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Purpose:

To gandardize the organi zation, operations, and personnd for those participating in the collection of
samples and performance of andytica determinations for the USDA/AMSMicrobiologica Data
Program (MDP).

Scope:

This standard operating procedure (SOP) shdl be followed by dl laboratories conducting
microbiologica studies for MDP, including support Iaboratories conducting non-routine activities

that may impact the program.
Outline of Procedure:

5.1
5.2
5.3
5.4
5.5
5.6
5.7
5.8
5.9

Personnel Requirements
USDA/AMS MDP Responsihilities
Program Administrative Director
Technical Director

Quadlity Assurance Unit (QAU)
Responghbilities of MDP Participants
Adminigrative Manager

Sampling Manager

Technical Program Manager (TPM)

510 Qudity Assurance Unit (QAU)

Refer ences:

U.S. EPA, Inspection of atedting facility, 40 CFR part 160.15, July 1, 1999
U.S. EPA, Personnd, 40 CFR part 160.29, July 1, 1999

U.S. EPA, Tedting fadility management, 40 CFR part 160.31, July 1, 1999
U.S. EPA, Study director, 40 CFR part 160.33, July 1, 1999

U.S. EPA, Quality assurance unit, 40 CFR part 160.35, July 1, 1999
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5. Specific Procedur es:
51  Personnd Requirements

5.1.1 Each individud engaged in the conduct of or responsble for the
supervison of the sample collection process or an MDP study shal have
the education, training, and experience, or combination thereof, to enable
that individud to perform the assigned functions.

5.1.2 Each paticipant shdl mantan a current summay of traning and
experience and a job description for each individud engaged in the
conduct of or responsble for the supervison of the sample collection
process or an MDP studly.

5.1.3 Personne engaged in an MDP study shdl wear clothing appropriate for
the duties they perform. Such dothing shal be changed as often as
necessary to prevent contamination of samples and reference materials.
Individuas shal take persond sanitation precautions necessary to avoid
contamination of themselves, the samples, or reference materids.

52  USDA/AMS MDP Respongbhilities

521 USDA/AMS/Science and Technology (S&T) has named the Monitoring
Programs Office (MPO) Director as the MDP Program Administrative
Director incharge of Financid and Adminidraive Affairs. Refer to section
5.3 of this SOP.

5.2.2 The MPO Deputy Director has been designated as the MDP Technical
Director. Technicd program reportsshall be madeto the MDP Technica
Director a¢ USDA/AMSS&T MPO, 8609 Sudley Road, Suite 206,
Manassas, VA 20110 [telephone (703) 330-2300 or fax (703) 369-
0678]. Refer to section 5.4 of this SOP.

5.2.3 USDA/AMS management shdl:

5.2.3.1 Replace the Program Adminigrative Director or the Technica
Director promptly if it becomes necessary to do so during the
conduct of the MDP studies.
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5.3

54

5.2.3.2 Asaure that thereisa USDA/AMS QAU as described in MDP-
ADMIN-06.

5.2.3.3 Assure that personnd, resources, facilities, equipment, materids,
and methodologies are available as scheduled.

5.2.3.4 Assurethat personnd clearly understand the functionsthey areto
perform.

Program Administrative Director

USDA/AMS shdl identify a scientist or other professona of gppropriate education,
training, and experience, or combination thereof, as the Program Adminigtrative Director
for MDP. The Program Adminidrative Director hasthe overdl adminigtrativeresponsbility
for program expans on, budgeting, cooperative agreements, memoranda of understanding,
and mgor disbursement of funds. The Program Adminigtrative Director shal:

5.3.1 Appoint and supervise a qudified individud to be respongble for and fulfill the
duties of Technica Director.

5.3.2 Inform the Deputy Adminigtrator, Science and Technology as necessary on
financid and adminidrative afairs.

5.3.3 Prepare and submit annua budgets for the adminigtration of MDP & the nationd
leve.

5.3.4 Incooperationwith the Statesand/or other Federa agencies, and after consultation
with the Technica Director on the Statement of Work, negotiatework contracts.

5.3.5 Monitor through appropriate documentation the States' and/or Federd facilities
use of Federd funds.

5.3.6 Serveasliasonto EPA, FDA, and other USDA agencies participating in MDP.
Technicd Director

USDA/AMSshdl identify ascientist of gppropriate education, training, and experience, or
combination thereof, as the Technica Director for MDP. The Technical Director is the
magor point of program control and has the respongibility for the sampling and technica
conduct of the MDP gudy and monitoring of qudity assurance. This includes the
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interpretation, anadys's, documentation, and reporting of results in an annua program
summary. The Technicd Director shdl:

54.1

5.4.2

54.3

54.4

5.4.5

Appoint and supervise an individud to be responsible for and fulfill the duties of
Quadlity Assurance Officer (QAOQ).

