the study
Specific formats and guidance for completing each section will be provided to the contractor, although generally an evaluation for each study shall include the following: (a) study identifying information; (b) an in-depth examination of the materials and methods employed; (c) an in-depth examination of the reported results; (d) an in-depth discussion of the reviewer’s scientific assessment of the study; and (e) the reviewer’s conclusions which summarize the overall conclusions and significance of the study.

These reviews will be sufficiently complete in description and technical data to stand on their own as a source of information for use in EFED’s exposure assessment.  Periodically, the contractor shall be asked to screen studies and data-sets.  More specifically, perform an abbreviated review of studies and/or the overall data set to determine if sufficient information is included to determine if they are adequate for a critical review, and to relate the ability of the data-set to meet the data requirements as identified by the project officer
In all cases where part or the entirety of a study is considered to be unacceptable as a result of variance from the guidelines or because of technical or scientific reasons (reliability or completeness), the contractor shall detail the specific reasons for making a preliminary conclusion.

For the evaluations of toxicological and fate issues the contractor shall perform evaluations of difficult/complex studies, reports and compilations of studies and datasets, and provide integrated assessments summarizing and interpreting the information to produce a coherent conclusion of potential effects and/or environmental behavior to characterize the overall significance of the findings.  The Contractor must also provide a rationale for these conclusions.  This may include using statistics to show dose response and spatial/temporal distributions of pesticide behavior and characteristics across ranges of environmental conditions to identify data gaps.

TASK B. Assessments and Characterizations of Pesticide Fate and Transport, Ecotoxicity, and Risks to Organisms in the Environment
A typical risk assessment includes a problem formulation including development of a conceptual model, characterization of exposure, characterization of effects, and a risk characterization section. The risk characterization integrates exposure with toxicity to determine potential for risk, and a risk discussion and conclusion where the key risk factors and uncertainties are highlighted and the bottom line risk is presented.  An exposure assessment for drinking water may also be developed, which will be used within the Agency to assess risks to humans.
Risk assessments range from generic screening level assessments (Level I) that tend to make conservative assumptions, to refined  (Level II) assessments using probabilistic or other refinement analysis and often using species specific and location specific data.  

When requested by the project officer, the contractor shall participate in problem formulation and provide the analysis and risk characterization phases of a Level I risk assessment, using appropriate exposure assessment and risk assessment approaches and guidance (such as the EFED Overview Document
), tools and methods, and using data on the fate and transport properties and ecotoxicity of a pesticide provided by the Agency.  This assessment will include a detailed evaluation of the pesticide’s fate and transport properties, ecological effects and risk including risk to endangered species and critical habitat.  These assessments will be provided to the project officer in accordance with negotiated schedules.  The data to be used in the assessment will normally be provided to the Contractor by the Agency and are often limited to those from Pesticide Assessment Guideline studies.  However, open literature data and monitoring data may also be used. The assessments will address such questions as:  where and how the pesticide is expected to move in the environment, and how long it is expected to persist; what degradation products are produced, and in what quantities; how much of the pesticide or toxicologically important degradates are likely to reach groundwater and/or surface water; what types of water treatment will likely remove the pesticide from drinking water; what are the major routes of dissipation in the environment; what is the certainty of conclusions; what is the likelihood that water resources or other environmental compartments will become contaminated, and what non-target fish, birds and plants will be at risk; as well as what is the extent of ecological risk.

The Level II terrestrial and aquatic risk assessments provide an estimate of the likelihood, magnitude, and probability of risk as well as uncertainties.  Risk shall be characterized by comparing the exposure of the chemical pesticide use and magnitude of use, sites of usage, with toxicity factors such as behavior and feeding habits of the organism, and locations of habitats.  In addition, assessment should include an analysis of the potential impact to listed species.  The specific level of assessment for listed species will be provided in the work assignment for each assignment.

In addition to data provided by the Agency to the contractor, the contractor shall, when requested by the Agency, conduct literature searches to ensure all available, valid data are considered.  Literature searches are only to be conducted when specifically requested by the Agency, and then only for the specific kinds of information indicated by the Agency.

TASK C. Evaluation, summarization and integration of multidisciplinary compilations of literature and data to support risk assessment (including higher tier refined assessments, assessments using probabilistic methods, and assessments focused on endangered species or critical habitat)
This task may include preparing sections/portions of a risk assessment, or stand-alone papers that provide information or analysis on a given chemical or group of chemicals.  The level of complexity and the degree to which statistical or probabilistic analysis required will depend on the need, and will be stated in the work assignment.

