Performance Work Statement (PWS)
Evaluate/Review Pesticide Exposure Data
I. BACKGROUND

Pesticides are chemicals that are deliberately introduced into the environment for a specific purpose. As specified 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) and as modified by the Pesticide Registration Improvement Act (PRIA), a pesticide may be registered if its use will not result in unreasonable risks or unreasonable adverse effects to human health or the environment. The "risks" in this case are a combination of the inherent toxicity of the pesticide and the extent to which people are exposed to it. The goal of exposure assessments is to present an accurate and realistic picture of human contact with the pesticide on which to base the risk assessment. Companies registering or reregistering pesticides (registrants) submit studies to the Environmental Protection Agency (EPA) that characterize and quantify human exposures resulting from prescribed use of a given pesticide formulation. These pesticide exposure studies, which may focus on either occupational (e.g., mixer/loader/applicator or post-application/reentry) or on residential exposures, are used by EPA for calculation of total body exposure for a given pesticide-use scenario. Before using the data for regulatory purposes, EPA must evaluate the studies to determine their adequacy and to guarantee that appropriate quality assurance (QA) procedures were carried out during the field sampling and laboratory analysis.  The purpose of this requirement is to provide exposure assessments and relevant information necessary for EPA to fulfill the requirements of FIFRA, FFDCA, FQPA, PRIA, the Pollution Prevention Act, and any other Executive Order or legislative requirement. The specific objectives are to: (1) perform technical reviews of pesticide human exposure studies and studies related to them (e.g., field residue studies); (2) provide technical support for registration and re-registration actions relating to occupational and residential exposure and risk assessments; (3) provide technical support in developing or revising Standard Operating Procedures (SOPs) and Pesticide Assessment Guidelines for exposure studies; (4) evaluate worker protection issues relating to pesticide exposure and pesticide product labeling; and (5) provide other related technical support in the general subject areas of exposure and risk assessment and pesticides to the Health Effects Division (HED) of EPA's Office of Pesticide Programs (OPP).

II. PERFORMANCE BASED CONTRACTING REQUIRMENTS
The contractor shall perform work as specified in individual work assignments.

Task 1:  Review of Exposure Studies
The contractor shall perform technical reviews of studies containing pesticide exposure and related data in support of registration, re-registration, and special review activities of HED. These studies may include (1) occupational or residential reentry or post application exposure studies, (2) occupational or residential exposure monitoring data on the subject chemical submitted by registrants on pesticide handling/application operations, (3) exposure-related field studies on air, soil, plant, crop, and other residues as needed, (4) physical and/or chemical properties of a pesticide formulation, active ingredient, or inert ingredient relevant to exposure, (5) usage information and data pertaining to potential exposure, (6) exposure studies from open scientific literature, and (7) exposure studies using data from surrogate pesticide chemicals (e.g., Pesticide Handlers Exposure Database).  Reviews of studies on surrogate chemicals may be appropriate when the formulation type, application method, and use pattern are sufficiently similar to those of the chemical under review. In reviewing the assigned studies, the contractor shall conduct a comprehensive Quality Assurance and Quality Control (QA/QC) review. For each assigned study, a draft written report shall be submitted by the contractor to the EPA Work Assignment Manager (WAM). Draft reports shall (1) document the contents of the studies; (2) note any discrepancies, inadequacies, and unresolved issues; (3) provide appropriate exposure calculations, correlations, and plots; and (4) provide a summary discussion and conclusions resulting from the review.  The contractor shall prepare the Data Evaluation Review (DER) according to OPPTS guidelines (http://www.epa.gov/opptsfrs/home/guidelin.htm).  In particular, for Residue Chemistry DERs, the contractor shall follow OPPTS 860 Series Guidelines. For chemistry reviews, the contractor shall also prepare the Summary Document, Chemistry Chapter (RED/TRED), Chemistry Chapter (new chemical, new use and low risk) and Product Chemistry document (OPPTS 830 Series Guideline Studies). 
Task 2:  Technical Support for Registration and Registration Review Actions
The contractor shall provide technical support in developing or revising occupational and residential exposure and risk assessments for registration (new chemicals, new uses, etc.) and registration review (REDs, TREDs, Low Risk Chemicals) actions, as directed by the EPA WAM. This support may include (1) identification and assessment of occupational handler and post-application exposure scenarios; (2) identification and assessment of residential handler and post-application exposure scenarios; (3) chemistry assessments to support dietary exposure and risk concerns, e.g., the low risk chemicals; (4) identification of risk mitigation measures and the assessment of the mitigation on the resulting risks; (5) aggregate exposure and risk assessments for a single pesticide formulated product, active ingredient or inert; (6) cumulative exposure and risk assessments for a group of chemicals sharing a common mechanism of toxicity; and (7) traditional and probabilistic exposure and risk assessments as required.  For each assigned task, a draft written report shall be submitted by the contractor to the EPA WAM. Draft reports shall (1) document the analysis conducted; (2) note any discrepancies, inadequacies, and unresolved issues; (3) provide appropriate exposure calculations, correlations, and plots; and (4) provide a summary discussion and conclusions.