Inform the S& T Deputy Director and the Program Adminigtrative Director as
necessary on MDP sampling, laboratory, and database issues.

Serve as an additiond liaison to EPA, FDA, and other USDA agencies
participating in MDP.

Consult with the Adminigtrative Director on the Statement of Work during contract
negotiaions.

Assure that:

5.4.5.1 The program plan and MDP SOPs, including any changes, are approved
and followed.

5.4.5.2 All sampling information and experimenta data, including observations of
unanticipated occurrences or responses, are accurately recorded and
verified.

5.4.5.3 Unforeseen circumdtancesthat may affect the quaity and integrity of MDP

samples and/or technica studies are documented as they occur, and
corrective actions as necessary are taken and documented.

5.4.5.4 MDP sampling procedures and test systems are as specified in the
program plan and SOPs. Thisshdl be accomplished through reviewsand
frequent communications with participants.

5.4.5.5 Reviews of participant sampling and laboratory facilities are performed at
intervas adequate to ensure the integrity of MDP samples and andyticd
results and written records of each review are maintained. The frequency
of reviews for aparticular participant shall be based on two factors:

54551 time elgpsed since the last review, and/or

5455.2 designated need becauise of problems associated with the
collection or anadyss of samples performed by that
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5.5

5.6

participant. Participant Adminigtrative Managersshdl be
notified and find arrangements shdl be made severd
weeksin advance of the review if at dl possble.

5.4.5.6 For sampling reviews, the review report is distributed to the participant’s
Adminigrative Manager and Sampling Manager and the USDA/AMS
Adminigrative Director and QAO. For laboratory reviews, the review
report isdistributed to the participant’ sAdminigtrative Manager, Tedicd
Program Manager, and QAO and the USDA/AMS Adminidrative
Director and QAO.

5.4.5.7 The review reports are made availadle for ingpection by authorized
employees or duly designated representatives of USDA/AMS.

5.4.5.8 All raw data, documentation, protocols, SOPs, and fina reports are
transferred to the archives during or at the close of MDP.

Qudity Assurance Unit (QAU)

USDA/AMS shdl have a QAU that shdl be responsible for the overal monitoring of the
MDP study to assure management that the facilities, equipment, personnel, methods,

practices, records, and controlsarein conformance with USDA/AMS program plansand
SOPs.

The QAU shdl beentirdly separate from and independent of participant personnd engaged
in the technicd direction and/or conduct of the sudy. The QAU shdl report to the
USDA/AMS Technica Director. Refer to USDA/AMS SOP MDP-ADMIN-06 for
detailed duties.

Responghilities of Participants

5.6.1 Each paticipant shdl desgnate an Administrative Manager, aSampling Manager,
and a Technica Program Manager for MDP. Refer to sections 5.7, 5.8, and 5.9
of this SOP.

5.6.2 The participant management shdl:

5.6.2.1 Replacethe Adminigtrative Manager, Sampling Manager, or the Technica
Program Manager prompitly if it becomes necessary to do so during the
conduct of the MDP study.
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5.6.2.2 Asaure that there isa QAU as described in MDP-ADMIN-06.

5.6.2.3 Asaure that personnd, resources, facilities, equipment, materids, and
methodologies are available as scheduled.

5.6.2.4 Assurethat personnd clearly understand the functionsthey areto perform.

5.6.2.5 Assure that any deviations from the MDP standard operating procedures
(SOPs), program palicies, and approved andyticad methodologies as
reported by the QAU are communicated to the USDA/AMS Technical
Director and QAU and corrective actions are taken and documented.

5.7  Adminidrative Manager

Each participant shdl identify a scientist or other professond of appropriate education,

training, and experience, or combination thereof, asthe Administrative Manager for MDP.
The Adminigtrative Manager hasoveradl adminigrative respongbility for their organization's
paticipation in MDP. This would include but not be limited to MDP activities such as:

sampling operations, laboratory management, budgeting, contracting, purchasng, inventory
maintenance, and receipt of QA reports and associated corrective actions. The

Adminigraive Manager shdll:

5.7.1

5.7.2

5.7.3

5.7.4

5.7.5.
5.7.6.
5.7.7.

Appoint and supervise a qudified individua to be respongble for and fulfill the
duties of Sampling Manager.

Appoint and supervise a qudified individua to be respongble for and fulfill the
dutiesof Technical Program Manager.

Appoint and supervise a qudified individud(s) to be responsble and fulfill the
duties of QAOQ.

