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Field Science

ORA Laboratory Manual

LABORATORY

The Laboratory Manual is a reference manual for FDA personnel. It provides FDA personnel with
information on internal procedures to be used as an agency policy for testing consumer products,
training of laboratory staff, report writing, safety, research, review of private laboratory reports and
court testimony. (Formerly: Laboratory Procedure Manual)

We have recently redesigned the FDA Web Site. As a result, some Web links (URLSs)
embedded within the manual are no longer valid. If you find a link that does not work,
please try searching for the document using the document title. For more assistance, go

to Contact FDA. (/AboutFDA/ContactFDA/default.htm)

Introduction

 Approval Signature Page (PDF - 47KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/lUCM092007.pdf)

Volume | ORA Laboratory Manual of Quality Policies

« ORA Laboratory Manual of Quality Policies (PDF - 1.1MB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092012.pdf)
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Volume 11 ISO 17025 ORA Laboratory Procedures: Section 1 — Management Requirements
(Templates)

» Organization (refer to Vol. | section 4.1; Orqg. charts) ORA-LAB.4.1 (PDF - 56KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092029.pdf)

o Quality System (refer to Vol. | section 4.2 - ORA-LAB.4.2 (ORA LM of Quality
Procedures) (PDF - 62KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092031.pdf)

e Document Control and Management - ORA-LAB.4.3 (PDF - 140KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092032.pdf)

e Request, Tenders, Contracts (refer to Vol. | section 4.4) - ORA-LAB.4.4 (Review of
Requests, Tenders and Contracts) (PDF - 47KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092034.pdf)

o Subcontracting (/ScienceResearch/FieldScience/LaboratoryManual/lucm092058.htm)

 Purchasing and Receipt - ORA-LAB.4.6 (PDF - 88KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/lUCM092039.pdf)

e Client Services (refer to Vol. I section 4.7 - ISO 17025 Subclause 4.7 (PDF - 37KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092046.pdf)

« Complaints - ORA-LAB.4.8 (PDF - 60KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092049.pdf)

e Control of Non-conforming Work - ORA-LAB.4.9 (PDF - 56KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092051.pdf)

e Corrective Action Procedure - ORA-LAB.4.11 (PDF - 69KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092062.pdf)

 Preventive Action Procedure - ORA-LAB.4.12 (PDF - 112KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092075.pdf)

e Record and Data Management - ORA-LAB.4.13 (PDF - 120KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092097.pdf)

« Audits - ORA-LAB.4.14 (PDF - 125KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092101.pdf)

« Management Review - ORA-LAB4.15 (PDF - 153KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092106.pdf)

Volume Il ISO 17025 ORA Laboratory Procedures: Section 2 — Technical Requirements

e General (/ScienceResearch/FieldScience/LaboratoryManual/ucm092121.htm)

e Personnel :Training Procedure - ORA-LAB.5.2 (PDF - 130KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092140.pdf)
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o Facilities and Environmental Conditions (linked to Vol. lll, sec. 2) - ORA-LAB.5.3 (PDF -
91KB) (/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092144.pdf)

e Test Methods & Validation
(/ScienceResearch/FieldScience/LaboratoryManual/ucm092145.htm)

e« Methods, Method Verification and Validation - ORA-LAB.5.4.5 (PDF - 184KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092147.pdf)

o Estimation of Uncertainty of Measurement - ORA-LAB.5.4.6 (PDF - 68KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092149.pdf)

« Equipment - ORA-LAB.5.5 (PDF - 182KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092154.pdf)

e Instrument and Equipment Documentation and Records - ORA-LAB.5.5.1 (PDF - 83KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092156.pdf)

e Measurement Traceability - ORA-LAB.5.6 (PDF - 69KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092159.pdf)

o« Sampling (/ScienceResearch/FieldScience/LaboratoryManual/ucm092160.htm)