Task 3:  Perform Pesticide Exposure and Risk Assessments
The contractor shall perform pesticide exposure and risk assessments in support of registration and re-registration activities. Estimation of potential human health concerns, as a function of toxicity and exposure, is performed using a four-step process: 1) Hazard Identification, 2) Dose Response Assessment, 3) Exposure Assessment, and 4) Risk Characterization.  The Agency will provide the contractor appropriate guidance and computer software to perform single pathway risk assessments, as well as aggregate (multiple pathways, single chemical) and cumulative (multiple chemicals with common mode of toxicity) pathway risk assessments. The exposure duration for these assessments may reflect: one day or less, days or months, years, and or a lifetime. Examples of the types of pesticide risk assessments that could be performed under this contract include:
1 Single pathway, deterministic and probabilistic assessments:

1.1 Food - oral route

1.2 Drinking water -oral route

1.3 Residential - incidental oral, dermal and inhalation route

1.4 Occupational - dermal and inhalation

2 Aggregate assessments (single chemical, multiple pathways)

2.1 Dietary (food and water) - oral route

2.2 Dietary and Residential - oral, incidental oral, dermal, inhalation

2.3 Dietary and Occupational - oral, dermal, inhalation

3 Cumulative assessments (multiple chemicals common mode of action, multiple pathways)

3.1 Dietary (food and water) - oral route

3.2 Dietary and Residential - oral, incidental oral, dermal, inhalation

3.3 Dietary and Occupational - oral, dermal, inhalation
The format for a cumulative risk assessment is provided in Attachment 2. An example of a cumulative risk assessment can be found at http://www.epa.gov/pesticides/cumulative/rra-op/.

Performance Standard for Task 1 – 3
The contractor is required to summarize data from studies it evaluates and create technical reviews and DERs. These documents shall be prepared as reports that conform to the special formats provided and modification to those formats that are authorized by the Project Officer (PO) in the course of the contract. The contractor should use the proposed QC plan to assure accuracy of data extraction from the study or document(s) from which the contractor is evaluating, assuring the absence of mistakes, interpolations, or omissions of data. Due dates for the reports and estimated technical report hours will be specified in the requirements of the work assignment. The contractor shall be required to negotiate reasonable due dates and technical report hours upon the initial phase of preparing the report.

Method of Surveillance for Task 1-3
Reports prepared by the contractor undergo a secondary review process in OPP.

