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Department of Environmental Protection
Quality Assurance Requirements for Research Grants
Research Field & Lab Services

1. GENERAL REQUIREMENTS AND DEFINITIONS
a. As applicable to the Scope of Services (i.e., grant work plan) described in the grant, the research performed under this Grant shall conform to the requirements set forth in Chapter 62-160, Florida Administrative Code (F.A.C.).
b. Hereinafter, “DEP” or “Department” refers to the Florida Department of Environmental Protection.
c. “Grantee” shall refer to the grantee, subcontractors, subgrantees, or any entity procured to conduct work under the Grant.
d. “Sample” and “sampling” refers to the collection of sample media (e.g., water, sediment, soils, chemical wastes) or biological organisms, and/or analysis, observation or measurement activities conducted in the field or in a laboratory that will be performed under the terms of the Grant.
2. FIELD PROCEDURES AND TEST METHODS
a. The field Standard Operating Procedures (SOPs) and/or test methods to be used for contracted field research (including any written modifications thereof) shall be those approved by the Department, as described in the Grant Quality Assurance Plan (hereinafter, “QA Plan,” see Section 9, below). Any additional information applicable to the SOPs and/or test methods and/or other procured field activities shall also be described in or attached to the QA Plan. 
b. The Grantee shall specify the calibration and quality control (QC) requirements to be met for all procured field research (as applicable), and shall provide these requirements in the field SOPs and/or test methods and/or other information as described in 2.a. above.
c. Additional quality control expectations:
(i) Field procedures and/or test methods shall provide results that meet all applicable Grant data quality objectives.
(ii) All field testing procedures shall follow the testing methods as approved for the Grant and described in 2.a., above.
(iii) The Grantee shall adhere to the quality control requirements specified in the field SOPs and/or test methods and associated documents described in 2.a., above, and as otherwise specified in these QA Requirements.
(iv) The Grantee shall calculate any applicable field sample results per the procedures specified in the field SOPs and/or test methods approved for the Grant, as described in 2.a., above.
3. FIELD REPORTING, DOCUMENTATION AND RECORDS RETENTION
a. [bookmark: _GoBack]All field records as outlined in Rule 62-160.240, F.A.C., and applicable to the field research described in the Grant and associated QA Plan (see Section 9, below), any other records indicated in the Grant Scope of Services or QA Plan, and any other documentation and reports associated with work performed for the Grant, shall be retained by the Grantee for a minimum of five years after the generation or completion of the records; or, copies of all relevant records shall be provided to the Department Grant Manager for retention. Longer retention times as specified in the Grant, if applicable, shall supersede the above minimum retention requirement.
b. The field records shall include relevant information for the procedures described in 2.a., above.
c. All field data and supporting information shall be reported for the Grant according to applicable requirements in Rule 62-160.240, F.A.C. 
d. Any documentation or reports specifically identified in the Grant as deliverable work products shall be retained as in 3.a., above.
e. All field records generated or retained by the Grantee that are associated with Grant work shall be linked per applicable sample or site identification, including sample collection and/or field measurement location and field event, and shall be organized so that any information can be quickly and easily retrieved for inspection, copying or distribution. 
f. All reports shall be submitted to the DEP Grant Manager and shall include all report deliverables specified by the Grant, its exhibits, the QA Plan, and any information required by Rule 62-160.240, F.A.C., (as described in 3.a. and 3.c., above), where applicable to the field research conducted under the Grant.
g. The Department reserves the right to request some or all of the field information in an electronic format, and all reporting deliverables shall be submitted to the Department in the format(s) specified in the Grant and/or Scope of Services, and/or as described in the approved QA Plan (see Section 9).
h. Upon request by the Department Grant Manager, or as required by the Grant, copies of original reports or field records shall be submitted to the DEP Grant Manager, where applicable.
i. In addition to any field reports provided per Grant deliverable requirements and subsections c., d., f., g., and h., above, the Grantee shall submit any of the field information and/or records associated with the contracted field research as described in this section (Section 3) upon request by the DEP Grant Manager, including any of the following that are applicable to the Grant work:
· Site name and location information 
· Field identification for each sample container and the associated analytes (test methods) for which the container was collected
· Date and time of sample collection
· Sample collection depth, if applicable
· Sample collection method identified
· Indication of filtered samples, when applicable
· Field test measurement results:
· Parameter name
· Measurement method
· Result
· Result unit
· Appropriate Data Qualifier Codes for specific sample results, per Table 1 of Chapter 62-160, F.A.C.
