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Purpose:

To provide uniform and dandardized guidelines to dl participants in the USDA/AMS
Microbiologicd Data Program (MDP). These guiddines detail the components of a standard
operating procedure (SOP), the structure of the SOP system for MDP sudies, and SOP
mai ntenance requirements.

Scope:

This standard operating procedure (SOP) shdl be followed by dl laboratories conducting
microbiologica studiesfor MDP, including support laboratories conducting non-routine activities
that may impact the program.

Outline of Procedure:
51  Description of an SOP
5.2  Components of an SOP
53 USDA/AMS-MDP SOPs
54  Sampling Internd SOPs
55  Laboratory Interna SOPs
56  Archivd File of SOPs
References:

U.S. EPA, Standard Operating Procedures, 40 CFR part 160.81, July 1, 1999
Specific Procedures:
5.1  Description of an SOP

5.1.1 SOPs are written ingtructions on how to perform tasks and give ingtructions for
procedures. The task or procedure is to be performed in an optimized and
congstent manner as described by the document.

5.1.2 The SOPs are intended to assure consstency of data, quality, and procedures
throughout the MDP gudies.

5.1.3 Inaddition, SOPs are utilized for audit or review purposes.
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5.2  Components of an SOP

521

5.2.2

5.2.3

5.24

525

5.2.6

5.2.7

This SOP serves as an example of the basic components to be included in the
preparation of an SOP. There shdl be aPurpose, Scope, Outline, References (if
any), the Specific Procedure, sgnatureswith dates, and Revison History. Sampling
fecilities shdl be permitted to restructure the format of ther interna SOPs if
desired.

The Specific Procedure shdl bewritten in precise and explicit terminology. Outline
form is acceptable.

USDA/AMS MDP and participating laboratory SOPs shdl be identified with an
introduction (or header) box giving the SOP number, title, revison number,
replacement identification, and effective date.  Sampling SOPs need only be
identified with atitle, revison number, and effective date.

Tables, attachments and appendices may be placed at the end of the document if
they are required. Shorter tables and any figures shdl normaly be inserted in the
text, if they are required.

Standard abbreviations (i.e., EPA, USDA, AMS, CFR) may be used without
further identification. Other names or terms, when first used in an SOP, shdl be
written in full with the accepted acronym in parenthessimmediately following.

The SOP isintended to provide consstency in the conduct of routine operations
and to serve as a guide for the conduct of audits. It is not intended to replace
experience and basic training but may be used as atraining tool.

The SOP shd| address each specific areaof thetopicit isintended to address. The
SOP shall specificdly identify the raw data to be generated as well as dl other
information required to prepare the end product of the topic of the SOP.

53 USDA/AMS-MDP SOPs

531

USDA/AMSshdl provide SOPsgiving the requirementsfor common aspectsand
of the program, and specific requirements as needed. Theseinclude SOPsinthe
areas of:

5.3.1.1 Adminigrative Procedures;
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532

533

534

535

536

5.3.7

5.3.1.2 Sampling Procedures,
5.3.1.3 Laboratory Operations,
5.3.1.4 Andyticd Methods
5.3.1.5 Data Handling;

5.3.1.6 Qudity Contral.

All USDA/AMS SOPs shdl be considered directive in principle, unless the SOP
explicitly states that the SOP or a section of the SOP is suggestive in nature.

USDA/AMS shdl have immediatdly available manuas and SOPs rdative to the
laboratory or field proceduresbeing performed. Published literature may be used
as a supplement to SOPs.

Each USDA/AMS SOP shdl be approved and signed by at least two of the
fallowing: the USDA/AM S Adminigrative Director, Technicd Director, or Qudlity
Assurance Officer (QAO).

All SOPSshdl bereviewed annualy. The USDA/AMS QAO shdl assurethat the
SOPs are reviewed and updated as necessary.

An index of MDP SOPs shdl be maintained by the USDA/AMS QAO. The
updated index shdl be digtributed aong with any SOP revisions.

Didribution of the SOPs, origind and subsequent revisons, shdl include the
USDA/AMS Adminigrative and Technicd Directors, and Archives, participating
faclities Adminigrative Managers, Sampling and Technica Program Managers
(TPMs), QAQOs, and Archives, and dl other gpplicable personnel.

54  Sampling Internd SOPs

54.1

Each paticipaing State/Agency performing sample collection for MDP shdl
prepareinternal SOPsgiving specific detailsof procedures utilized to comply with
the USDA/AMS SOPs. In thismanner, each facility shdl have someflexibility to
adapt their individua procedures to the overal program requirements.
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5.4.1.1 The participating facilities shal have SOPs in writing setting forth specific
procedures and methods that management is satisfied are adequate to
assure the quality and integrity of MDP sample data.

5.4.1.2 Each sampling facility shal haveimmediately available manuasand SOPs
relative to the procedures being performed. Published literature may be
used as a supplement to SOPs.