Each report has a designated EPA Reviewer who may be either the COR/WAM or a staff scientist who is most familiar with the pesticide. The 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 below. Once the Reviewer has finalized the data evaluation in the form of an Agency review, the report may be used in presentations to OPP Science Advisory Councils, (SACs), Science Assessment Review Committees (SARCs), etc. The Reviewer or COR will complete the delivery acceptance summary form that notes major discrepancies, omissions, and inaccuracies.  The COR/project manager will calculate, quarterly, the average major discrepancies, omissions, inaccuracies and/or inappropriate data evaluation. The COR/ project manager will compare Agency due dates or approved revised due dates to completed date of reports, quarterly, and calculate the percentage of late reports. The project manager will compare approved technical review hours with the total technical review hours charged for each task by the contractor, quarterly, and calculate the percentage of technical review hours over the Agency approved amount.

Acceptable Quality Limit for Task 1-3
No more than 5% of the reports per quarter may contain errors. These errors include but are not limited to: discrepancies, omissions, inaccuracies and/or inappropriate data evaluation. Ninety-five percent of the reports per quarter are to be accurately completed within the Agency approved time frame. Ninety-nine percent of the technical review hours charged by the contractor per quarter are to be in accordance with the Agency approved technical review hours per task.

Disincentive for Task 1-3
A 2% fee reduction in fee per quarter if more than 5% of the reports per quarter contain any of the errors described above. A 1% fee reduction per quarter if more than 5% of the reports per quarter are not completed within the Agency approved time frame. A 3% fee reduction if more than 1% of the technical review hours per quarter exceed the approved amount.  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 2% fee reduction, should it be enacted, would reduce the fee pool from $60.00 to $40.00.  
Task 4:  Technical Support for Guideline and Standard Operating Procedure

Development
The contractor shall provide technical support in developing or revising

Standard Operating Procedures (SOPs), such as the SOPs for Residential Exposure Assessments, as directed by the EPA WAM. Additionally, the contractor shall provide technical assistance to HED in the revision of Series 875 Pesticide Assessment Guidelines.

Task 5:  Worker Protection Evaluations
The contractor shall assist HED in a number of worker protection related tasks. These tasks may include (1) evaluation, revision, and review of existing worker protection regulations by the contractor, (2) participation in field trips to observe the use of various types of protective equipment intended to mitigate exposure during pesticide mixing, loading, and application, or to observe reentry exposure in treated fields, and (3) other activities that would enhance and support EPA's goal of improving worker protection and safety from pesticide exposures. 
Task 6:  Workshops, Seminars, and Training

The contractor shall identify recognized experts in the area of post application and reentry exposures and related field exposures. When needed, the contractor shall convene a roundtable meeting with such experts to resolve generic issues regarding reentry exposure quantization methodologies and related issues. Additionally, the contractor shall conduct literature searches and prepare technical publications such as workshop summaries, minutes following seminars and other meetings, and journal articles.

Method of Surveillance for Task 4 - 6
The COR or Reviewer shall compare contractor revised guidelines, SOPs, or regulations with current procedures per a review board and analyze the new guidelines, SOPs, or regulations for errors or problematic procedures.  The CORs or Reviewers shall attend and observe all Agency driven workshops, seminars, and training for consistency and relevancy to Agency.

Acceptable Quality Limit for Task 4 – 6
Revisions shall address the categories of data required, the methods by which that data should be obtained, methods for evaluating such data, submission of protocols, international harmonization (e.g., OECD, NAFTA), and development of exposure assessment criteria. In reviewing these Guideline documents, the

contractor's efforts shall identify and evaluate other Agency guidance on exposure assessment and exposure parameter values, such as those noted in the Exposure Factors Handbook (EPA/600/P-95/002Fa-c). The contractor shall also provide technical support to EPA in developing testing requirements for CFR 40, Part 158, if requested. If requested, the contractor shall (1) submit the proposed revisions of Series 875 Guidelines to peer reviewers approved by the EPA Work Assignment Manager; (2) submit a synopsis of the peer review comments; and (3) provide technical recommendations thereon. All contractor deliverables shall result in improving the worker protection and safety from pesticide exposure.

Disincentive for Task 4 – 6
EPA may terminate the contract for default if annual reports show that revised guidelines, SOPs, regulation, workshops, seminars or training composed or derived by the contractor contain faulty information which results in harming humans exposed to pesticides.