· Narrative comments providing explanations, descriptions and/or discussions of: field conditions impacting quality control (QC) for sample collections, unacceptable field measurements, field-testing meter calibration verification failures, or other problems related to the sampling event, and corrective/preventive actions taken for the items noted (e.g., for blank contamination or meter calibration failure)
j. Unequivocal documentation links between each reported field QC measure (e.g., QC blanks, duplicates or replicates, calibration verification, other research QC measure) and the associated sample result(s) shall be maintained for all applicable measurements and/or other data.
4. LABORATORY PROCEDURES AND TEST METHODS
a. The laboratory Standard Operating Procedures (SOPs) and/or test methods (including any modifications thereof) to be used for the contracted analytical research shall be those approved by the Department, as described in the QA Plan (Section 9, below). Any additional information applicable to the SOPs and/or test methods shall also be described in or attached to the QA Plan. 
b. If applicable to the Grant Scope of Services, the laboratory shall report Practical Quantitation Limits (PQLs) and/or Method Detection Limits (MDLs), or other specified limits of detection and/or quantitation with the results of sample analyses for the Grant. MDLs and/or PQLs shall only be required for test methods that are technically amenable to the determination of MDLs and/or PQLs. For those test methods where the determination of MDLs and/or PQLs are not technically feasible, the laboratory shall report a value or increment representing the lower limit of the working range of the test method, however determined by the laboratory. The laboratory shall indicate whether the reported limit represents a limit of detection or quantitation, if applicable. In all cases, limits of detection and quantitation other than MDLs and PQLs shall be explicitly defined and evaluated by the laboratory. All limits shall be as listed in the applicable laboratory test method, SOP, Quality Manual or other Grant exhibit, or as listed in the QA Plan. The reported limits shall meet the data quality objectives for analytical sensitivity and quantitation applicable to the Grant work.
c. When reporting limits of detection and/or quantitation are applicable to the Grant work, the laboratory shall report all sample results analyzed at or above the MDL or other defined limit, and shall qualify all results below the laboratory PQL or other defined limit, using the appropriate data qualifier codes in Table 1 in Rule 62-160.700, F.A.C. 
d. The laboratory shall specify the laboratory’s calibration and quality control (QC) requirements to be met for all research analyses, and shall provide these requirements in the laboratory SOPs and/or test methods and/or other documents, as described in 4.a. above.
e. Additional laboratory quality control expectations:
(i) The selected laboratory test methods shall provide results that meet applicable Grant data quality objectives.
(ii) All laboratory testing procedures shall follow the analytical methods as approved for the Grant and described in 4.a., above.
(iii) The laboratory shall adhere to the quality control requirements specified in the laboratory test methods and associated documents described in 4.a., above, and as otherwise specified in these QA Requirements.
(iv) The laboratory shall calculate all sample results according to the procedures specified in the analytical test methods approved for the Grant, as described in 4.a., above.
5. LABORATORY REPORTING, DOCUMENTATION AND RECORDS RETENTION
a. All laboratory records as outlined in Rule 62-160.340, F.A.C., and applicable to the analytical research described in the Grant and QA Plan (see Section 9, below), any other records indicated in the Grant or its exhibits, and any other documentation and reports associated with work performed for the Grant, shall be retained by the laboratory for a minimum of five years after the generation or completion of the records; or, copies of all relevant records shall be provided to the Department Grant Manager for retention. Longer retention times as specified in the Grant, if applicable, shall supersede the above minimum retention requirement.
