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INTRODUCTION

This document presents key AEATF Il Standard Operating Procedures (SOPs),
specifically from SOP Chapters 5, 8, 10 and 11, that support the submitted study
protocols. AEATF Il 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 Il 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 I1-1B.0 Personnel Responsibilities

AEATF I1-1C.0 Study Director Selection

AEATF I1-1D.0 Inspection of AEATF Il Facilities/Data

Chapter 2 — Protocols

AEATF II-2A.0 Study Authorization and Approval
AEATF 11-2B.0 Study Number Assignment
AEATF 11-2C.0 Protocols

Chapter 3 — Standard Operating Procedures

AEATF II-3A.0 SOP Preparation, Approval, Maintenance, and Distribution
AEATF 11-3B.0 Use of AEATF Il and Contractor SOPs

Chapter 4 — Study Reports

AEATF 11-4A.0 Study Report Preparation
AEATF I1-4B.0 Final Report Issue

Page 3 of 100



AEATF Il VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program  25Feb08

Page 4 of 97

Chapter 5 — Quality Assurance Unit

AEATF I1-5A.0
AEATF 11-5B.0
AEATF 11-5C.0
AEATF 11-5D.0
AEATF I1-5E.0
AEATF 11-5F.0
AEATF 11-5G.0
AEATF 11-5H.0
AEATF 11-51.0
AEATF 11-5J.0
AEATF 11-5K.0

Chapter 6 — Archives

AEATF I1-6A.0
AEATF I1-6B.0
AEATF I1-6C.0

QA Personnel Administration
AEATF Il QAU Responsibilities
QAU Records

QA Master Schedule

Protocol and Amendment Review
Inspection/Audit Types and Frequency
Study Inspections

Data Audits

Facility Inspections

Report Audits

Inspection Report Distribution

Storage of Raw Data
Access to Archived Data
Specimen and Wet Sample Storage

Chapter 7 — Test, Control and Reference Substance

AEATF I1-7A.0
AEATF I1-7B.0
AEATF I1-7C.0
AEATF II-7D.0
AEATF II-7E.0

Test, Reference, and Control Substance Receipt and -Shipment
Test, Control and Reference Substance Labeling

Disposal of Test, Control, and Reference Substances

Test, Control, and Reference Substance Chain of Custody

Test and Reference Substance Analyses

Chapter 8 — Matrix Samples

AEATF I11-8A.1
AEATF 11-8B.2
AEATF 11-8C.1
AEATF 11-8D.0
AEATF 11-8E.O0
AEATF 11-8F.0
AEATF 11-8G.1

Whole Body Sampling — Inner Dosimeters
Hand Wash Samples

Dermal Face/Neck Wipe Samples
Collection of Air Samples Using OVS Tubes
Fortification of Matrix Samples

Sample Identification

Whole Body Sampling — Outer Dosimeters
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Chapter 9 — Documentation

AEATF I1-9A.0
AEATF 11-9B.1
AEATF I1-9C.0
AEATF 11-9D.0
AEATF I1-9E.O0
AEATF I1-9F.0
AEATF 11-9G.0
AEATF I1-9H.0

Body Surface Areas

Field Fortification Adjustment Factors
Numerical Formatting and Handling
Analytical Method Number Assignment
Raw Data Collection

Data Corrections

Raw Data Handling

Preparation of True Copies

Chapter 10 — Field Study Procedures

AEATF 11-10A.0
AEATF 11-10B.0
AEATF 11-10C.0
AEATF 11-10D.0
AEATF 11-10E.0

AEATF 11-10F.0
AEATF 11-10G.0

Rotameter Calibration

Packing, Handling, and Shipping of Samples
Worker and Study Observations

Application Equipment Operation Verification
Worker Sample Collection Sequence

GPI Electronic Digital Flow Meter

Personal Air Sampling Pump Calibration

Chapter 11 — Human Subject Management

AEATF 11-11A.0
AEATF 11-11B.0
AEATF 11-11C.0
AEATF 11-11D.0

Pregnancy Testing
Heat Stress
Emergency Procedures
Reportable Findings
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Chapter 5 — Quality Assurance Unit
AEATF 1I-5A.0 QA Personnel Administration
STANDARD OPERATING PROCEDURE
Chapter 5: Quality Assurance Unit AEATF II-5A.0
QA Personnel Administration
#
:.Apprmra.l.