» Sample Management - ORA-LAB.5.8 (PDF - 109KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092164.pdf)

o Assuring the Quality of Test Results - ORA-LAB.5.9 (PDF - 115KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092168.pdf)

e Reporting Laboratory Data - ORA-LAB.5.10 (PDF - 120KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092171.pdf)

Volume lll Laboratory Operations, Applications and Programs

e Section 1 Environmental Health and Safety (PDF - 98KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092174.pdf)

e Section 2 Chain of Custody — Sample Handling (PDF - 122KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092176.pdf)

» Section 3 Recording of Results - Analyst’s Worksheet (PDF - 205KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092178.pdf)

o Section 4 Basic Statistics and Presentation (PDF - 216KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092179.pdf)

e Section 5 Analysts on Inspection (PDF - 177KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092183.pdf)

« Section 6 ORA Method Development and Validation Program (PDF - 147KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092187.pdf)

e Section 7 Private Laboratory Guidance (PDF - 104KB)
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(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092191.pdf)

o Section 8 Courtroom Testimony (PDF - 52KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092193.pdf)

Volume IV Laboratory Training (linked to ORA U)

» Orientation and Training Levels (PDF - 109KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092220.pdf)

o Section 1 Laboratory Orientation - Answer Key: Laboratory Orientation (PDF - 214KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092222.pdf)

» Section 2 Microbiology - Answer Key: Microbiology (PDF - 661KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092226.pdf)

» Section 3 Drug Analysis - Answer Key: Drug Analysis (PDF - 238KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092230.pdf)

e Section 4 Microanalytical and Filth Analysis (PDF - 283KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092233.pdf)

o Section 5 Pesticides Analysis - Answer Key: Pesticides Analysis (PDF - 90KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092239.pdf)

« Section 6 Elemental Analysis - Answer Key: Elemental Analysis (PDF - 59KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092243.pdf)

o Section 7 Mycotoxin Analysis - Answer Key: Mycotoxin Analysis (PDF - 99KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092245.pdf)

o Section 8 Sensory Analysis - Answer Key: Sensory Analysis (PDF - 80KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092248.pdf)

o Section 9 Seafood Chemistry - Answer Key: Seafood Chemistry (PDF - 121KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092251.pdf)

e Section 10 Food Standards & Additives - Answer Key: Food Standards and Additives (PDF
- 192KB) (/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092252.pdf)

e Section 11 Nutrient Analysis - Answer Key: Nutrient Analysis (PDF - 182KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092255.pdf)

o Section 12 Radioactivity - Answer Key: Radioactivity (PDF - 73KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092258.pdf)

» Section 13 Engineering (PDF - 78KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/UCM092260.pdf)

o Section 14 Consumer Complaints/Product Tampering (PDF - 92KB)
(/downloads/ScienceResearch/FieldScience/LaboratoryManual/lUCM092262.pdf)
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Change History & Contact

» Change History (/ScienceResearch/FieldScience/LaboratoryManual/ucm092276.htm)

o Contact Information (/ScienceResearch/FieldScience/LaboratoryManual/ucm092281.htm)

More in Laboratory Manual
(/ScienceResearch/FieldScience/LaboratoryManual/default.htm)

Laboratory Manual Approval Signature
(/ScienceResearch/FieldScience/LaboratoryManual/ucm171206.htm)

Volume | ORA Laboratory Manual of Quality Policies
(/ScienceResearch/FieldScience/LaboratoryManual/ucm171208.htm)

Volume 11 ISO 17025 ORA Laboratory Procedures
(/ScienceResearch/FieldScience/LaboratoryManual/ucm171610.htm)

Volume Il Laboratory Operations, Applications and Programs
(/ScienceResearch/FieldScience/LaboratoryManual/ucm173340.htm)

Volume IV Laboratory Training
(/ScienceResearch/FieldScience/LaboratoryManual/lucm171872.htm)

LM Contact (/ScienceResearch/FieldScience/LaboratoryManual/ucm174812.htm)

https:/Amww.fda.gov/ScienceResearch/FieldScience/LaboratoryManual/ucm2016863.htm 5/5