5.4.1.3 Each fadility shdl have their SOPs available for inspection by authorized
employees or duly designated representatives of USDA/AMS during
sampling reviews.

5.4.1.4 Each SOP shall be approved by at least two of the following: the author,
the participating facility Sampling Manager, or the participating facility
Sampling Adminigrative Manager. Thesgnature block for each gpprova
shdl contain the handwritten signature, the printed name, title, and date.
Address and telephone number shdl be included if the individud is not
based at the facility.

5.4.1.5 Any deviations from the requirements of the USDA/AMS SOPs shdl be
authorized in writing by the USDA/AMS Technicd Director and QAO
and documented by the sampling facility. Written authorization shdl be
kept on file by USDA/AMS as well as the participant's Sampling
Manager.

5.4.1.6 SOPs shdl be modified, added to or updated during the year if mgor
changesin content are necessary due to operational or policy changes.

5.4.1.7Each participating sampling fadility shal maintain an index of their internd
SOPs. SOPsor additiona information may be requested by USDA/AMS,

5.4.1.8 Didribution of the internd SOPs, origind and subsequent revisons, shdl
include the participant’s Adminidirative Manager, Technical Program
Manager, Sampling Manager, archives, and eech affected employeein the
fadlity.

5.4.1.9 Thefacilities SOPs shdl follow the criteria of this document.
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55  Laboratory Interna SOPs

5.5.1 Eachlaboratory shall prepare SOPsgiving specific detailsof proceduresutilized to
comply with the USDA/AMS SOPs. In this manner, each |aboratory shdl have
some flexibility to adapt their individua procedures to the overdl program
requirements.

5.5.1.1 Thetesting laboratories shdl have SOPsin writing setting forth procedures
and methods that management is satisfied are adequate to ensure the
quality and integrity of the data generated in the course of astudy.

5.5.1.2 Each laboratory or other study area shdl have immediately avalaole
manuasand SOPsre ativeto the procedures being performed. Published
literature may be used as a supplement to SOPs.

5.5.1.3 Each laboratory shdl have their SOPs available for ingpection by
authorized employees or duly designated representatives of USDA/AMS
during laboratory reviews.

5.5.1.4 Eachinterna SOP shdl be approved and signed by the QAO and at |east
oneof thefollowing: the author, the participating |aboratory Adminidrative
Manager, or the TPM. The signature block for each gpprova shall
contain the handwritten signature, the printed name, title, and date.
Address and teephone number shdl be included if the individud is not
based at the |aboratory.

5.5.1.5 Any deviation from aUSDA/AMS SOP shdl be authorized in writing by
the USDA/AMS Technica Director and QAO and shall be documented
by the laboratory in the raw data. Written authorization shall be kept on
file by USDA/AMS as wdll as the participating laboratory QAO.

5.5.1.6 SOPs shdl be modified, added to, or updated during the year if mgor
changes in content are necessary due to operational or policy changes.
Revidons shall be gpproved and signed as stated in 5.5.4. The TPM is
responsible for administering loca changes.

5.5.1.7 Each participating |aboratory shdl maintain anindex of their internd SOPs.
SOPs or additional information may be requested by USDA/AMS.
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5.5.1.8 Didribution shdl include the participating laboratory Adminidrative
Manager, TPM, QAO, and archives. Copies shdl be avalable to each

affected employee in the laboratory.
5.5.1.9 Thelaboratory SOPs shdl follow the criteria of this documen.

5.6 Archiva Fle of SOPs

5.6.1 A higoricd file of SOPs, and dl revisons thereof, including the dates of such
revigons, shal be maintained. Thisfileshdl beavailablefor review by authorized

personnd or duly designated representatives of USDA/AMS.
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Grace Hall 08/07/03
Approved by: Grace Hall, Chairperson Date

MDP Technica Advisory Committee

Florida Department of Agriculturd and Consumer Services
Food Laboratory, Bldg. 9

3125 Conner Blvd.

Tdllahassee, Florida 32399-1650

(850) 488-4407

Roger Fry 08/11/03

for: Approved By: Martha Lamont Date

Director, Monitoring Programs Office
8609 Sudley Road, Suite 206
Manassas, VA 20110

(703) 330-2300

Diana Hayngs 08/11/03

Reviewed By: Diana Haynes Date
Quadlity Assurance Officer, Monitoring Programs Office

8609 Sudley Road, Suite 206

Manassas, VA 20110

(703) 330-2300

ORIGINAL SGNATURE PAGE MAINTAINED BY USDA, AMS, SCIENCE & TECHNOLOGY, MONITORING PROGRAMS OFFICE
ELECTRONICALLY REPRODUCED S GNATURES
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Origind Verson May 2003 Monitoring Programs Office

Established SOP requirements for MDP