TASK D. Reviewing risk assessments: 

This task includes screening level assessments and refined assessments, possibly employing probabilistic analysis.  These include assessments conducted by the pesticide manufacturers or their representatives and assessments conducted by EPA, other agencies, states, other nations, or non-governmental organizations.  The purpose of these evaluations is to summarize the data and methods used; highlight the key measurement endpoints; discuss the assessment endpoints, conclusions and uncertainty; and to evaluate the appropriateness of the data and methods used.  The assessment may also be evaluated against Agency guidance and policy on ecological risk assessment and other guidance provided by EFED in the work assignment.  This may also involve investigating critical risk assessment issues that arise during the evaluation which may include literature searches, peer workshops, and ultimately result in the development of options and recommendations for resolutions of these critical risk issues.  This may also mean reviewing risk assessments conducted by EFED for editorial purposes such as making sure references are included and correctly listed, as well as reformatting tables and sections per instructions from the project officer.

TASK E. Evaluating need for and developing new risk assessment methods/tools/models or enhancement of existing methods/tools/models
Perform reviews of public data and analysis to support development of new risk assessment methods/tools/models.  This may depend on data provided by the EPA, but also may involve the contractor performing literature searches to augment available data.  The contractor will evaluate the current risk assessment process either in general, or with regard to specific environmental compartments, regions or organism type, and determine if the current methods are appropriate, and the degree to which the assessment can be refined using the existing methods and tools.

The contractor shall, upon request by the project officer, evaluate existing risk and exposure assessment methods/tools/models to determine appropriateness and applicability in the context of how they are being used.  This might include performing a sensitivity analysis, comparing model outcomes with monitoring or other field data, or comparing results of the existing model(s)/tool(s) with other models or tools including those under development.  It may also include testing of models and analysis methods being considered or currently being used.  The product would be a description of the analysis conducted, conclusions, and options and recommendations, with scientific justification, and discussion of uncertainty.

TASK F. Special Technical Assistance Projects

The contractor may provide statistical support for risk assessments or for methods and tools evaluations.  
The contractor may conduct geo-spatial analysis.  This could include providing analysis, modeling, and programming support for GIS for all aspects of ecological risk and concentrations in ground and surface water.  This may also include refinement of assessments using GIS for regional and local specificity, and showing exposure or risk at differing spatial scales and resolutions.

The contractor may conduct literature searches to support tool development and pesticide risk assessments. This would include using free, and/or “fee” search engines to locate relevant literature, obtaining and reviewing reprints, organizing reprints in a logical order, summarizing individual reprints and summarizing compilations of related reprints into a disciplinary assessments that integrate all data into a conclusion related either to a chemical or group of chemicals, a risk assessment method, tool or model, or a particular aspect of the environment relevant to ecological risk.

The contractor may assist in policy analysis to inform EPA decision-makers of options, benefits and problems with various courses of action with regard to risk assessment policy.  This may include organizing policy into logical format and structure for efficient access, version control, update and archiving.  
In the course of evaluating science policy and chemical risk issues the contractor shall, upon request, organize workshops to facilitate gathering scientific input and discussion on issues related to specific chemicals, groups of chemicals, or generic risk exposure and risk assessment issues.  The contractor will organize and facilitate the meetings, manage attendance activities, develop, organize materials in preparation for the meetings, generate copies if needed, take notes, gather the comments and presentations, organize and distribute material, notes and summaries from the meetings, and develop recommendations and option papers from the workshops. 

The contractor shall conduct computerization of pesticide toxicology and/or fate data and systematically compile data either submitted by registrants or extracted from open literature into an electronic format for easy access and analysis in support of environmental exposure or risk assessments.  The contractor shall also make recommendations to the Agency on missing data, or improvements needed in the data-set.
	Performance Criteria Analysis – TASKS A through F

	Performance Indicator
	Standard
	Acceptable Quality Level (AQL)

	Timely submission of reports
	Reports submitted with in time frame pre-negotiated with PO
	95%

	Lack of substantive technical, guideline, or format errors
	Reports submitted with zero substantive errors included but not limited to discrepancies, omissions, inaccuracies, and/or inappropriate data evaluation
	90%