Task 7:  Technical Support for Exposure Model and Database Development and

Enhancement
The contractor shall develop, expand, and modify databases and models used by OPP for exposure and risk assessments. Related activities may include reviewing hard copy studies and electronic data, contacting the data generator to obtain missing information, entering the data into the appropriate model or database, and conducting quality assurance testing of the data once entered into the model or database. The contractor shall also provide other related technical support, such as the incorporation of revisions into the model or database in response to user comments and conducting user training. In addition, the contractor shall develop models to support exposure and risk assessments for pesticide products, including inert ingredients, e.g., the Pesticide Inert Risk Assessment Tool (PIRAT).

Method of Surveillance for Task 7
The COR or Reviewer will evaluate the database to determine if any inaccuracies exist including, but not limited to, erroneous or insufficient data. All inaccuracies will be promptly reported to the contractor. The COR or Reviewer will request a correction of the data. The COR or Reviewer will semi-annually summarize repetitive errors or inaccuracies.

Acceptable Quality Limit for Task 7
100% of all requested database supported task orders/work assignments completed accurately within the time frame specified. The contractor shall address all data correction requests within a 24 hour period.

Disincentive for Task 7
A 1% reduction in fee semi-annually (twice per year) if errors are not corrected after the COR or Reviewer has requested a correction of the data. A 1% reduction in fee semi-annually if the contractor does not respond to work assignments within a 24 hour period.

Task 8:  Quick Response and Agency Interface Activities
The contractor shall provide quick turn-around technical support relating to occupational and residential exposure and risk assessments as requested by the EPA COR or WAM. Additionally, the contractor shall also assist HED in interfacing with other Government agency requests, to the extent that such requests are feasible and relate to the general scope of this PWS.

Method of Surveillance for Task 8
The COR will compare and record Agency agreed upon to due dates to actual completed dates of tasks, monthly, to determine if any slippage has repeatedly occurred. The COR will create a quarterly report to calculate the percentage of late reports. COR will note whether more than 90% of the approved direct labor hours were used before a request for more hours was requested. Also, the COR will monitor the contractors’ request for additional time or hours to complete tasks. The COR or Reviewer will promptly report to the contractor all problems as they are discovered. The COR or Reviewer will semi-annually summarize repetitive errors or inaccuracies.

Acceptable Quality Limit for Task 8
The contractor shall complete all tasks on time 99% of the time. The contractor shall not charge more direct labor hours than the agency agreed to complete a task. The contractor shall not be inconsistent in time needed to complete tasks of similar nature. The contractor shall request for additional direct hours per task before 60% of the approved work assignment direct labor hours are used. All problems found by the contractor when completing tasks should be addressed to the Agency for resolution when found.

Disincentive for Task 8
A 1% reduction in fee, semi-annually, shall be warranted if tasks are not completed on time 99% of the time. The Agency will not pay for unauthorized charges such as unapproved direct labor hours, training and travel. A 1% reduction in fee, semi-annually, if repeated errors exist after resolution has been ordered. The Agency may not reimburse contractor for additional direct labor hours unless the additional hours are requested prior to the completion of the task.  All deliverables shall be in compliance with the 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, which can be found at:www.section508.gov/index.cfm
NOTE:  All disincentives for Tasks 1-8 are cumulative.  The contracting officer will issue work assignments for all work required under this contract in accordance with the terms and conditions of the contract.
Deliverables/Products

The contractor shall submit deliverables electronically via the Internet.  Deliverables shall be compatibility with Microsoft Word and Excel, and current version ADOBE Acrobat or current EPA software.  In addition, the contractor shall obtain necessary equipment for and be proficient in use of spreadsheet or data base software, communications software, and software capable of generating molecular structures of pesticide molecules.  Finally, CD/ROM capability is required for retrieval of pesticide use information and electronic submissions
1