b. The laboratory records shall include relevant information for the procedures described in 4.a., above.
c. All laboratory data and supporting information shall be reported for this Grant according to applicable requirements in Subsection 62-160.340(3), F.A.C., (except that the requirements to generate reports that comply with Rule 64E-1.005, F.A.C., and the NELAC Institute [TNI] Standards are waived), and applicable requirements in Subsections 62-160.340(5) – (8), F.A.C., (except that requirements in the TNI Standards for amended laboratory reports are waived; however, any amended laboratory reports resubmitted by the Grantee shall be prominently marked as amended or revised). 
d. Any documentation or reports specifically identified in the Grant as deliverable work products shall be retained as in 5.a., above.
e. All laboratory records retained by the laboratory that are associated with work performed under the Grant shall be organized so that any information can be quickly and easily retrieved for inspection, copying or distribution.
f. All laboratory reports shall be submitted to the DEP Grant Manager and shall include all report deliverables specified by the Grant and/or its exhibits, the QA Plan, and any information required by Rule 62-160.340, F.A.C., (as described in 5.a. and 5.c., above), where applicable to the analytical research conducted under this Grant.
g. The Department reserves the right to request some or all laboratory information in an electronic format, and all reporting deliverables shall be submitted to the Department in the format(s) specified in the Grant and/or Scope of Services, and/or as described in the approved QA Plan (see Section 9).
h. Upon request by the Department Grant Manager or as required by the Grant, copies of original laboratory reports shall be submitted to the Grant Manager, where applicable.
i. In addition to any reports of sample results provided per Grant deliverable requirements and subsections c., f., g., and h., above, the Grantee shall submit any of the laboratory information and/or records associated with the contracted research as described in this section (Section 5) upon request by DEP, including any of the following:
1. Laboratory sample identification (ID) and associated Field ID
1. Analytical/test method
1. Parameter/analyte name
1. Analytical result (including dilution factor)
1. Result unit
1. Applicable DEP Data Qualifier Codes per Table 1 in Rule 62-160.700, F.A.C.
1. Result comment(s) to include corrective/preventive actions taken for any failed QC measure (e.g., QC sample result, calibration failure) or other problem related to the analysis of the samples
1. Date and time of sample preparation (if applicable)
1. Date and time of sample analysis
1. Results of laboratory verification of field preservation of received samples
1. Sample matrix
1. MDL, Limit of Detection (LOD) or other defined limit of detection or working range
1. PQL, Limit of Quantitation (LOQ) or other defined limit of quantification or working range
1. Field and laboratory QC blank results:
· Laboratory QC blank analysis results as required by the test method or laboratory QC procedures (e.g., method blank)
· Results for trip blanks, field blanks and equipment blanks, as applicable to the project and as specified in the Grant Scope of Services or other exhibits, or in the QA Plan (Note: The listed field-QC blanks are defined in DEP SOP FQ 1000)
· Results for field duplicates (or replicates), as applicable to the project and as specified in the Grant, other Grant exhibits or in the QA Plan 
· Results for other QC and calibration verification results, as applicable to the specific test methods and laboratory QC procedures used for the contracted research, including, but not limited to:
· Results of sample matrix spikes, laboratory duplicates or matrix spike duplicates
· Results of surrogate spike analyses
· Results of laboratory control samples (LCS)
· Results of calibration verifications
· Results of other research QC procedures and measures
· Acceptance criteria used to evaluate each reported quality control measure
j. Unequivocal documentation links between each reported laboratory quality control measure (e.g., QC blanks, matrix spikes, LCS, duplicates, calibration verification, other QC measure) and the associated sample result(s) shall be maintained for all contracted analyses.
