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INTRODUCTION 

This document presents key AEATF II Standard Operating Procedures (SOPs), 
specifically from SOP Chapters 5, 8, 10 and 11, that support the submitted study 
protocols. AEATF II SOPs from Chapters 5, 8, 10 and 11 concern the quality assurance 
unit, matrix samples, field study procedures, and human subject management, 
respectively. 

A complete list of AEATF II SOPs (i.e., associated with all SOP Chapters) is provided 
below. Those being provided in this document, i.e., key SOPs supporting the submitted 
study protocols, are indicated as bold text.   

Chapter 1 – Administration 

AEATF II-1A.0 Organizational Structure 
AEATF II-1B.0 Personnel Responsibilities 
AEATF II-1C.0 Study Director Selection 
AEATF II-1D.0 Inspection of AEATF II Facilities/Data 

Chapter 2 – Protocols 

AEATF II-2A.0 Study Authorization and Approval 
AEATF II-2B.0 Study Number Assignment 
AEATF II-2C.0 Protocols 

Chapter 3 – Standard Operating Procedures 

AEATF II-3A.0 SOP Preparation, Approval, Maintenance, and Distribution 
AEATF II-3B.0 Use of AEATF II and Contractor SOPs 

Chapter 4 – Study Reports 

AEATF II-4A.0 Study Report Preparation 
AEATF II-4B.0 Final Report Issue 
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Chapter 5 – Quality Assurance Unit 

AEATF II-5A.0 QA Personnel Administration 
AEATF II-5B.0 AEATF II QAU Responsibilities 
AEATF II-5C.0 QAU Records 
AEATF II-5D.0 QA Master Schedule 
AEATF II-5E.0 Protocol and Amendment Review 
AEATF II-5F.0 Inspection/Audit Types and Frequency 
AEATF II-5G.0 Study Inspections 
AEATF II-5H.0 Data Audits 
AEATF II-5I.0 Facility Inspections 
AEATF II-5J.0 Report Audits 
AEATF II-5K.0 Inspection Report Distribution 

Chapter 6 – Archives 

AEATF II-6A.0 Storage of Raw Data 
AEATF II-6B.0 Access to Archived Data 
AEATF II-6C.0 Specimen and Wet Sample Storage 

Chapter 7 – Test, Control and Reference Substance 

AEATF II-7A.0 Test, Reference, and Control Substance Receipt and -Shipment 
AEATF II-7B.0 Test, Control and Reference Substance Labeling 
AEATF II-7C.0 Disposal of Test, Control, and Reference Substances 
AEATF II-7D.0 Test, Control, and Reference Substance Chain of Custody 
AEATF II-7E.0 Test and Reference Substance Analyses 

Chapter 8 – Matrix Samples 

AEATF II-8A.1 Whole Body Sampling – Inner Dosimeters 
AEATF II-8B.2 Hand Wash Samples 
AEATF II-8C.1 Dermal Face/Neck Wipe Samples 
AEATF II-8D.0 Collection of Air Samples Using OVS Tubes 
AEATF II-8E.0 Fortification of Matrix Samples 
AEATF II-8F.0 Sample Identification 
AEATF II-8G.1 Whole Body Sampling – Outer Dosimeters 
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Chapter 9 – Documentation 

AEATF II-9A.0 Body Surface Areas 
AEATF II-9B.1 Field Fortification Adjustment Factors 
AEATF II-9C.0 Numerical Formatting and Handling 
AEATF II-9D.0 Analytical Method Number Assignment 
AEATF II-9E.0 Raw Data Collection 
AEATF II-9F.0 Data Corrections 
AEATF II-9G.0 Raw Data Handling 
AEATF II-9H.0 Preparation of True Copies 

Chapter 10 – Field Study Procedures 

AEATF II-10A.0 Rotameter Calibration 
AEATF II-10B.0 Packing, Handling, and Shipping of Samples 
AEATF II-10C.0 Worker and Study Observations 
AEATF II-10D.0 Application Equipment Operation Verification 
AEATF II-10E.0 Worker Sample Collection Sequence 
AEATF II-10F.0 GPI Electronic Digital Flow Meter 
AEATF II-10G.0 Personal Air Sampling Pump Calibration 

Chapter 11 – Human Subject Management 

AEATF II-11A.0 Pregnancy Testing 
AEATF II-11B.0 Heat Stress 
AEATF II-11C.0 Emergency Procedures 
AEATF II-11D.0 Reportable Findings 
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AEATF II-5B.0 AEATF II QAU Responsibilities 
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AEATF II-5C.0 QAU Records 
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AEATF II-5D.0 QA Master Schedule 
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AEATF II-5E.0 Protocol and Amendment Review 
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AEATF II-5F.0 Inspection/Audit Types and Frequency 
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AEATF II-5G.0 Study Inspections 

Page 20 of 100




AEATF II VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program     25Feb08 Page 21 of 97

Page 21 of 100




AEATF II VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program     25Feb08 Page 22 of 97

\


Page 22 of 100




AEATF II VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program     25Feb08 Page 23 of 97

AEATF II-5H.0 Data Audits 
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AEATF II-5I.0 Facility Inspections 
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AEATF II-5J.0 Report Audits 
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Chapter 8 – Matrix Samples 

AEATF II-8A.1 Whole Body Sampling – Inner Dosimeters 
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AEATF II-8D.0 Collection of Air Samples Using OVS Tubes 
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