Method of Surveillance for TASKS A through F 

Reports prepared by the contractor undergo a secondary review process in OPP.  Each report has a designated EPA reviewer.  The EPA reviewer conducts a detailed review of the contractor’s summary of relevant data and examines the conclusions drawn by the contractor in accordance with the criteria described in the WA. Once the EPA reviewer has finalized the data evaluation in the form of an Agency review, the report may be used officially.  The EPA reviewer will complete a delivery acceptance summary form that notes discrepancies, omissions, inaccuracies and/or inappropriate data evaluations (“errors”). The project officer will calculate, quarterly, the average number of substantive errors.  The project officer will compare Agency due dates or approved revised due dates to completed date of reports, quarterly and calculate the percentage of late reports.  The reviewer shall attend and observe all Agency driven workshops, seminars, and training for consistency and relevancy to WAs.
Disincentive for TASKS A through F

A 3% fee reduction in fee per quarter if the reports per quarter do not meet the AQLs as described in the table above.  All fee reductions are applied to the cost pool established at contract award.  For example, if the contract is awarded at a cost of $1,000.00, and at a fee of 6%, the resulting fee pool would be $60.00.  The 3% fee reduction, should it be enacted, would reduce the fee pool from $60.00 to $58.20.

IV. 
DELIVERABLES TIME REQUIREMENTS

Due to the time line requirement placed on EFED by regulation and law, the following time scheduling requirements must be met by the Contractor.  The Project Officer and the Contractor will develop specific time lines for these deliverables through coordinated efforts.  The ability of the contractor to fulfill these time limit requirements is essential.  The documents are listed in the order of predicted request rate.  

	Type of Document Requested
	Deliverable Requirement

	Data Evaluation Record
	Depends on the size of the study and the workload at the contractor, an average of 60 days

(to be negotiated with PO and contractor)

	New Chemical Screens
	7 days after receiving WA

	Review of open literature
	Depends on task size
(to be negotiated with PO and contractor)

	Drinking Water Assessment
	15 to 30 days after receiving WA

	Integrated risk screens and assessments
	30 days after receiving WA

	Probabilistic risk assessments
	60 days after receiving WA

	Scoping/planning + amount of work required for a given task assignment
	7 days after receiving WA

	Reduced risk summaries
	7 days after receiving WA

	Comparative risk assessments
	30 to 90 days after receiving WA

(to be negotiated with PO and contractor)


V.  
INVOICING
Invoices must report activities and tasks according to action type specified in the WA.  For example, actions relating to chemicals are usually identified as registration review, registration Fee for Service or registration non-Fee for Service.  Identifying numbers and codes included in the WA must be included on the invoice.  For example, if a task is associated with a chemical action that has a PC Code and DP Barcode, the PC Code and DP Barcode must be included on all invoices that charge for work done on that chemical action.
VI. 
GENERAL REQUIREMENTS

A. FIFRA CBI

To perform Work Assignments under this contract, the contractor may require access to FIFRA Confidential Business Information (FIFRA CBI) submitted by pesticide registrants to EPA.  Disclosure of FIFRA CBI to contractors is provided for under Section 10(e) of FIFRA and in 40 CFR 2.307.  Consequently, the contractor must be cleared for access to FIFRA CBI and must control FIFRA CBI according to the requirements specified for contractors in the EPA publication, “FIFRA Information Security Manual”, dated July 1988.  Access of the contractor to FIFRA CBI is intermittent and will not require allocation of office space.  

Control measures for protecting FIFRA CBI shall be in accord with the following sections of the Security Manual:  Disclosure of FIFRA CBI to contractors (section 3); Procedures for gaining access to FIFRA sensitive information (section 4); and Operational procedures for protecting FIFRA sensitive information (section 5).

The contract as written shall incorporate certain clauses that describe actions to be taken by the contractor with regard to FIFRA sensitive information; these clauses are contained in 40 CFR 2.301 (h)(23)(ii), and are Exhibit 6 in the Security Manual.

B. Other Requirements

The Contractor will adhere to the following requirements.

1. In performing the services required under this PWS, the Contractor shall submit all relevant information used in developing conclusions or options to the project officer for all projects for evaluation review and approval.

2.  All reports, documents, papers, etc., prepared by the Contractor shall be submitted in draft form and/or electronic form on a CD or other specified media in compatible software (for example: Microsoft Suite - Microsoft Word) as specified in the WAs.  The specific WAs will specify which word processor, spreadsheet or database application to use.  The Contractor shall submit the completed draft to the PO for review and approval.  The drafts submitted shall include copies of the literature cited or make reference to all citation in the document for PO verification and approval.