'i
J

-

1.0

2.0

3.0

Technical = ——
| Commithea Chair: W Date. 51 e
AEATF Il ﬂﬁu:ﬂm”&?’ o Diate: -

/)" Effective Date: December 26, 2005

PURPOSE AND SCOPE

1.1, This Standard Operating Procedure (S0P) establishes guidelines for
Antimicrobial Exposure Assessment Task Force Il (AEATF 11} Quakty
Assurance Unit (QAU) personnel matters such as training and
maintaining employes records

QA PERSONMNEL TRAMMNING

24, Al QAL personnel must have adequale fraining on procedures
related to their assigned duties. Training is the reaponsibility of Gl
ranagement and will be propedy docurmented.

2.2,  Personnel shall maintain a résume or OV, or a record of training, as
approprate. Documentation of AEATF Il S0P reviews will also be
maintained. Any additional training shall be documented and will ba
placed in the (raining records,

QA PERSOMMEL RECORDS

A1, A personnel file i= mainteined for each AEATF Il QAL member
invaleed in AEATF Il Q4 activities. These files are mamtained by the

QAL and will be archived at the AEATF || Archives upon complation of
AEATF Il actvities.

American Chemistry Council - Antimicrobial Assessment Task Force Ii

32 Job descriptions will be maintained in the appropriate files, These
docurments shall describe the responsibilibies of AEATF [ QAL

Page 1of 2
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SOP AEATF II-5A.0
3.3,  The following records of fraining and expenence will be maintained:

a. Résumés or CWs rellecting education, academic or technical
degraes, prior employment, and professional experiance, and wil be
signed and dated.

k. A current job description indicating present responsibilifies.

c. Cument records of abtendence and parficipation &t guality
assurancs, scientific, or bechnical meetings or fraining seminars.

d. Records of training for AEATF Il QAU functions (including S0P
revigw documentation).

4.0 INorDUAL RESPONSIBILITIES

4.1, listhe responsibility of each QAL mdividual to inform QAL management
of any necessary changes or additions o the frainmg file.

5.0 RECORD RETENTION

£1.  Job descoplions and résumés or CVe will be dated with each revizion in
order to determine which wersion was applicable during the performance
of & specific funchion,

52 Theinformation Ested in 3.3 will be retained for the length of time set forth
inn the EPA GLPs §160.185(b).

6.0 RecorD REViEW

6.1. Each personnel file will be subject o review by the QAL andior
AEATF Il Technical Committee managemeant on an annual basis, or
as neaded.

7.0  HISTORY OF CHANGES
(Revision | Date | DescripionOfChange |
o 12/26/05 | Original Document _

I

American Chemistry Council - Antimicrobial Assessment Task Force |i
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AEATF 1I-5B.0 AEATF Il QAU Responsibilities

STANDARD DPERATING PROCEDURE

Chapter 5: Quallty Assurance Unit AEATF i-58.0
AEATF N AL Responsibitities

Approval

Technical : -—-—-—-‘ .
Cammittae Chair: Daie: Y ‘:—b“-z‘mh

AEATF (1 QAL Dals: fﬁ’f SET j

Effective Date: December 28, 2005

1.0 PURFCSE AND SCOPE

11, Thizs Standard Opersting Procedure (80P} dascribes the
responszibilities of the Antimicrobial Exposure Asseszzment Tagk
Force il {AEATF 1} Quality Assurence Unit {QAUY with respect to
the requlrernents of the AEATF |1 studies 0 be aonducted.

2.0 AL RESPONSISILTIES

imicrobial Assessment Task Force I

21, The QAU assures that the following regulations are adbersad to:

a. EPA - Pastigide Frograms; Good Laboratpry Practice
Standards 40 CFR part 180 {ER Vol 54 No. 158: pp. 24067-
074}

22, The QAU will have direct interaction with the Study Director(s),
contractors, Btudy Team Leaders and Technical Commities
management for maonigring the level of GLP compliance (e,
azsuring that the faciities, equipmeni, personnel, scianiific
methads, field practices and records are in compliance with the
Good Labaratory Practices.}

2.2, The responsibilifies of the AEATF 1L QAU are to:

a. Maintain a regulary updated copy of the master schedu le for all
studies conductad by the AEATT .