6. TECHNICAL AUDITS BY THE DEPARTMENT
Pursuant to Rule 62-160.650, F.A.C., the Department may conduct audits of field and laboratory activities. In addition to allowing Department representatives to conduct onsite audits of contracted work in the field or at Grantee facilities, upon request by the Department, field and laboratory records pertinent to the contracted research as described above (see Sections 3 and 5, above) shall be provided by the Grantee.  If an audit by the Department results in a determination that the reported data are not usable for the purpose(s) of the Grant, do not meet the data quality objectives specified by the Grant, do not meet other applicable Department criteria described in the Grant, its exhibits, the QA Plan (see Section 9, below) or these QA Requirements, do not meet applicable data validation criteria outlined in Rule 62-160.670, F.A.C., or are not otherwise suitable for the intended use of the data (however applicable), the DEP Grant Manager shall pursue remedies available to the Department pursuant to the terms of  the Grant.
7. QUALITY SYSTEMS AUDITS
The Grantee shall ensure that any required field or laboratory quality system audits are performed per the Grantee’s Quality Manual or other relevant internal quality assurance documents. The results of these audits shall be documented in the Grantee’s records. Copies of the audit reports or results for the audits shall be provided to the DEP Grant Manager upon request. 
8. STATEMENTS OF USABILITY
When reporting contracted field or analytical research results, the Grantee shall provide statements about data usability as necessary to address the topics in subsections a. – c., below, relative to the Grant data quality objectives and any data quality indicators that may be specified in the Grant, its exhibits, the QA Plan (see Section 9, below), or these QA Requirements.
a. All applicable data quality acceptance and usability criteria for the Grant, as specified in the procedures, test methods, QA Plan, Quality Manual(s), other Grant exhibits, or these QA Requirements shall be met.
b. All quality control measures shall be evaluated according to the acceptance criteria listed in the applicable procedures, test methods, QA Plan, Quality Manual(s), other Grant exhibits or these QA Requirements.
c. All sample results shall be evaluated according to all applicable usability criteria specified in the procedures, test methods, QA Plan, Quality Manual(s), other Grant exhibits, or these QA Requirements.
9. QA PLAN 
a. The Grantee shall prepare a detailed project proposal or sampling and analysis plan (hereafter, QA Plan)  that discusses the information contained in Rule 62-160.600, F.A.C., as summarized in the following list of topics (as applicable):
· purpose and intended use of data; 
· description of work to be conducted; 
· data reporting and storage procedures; 
· training required to conduct work; 
· sampling sites, populations or organisms, analytes and schedules, as applicable to the research; 
· sampling and analytical methods; 
· quality control activities;
· evaluation of the research project design to meet Grant research objectives; and
· statistical and/or other procedures and criteria for evaluation of experimental data. 
b. The Grantee shall prepare the QA Plan following the Research QA Plan Template provided by the Grant Manager. If the topics in 9.a. above are addressed in other documents such as study plans, journal articles, internal SOPs, or other technical literature, those documents may be referenced in the QA Plan, and then must be provided with the QA Plan to the Grant Manager.  Electronic file copies or links for the documents are acceptable. The Department will not be responsible for the Grantee’s cost of providing any copyrighted materials.
c. The Grantee shall submit the QA Plan and any referenced documents to the DEP Grant Manager as specified in the Grant Scope of Services.
d. Work may not begin for specific Grant tasks until approval (or conditional approval) has been received by the Grantee from the DEP Grant Manager. Sampling and analysis for the Grant may not begin until the Grant QA Plan has been approved (or conditionally approved).
e. Once approved, the Grantee shall follow the procedures and methods described in the Grant QA Plan and any other relevant quality assurance documents applicable to these QA Requirements, including, but not limited to:
1. Ensuring that all stated quality control measures are collected, analyzed and evaluated for acceptability;
1. Using only the methods and procedures approved in the QA Plan; and
1. Using only the equipment approved in the QA Plan.
f. If any significant changes in the research project design, changes in the project analyte list, changes in procedures or test methods, changes in equipment, changes in Grantee organizations or changes in key personnel occur, the Grantee shall submit appropriate revisions of the QA Plan to the DEP Grant Manager for review, within timeframes specified in the Grant Scope of Services.  The proposed revisions may not be implemented until they have been approved (or conditionally approved) by the DEP Grant Manager, as documented through written or electronic correspondence. 
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