Maintain an accurate and timely inventory of suppliesand equipment purchased or
utilized for MDP.

Prepare and maintain annuad budgets for MDP contract administration.
In cooperation with USDA/AM S prepare and negotiate work contractsfor MDP.

Maintain gppropriate accounting records to document State use of federa contract
funding.
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5.7.8.

Maintain appropriate performance records to document state performance and
productivity on MDP studies (e.g., records of samples andyzed).

5.8  Sampling Manager

Each participant shdl identify aprofessond of gppropriate education, training, experience,
or combination thereof, as the Sampling Manager for MDP. The Sampling Manager is
responsible for the conduct of the participant’'s sampling procedures. The Sampling
Manager shdl ensure that:

5.8.1.

5.8.2.

5.8.3.

5.8.4.
5.8.5.

5.8.6.

5.8.7.

The MDP program plan and USDA/AMS SOPs, including any changes, are
folowed. Any problems regarding compliance with the program plan or SOPs
shdl be communicated immediately to the USDA/AMS Technica Director or
designee.

Participant interna SOPs are prepared documenting specific proceduresutilized by
the facility in collecting and shipping MDP samples. These SOPs areintended to
serve as an attachment/appendix to USDA/AMS SOPs.

The participant sampling plan and internd SOPs, including any changes, are
followed.

All required sampling information is accurately recorded and verified.

Unforeseen circumgtancesthat may affect the qudity and integrity of MDP samples
are documented as they occur, and corrective actions are taken and documented
as necessay.

Interna reviews of the procedures utilized by the sample collectors are performed
a intervas adequate to ensure the integrity of MDP samples. The timeframe for
performing internd reviews shal vary among participants based on the number of
collectors to be reviewed. Each collector should be reviewed once before
repeeting the process. An exception would be if a number of problems are
determined to be the result of a particular collector’s negligence or failure to
comply with the program SOPs.

Group/individud training sessions are held periodicaly for the sample collectors.
This is especidly important if there are mgor program changes, or a number of
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5.8.8.

5.8.9.

sampling problems have been reported by either the USDA/AMS Technicd
Director or the gpplicable anaytical laboratory.

Written and properly signed records of each review are maintained. Each review
report shal show:

5.8.8.1 date of the review,
5.8.8.2 person(s) performing the review,

5.8.8.3 observations, findings, and problems, recommendations and suggested
corrective actions.

The review reports are made avail able for ingpection by authorized employees or
duly designated representatives of USDA/AMS. Accessto review reports should
be limited to those individuas participating in MDP; however, storage under lock
and key isnot required.

5.9  Technicd Program Manager (TPM)

Each participating laboratory shall identify a scientist or other professiond of gppropriate
educetion, training, and experience, or combination thereof, asthe TPM for MDP. The
TPM has overadl responshility for the technical conduct of the MDP study contracted to
the laboratory, aswell asfor the interpretation, anays's, documentation, and reporting of
results. The TPM shdl assure that:

591

5.9.2

5.9.3

5.94

The MDP plan and dl USDA/AMS SOPs, including any changes, are followed.
Any problems regarding compliance with the program plan or SOPs shdl be
communicated immediately to the USDA/AMS Technical Director or designee.

The laboratory plan, internd SOPs, and anayticd methodologies, including any
changes, are followed.

All experimentd data, including observations of unanticipated responses, are
accurately recorded and verified.

Unforeseen circumstances that may affect the qudity and integrity of the MDP
study are documented as they occur, and corrective action as necessary is taken
and documented.
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5.10

5.9.5 All MDP test systems are as specified in the plan, SOPs, or andytica methods,
including any gpproved changes.

5.9.10 When requested, project status reports (e.g., progress on validation studies) are
prepared.

5.9.11 All required detaisaccurately tranamitted eectronicaly to USDA/AMSviaremote
data entry (RDE).

5.9.12 All raw data, documentation, plans, SOPs, and find reports are transferred to the
archives during or a the close of the MDP study.

Quality Assurance Unit (QAU)

Each MDP participating laboratory shdl have a QAU which shdl be responsible for
monitoring the MDP study to assure management that the facilities, equipment, personnel,
methods, practices, records, and controls are in conformance with the plans and SOPs
issued by USDA/AMS and by the [aboratory.

The QAU shdl be entirdly separate from and independent of the personnd engaged in the
technicd direction and/or conduct of the study. The QAU shall report to non-technicaly
involved laboratory management such as the laboratory director or the Adminidirative
Manager. The TPM iscongdered to beinvolved in the technica direction and conduct of
the studies and therefore may not direct the QAU. Refer to USDA/AMS SOP MDP-
ADMIN-06 for detailed duties.
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