American Chemistry Councit -

k. Maintain copies of all profociz, amendments and standard
operating procedures pertalning to 2l AEATFE N studies that arg
axpacted to be parformad in complianca with the GLPe, in the
QAL archiree files.

Page 1of 3
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S0P AEATF II-5B.0

Perform facility inspections of the testing facilties and third
party siudy dirsctors who bhave been selected by AEAFT I
Tachnical Committes management io perform AEATF | sudies.
The AL of the beating facility is reauired to periodically inspect
selected phases of sach type of laboratory or field study
conducked by the AEATF 1l meluding a orifisal phase,
azsaciated raw data, and maintain properdy signad and dated
records of eack inspecton.

Immediatety provide the Study Director, AEATF | designated
study contractors, and AEATF I Technical Committes
management with & written repart of any problems or
deficiencias found durng inspections,

Provide wiitten surnmaries of individual study inspections/aud itz
to the Study Chrector(sy and AEATF 1| Study Team Leader as
the Tachnical Commitos management ropresentative.

Raview the study protocols and assure that no changes to
approved protocols {amendmeants or deviations) are made
withoiut wiitten acknowledoment,.

Review tha interim and final reports of each study canductad to
assure that the report{s) accurately describe the experimentsl
methods, raw data, observations, results, and procedures
pertaining to the study.

Prepare and sign a stetement, to be included in the final raport,
specilying the nature of the inspections, the dames of
inspections/audits of the stugdy and the dates that findings weare
reported to the Study Director and AEATF Il managerment.

KMaintain a QA study fila, which is the repository of all Quality
Assurance documents pertaining to ongoing AEATF [l studies,

Conduct periodic study inspections performed by contract
facilities.

Conduct GLP training for all contractor peraonne! involved with
the AEATF |l =tudies, a2 necessary.

Frapare, revise, and distribute all AEATF |1 SOPs; coordinate
use of AEATF (1 member companias and contractar S0Ps,
Agsures that the Study Director fs aware of SOP deviations.

Aseist in the preparation ang review of data ferms uzed on ail
AEATF |l studies, as needed.

Page 2of 3
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S0P AEATF I1-58.0

n. Overses the GLP programs at contract lahoratones by assizting
the lab QAU with maintenance of facility records, study
inspections, data and report sudits. and GLP training, as
nesthad.

0. Aszzist with requiatory agency inspections of the AEATF ||
stucties and Facilltias.

.0 HisToRY OF CHANGES

Revision Date - ' ) De'sc'rlpﬂohbfbhange' ' |
0 12/26/05 T Original Document |

American Chemistry Council - Antimicrobial Assassment Task Forea I
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AEATF II-5C.0 QAU Records

STANDARD OPERATING PRCCEDURE

Chapter 5: {Quallty Assurance Unit AEATF W-6C.0
QAL Records

Approval

Tachnical [ i
Committee Chair Q%W Dvate: Gﬁ“&y Lrt”
15

AEATF I} QAL gl i £ g’é; < Date: /g /_g ol

Effective Date: December 28, 2005

1.0 PURPUSE ANG SCOPE
1.1, This Standard Operating Procadure (S0P describes what reqords are
te bg maintained by the Quality Assuranca Linil (QAL) for studies
conducted by the Antimicrobial Exposure Assessment Tazk Force |
IAEATF IT).
2.0 PROCEDURE
27 Tha AEATF N QAU shall maintain sl Quality Assuranca records, with
access stocthy limited o QAU personnel. For each AEATF 1l field or
lakroratory study conducted, a separate file is maintained and indexad
by AEATF Il study number.
2.2 Each study file wilk contain the following iteims:
a Fratocol
b Amendrrents/Devigtions
[ Frotosobmendment Acceptance pages (if applicable)
d. Q4 Study Inspection/Audi Log

e. IngpactionfAudit Teports and Summarizs, and responses o
findings

American Chemistry Council - Antimicrobial Assessment Task Force |l

I Frotocol Reviews

[ Data Audits

ii.  In-Process or sludy conduct inspections
iw. Final Repant Audits

Fage 1 of 2
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S0P AEATF il-5C.0

A0 QAL RECORD RETENTION

31, The QAL reconds will ke ratained in the QAL Archives until cormpletion of
all AEATF |l activities, when all records will be transfarred to the AEATE ||
archives for retention for the length of time set forth in the EPA GLPs,
E160.19