3.  All software and databases developed or enhancements or modifications of existing software or databases performed under this contract; all documentation, notes, preceding versions; all other material pertaining to the development, enhancement, modification and testing of the software and/or databases; and all information and data populating associated databases shall be the property of the Agency; will be delivered to the Agency upon request or at completion of  the task; and cannot be used by the contractor for any other purpose than that specified in a work assignment without prior written permission by the contracting officer. 

4. When in attendance at meetings, the Contractor’s attendance shall be limited to that portion of the activity for which the Contractor is required in order to meet the requirements of the PWS.  Contractor personnel shall identify themselves in all activities associated with work performed under the PWS, and in attendance at meetings in conjunction with activities associated with the PWS requirements.

5. The Contractor’s appropriate staff may be asked by EPA to attend and/or to join relative meetings or teleconferences, such as scoping task, planning or preliminary meeting task, or meetings to discuss progress, status, or course of action relative to WAs.  This may include meetings on portions of pesticide risk assessment.
6.  Reports submitted by the Contractor that contain recommendations to the Agency (which will be used by EPA personnel developing policy), shall explain and rank policy or action alternatives; summarize the substance of deliberation; report any dissenting views; list the sources relied upon; and clearly explain the method and considerations upon which the recommendations are based.

7. The Contractor shall develop internal policies and procedures for ensuring that the Contractor’s reviewers properly conduct evaluations summaries and assessments.  At the start of the contract a Quality Management Plan (QMP) shall be submitted.  The QMP will document how the organization structures its quality system and describe its quality policies and procedures, criteria for and areas of application, and roles, responsibilities, and authorities.  It also describes the organization’s polices and procedures for assessing the effectiveness of the quality system.

8. The contractor shall submit copies of their Quality Assurance (QA) plan procedures along with their work plan when starting a new WA.  The QA plan shall be written in accordance with all applicable elements (i.e. A1-A9, B9, B10, C1-C2, and D1-D3) of the EPA/QA R-5 document, EPA Requirements for Quality Assurance Project Plans, in consultation with the EPA/QA G-5 guidance document (USEPA, 2001; 2002).  The Contractor shall institute Contractor staff training programs and shall submit copies of all internal policies, operating procedures, and training programs to the Agency within 2 months of the awarding of this contract and as they are developed thereafter.

9. Unless otherwise specified in this contract, the Contractor shall not engage in nor subcontract for any printing (as the term is defined in the Title I of the Government Printing and Binding Regulations in effect on the effective date of this contract) in connection with the performance of work under this contract.  Printing is allowed for less than 5,000 units of only one page and less than 25,000 units in the aggregate of multiple pages. 

10. The Contractor must adhere to all the provisions stated in EPAAR 1552.209-71 “Organizational Conflict of Interest,” EPAAR 1552.209-73 “Notification of Conflicts of Interest Regarding Personnel,” EPAAR 1552.210-80 “Annual Certification,” EPAAR 1552-210-81 “Update of Conflict of Interest Plan,” and EPAAR 1552.227-76 “Project Employee Confidentiality Agreement.”  The RFP and contact will contain Conflict of Interest (COI) provisions and clauses to allow the Agency to avoid actual or potential conflicts of interest.  These provisions will require (a) offerers to submit conflict of interest avoidance plans as part of these proposals, and (b) the contractor to alert EPA to actual or potential conflicts of interest with respect to individual WAs.

11.   This contract shall require the contractor, on occasion, to perform an enhanced completion of some tasks for registration of pesticides, regardless of the current workload.  Under Section 33 of FIFRA (as added by subsection (f)(2) of the Pesticide Registration Improvement Act of 2003 (PRIA)), the Agency collects fees from registrants to register their pesticide chemical for review.  The benefit of this fee is to guarantee the registrant that the time frame for registering their chemical will be reduced.  The contractor shall receive a separate WA for this type of task.

12.   All deliverables shall be in compliance with Section 508, Accessibility Standards of the Rehabilitation Act of 1973 and Amendments of 1998.  When preparing deliverables, the contractor shall refer to the most recent version of the 508 Standards at:  http://www.access-board.gov/sec508/guide/.
� The Overview Document was developed to describe, among other things, EFED’s approach to ecological risk assessment with regard to federally listed threatened and endangered species.  Many of the methods are also used for assessing risk to other species.
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