4.0 HIBTORY OF CHANGES

American Chemistry Council - Antimicrobial Assessment Task Force I

Pega 2af 2
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AEATF 1I-5D.0 QA Master Schedule

STANDARD OPERATING PROCEDURE

Chapter 5: Quallty Assurance Unit AEATF 1I-50.0
QA Master Schedule

Approval

Technical Q_\Qﬁ@\_m S - |
Committes Chair A}C\ Date; & e 2 I
¥
‘I .
| AEATE Il QAL : Drate: /3 /45 Ao ]

! Effective Date: Decemiber 26, 2005

e

imicrobial Assassment Task Force If

1.8 PURPOSE AND SCOPE

1.1 This Standard Operating Procedurs (30P) describes what infomrmatian
is recordad on the QAL Master Schadule. how it is 1o be mairaired,
the authorized personnel, and capakilities of the master schedule
system.

20 PRCOCEDURE

2.1, The QAU shall prepara angd maintain a Master Schedule on a
somputerized spreadsheet for all AEATT 1 studies conducted. Verfied
hard copies of the master schedule wilh be maintained in the GAU
archives until transfemed (o the permangnt AEATT |l archives for
retention for the length of time set forth in the EPA GLPs §160.18

2.2, The master schaduls is indexed by test substance, AEATF [ sludy
nucnber, ard study initiation date. 1t containg, but net limited 1@, the
fallowdng infommation:
a. Test subsfance name ar coda number
b, Sponsor

. Study number

American Chemistry Council -

d. Type {nature) of study
£, Test aystam
f. Study inifiation date

a. Current status (Protocol Signed, Field Phase, Analytizal Phasg

Fage 1 of 2
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S0P AEATF II-5D.0

3.0

[ Revision | Date

2.3

2.4,

2.5

26,

27,

[eontinuation of field sample analyzis], Report Phase, Terminated,
Completed) ’
h. Study Director

i Contract facility or field cooperator

Studiss are to be entared on the Master Schadula at the time of study
imtiation, or when the approved protocol is received by the QAL

The Master Schedule is to be updated, printed, and =igned and dated as
needed.

‘The Master Schedule is 3 strictly confidential documeant and is 1o be
treated as such by all parsonngl.

The output of the Mazter Scheduls may be customized, 25 reguinrsd by
the BEATF |l Technical Committes management. Confidential information
may be printed at the direct reguest of the AEATF N, The standard oulput
for the hard capy, will contain the information noted in sechion 2.2,

The AEATF || Master Schedule will be maimained oh an electronic
spreadsheet The spreadsheet will be backed-up on a floppy disk, CD-
ROM, or cther appropriate storage media. Copies {includes electronic
copies for e-maiiing) of the printout will be distributed to the AEATF I
Tachnigal Committes Chair ang Study Team Leadars or any othar
appropriate persanesll when requested.

HISTORY OF CHANGES

0

| A22eis | Original Documernt

Page 2 of 2
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imicrobial Assessment Task Force |l

American Chemistry Coungcil -
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AEATF II-5E.O Protocol and Amendment Review
STANDARD OPERATING PROCEDURE
Chapter 5:  Quality Assurance Unlt AEATF II-SE.D
Protocol and Amendment
Review
[_" —_ = = - e —
| Approval

H Technieal

I| Committee Chair G‘[Q(\‘WE_

=y
Date: ﬂ“xﬁt. Lees

Date: /2 gé 5}2 57

!
I AEATF Il QALE Qamuﬁfjm
!

Effective Date: December 26, 2005 II

1.0 PURPDSE AND SCOPE
1.1. This Standard Operating Procedure {S0P] descrihes how the
antimicrobial Exposure Asseszmant Task Force || (AEATF 1) study
protocolz and amendrments will be reviewed and maintained by the
AEATE Il QAL
2.0 PROCEDURE
2.1, When the AEATF Il Gl has received the protocol, it is reviewed for

2.2

a3

2a

2.3

compliance with applicable GLP and AEATF 11 SOP reguirements. The
Study Dirgelor, Study Team Leader, and QAL for AEATE I shall
approve the protocol. Subsequent protoco! amendments may atso
e reviewed by the QAL for compliance with applicahle GLPs and
AEATF I SC0Ps but do not require AU sign-off.

Any issues of conoerns are brought o the attention of the Study
Diractar and Strdy Team Leader for coneideratian. (f an agreemant
cannet be met between the Study Director, and the Study Taam
Leadet, then the AEATF 1 QAL srdfor Technical Committes Chair
may be azked to zeltle the izzua.

The protecol review is filed in the QA study file.

The: Study Directar and Study Team Leader shall make all intentioral or
planngd changes io the approved protocel in wiiting as protocol
amendmentz. Changez will be submittad to the QAL for review and
archiving. Any unplanned changes n a study protocol without this prior
approval ane to be reported as deviations to the Study Director and
documentsd in the study data.

The QAL will maintain copies of all protocols and amendments for the

Fage 1 of 2
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mi

Amaerican Chemistry Council -
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S0P AEATF I1I-SE.D

duration of the studies. Upon completion, all odginal pratocols and
amendments {maintained by the Study Directar), willbe ransferred to the
permanent AEATF [ archives for storage par §160.18.

3.0 HISTORY OF GHANBES

Revision | Date _ CescrptionGfChange |
' ] | 1228/05 Onginal Document '

American Chemistry Council - Antimicrobial Assessment Task Force il

Fage 2 of 2
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AEATF II-5F.0 Inspection/Audit Types and Frequency
STANDARD OPERATING PROCEDURE
Chapter 5: Quality Assurance Unit AEATF N-5F.0
InspectionfAudit Types
and Fregquency

AEATF Il QAL: Q%M,;&é {'ff"ff . Date: 5 z”_ﬁ{g.g‘"

| !

Tachnical ; ,_
Committee Chair C\N‘W Cate: E‘E\\‘C}h—th ‘
J

Effeclive Date: Decamber 26, 2005

1.0

2.0

PURPOSE AND SCORE

1.1,

This Standard CQparating Procadure (SOP) describes inspactionfaudit
fraquency to ke followed by the Quality Asgurance 1nit (QALY for field
and laboratory spections. data and final repart audits, doclmentation.
and reporting of the incpactionefaudits conduted for tha Antimécrobial
Exposure Azsessmant Task Force (AEATF I,

IN-PHASE INSPECTION PROCEDURES

21,

22

23

Tha AEATF Il QAU may pericdically inspect selected phases of gach
study, as required. Frequency of inspactions will ha detarmined on a
study-by-atudy basis by the Study Team Leader and AEATF Il QAL The
SEATF 0 QAL will maintain whitten (signedidated) records of each
inspectiort.

The AEATF Il QAL or contrastar AL will inspect each study at least
oncd, during conduct of 3 crtical phase. The AEATE 1 QAL may parfoemm
inspections of studiss contracted to any test sitedlaboratory at any time.
{Please refar to SOP ACATF 11-5.5))

The inspection phases of 8 particular study will ba determinad by the
nature of the study, The phases of a GLP shudy can generally be defined
az {bui nof limited to) the following:

Method Validation

Teszt Substance Adminiztration

Test Systerm Chsenvation

Sampling

Receipt, Lag-in, ldentifrcation and Slorage of Samples
Subsampling and Sample Preparation

~pan T

Page1of3
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S0F AEATF lI-SF.0

30

4.0

5.0

4. Analytical Standardiz) Freparation
h. Extraction
i. Analysis by Instrumentation

DiaTa REVIEWS

3.

The AEATF || Gl may raview data generated on any AEATF Il study at
anytima. (Please refar to S0P AEATF [1-5.H.}

3.2, Al rew data should ke thorcughly reviewed by the contrect faciliy'a Gl
howewar, the AEATF Il QAU will review any data not reviewsd 1o the
satlsfaction of the AEATF [F QAL prior bo inclusion in the final report.

REFCRT AUDITS

4.1, Thefinal report, anaktical reparts ™. contractor reports will be: reviswed

at the completion of the AEATF Il study for compliance with all applicable
GLPs, study protocal, and S0Ps. (Please rafer to SOP AEATF H-5.J00

REPORTING INSPECTIONAUDIT RESULTS

51

5.2

53

E4.

A record of inspection dates, study number, phases inspected, date
reported to tha Swdy Director and Management. and the idantity of the
perzon performing the inspection will be maintained fn each GA file. This
record is available for EPA inspection since it does not contain
confidential information such as actual inspection findings, (Plaase refor
to BOF AEATF N-5.5.)

Results of individual study inspections will be raported to the cantract
facility managemest, and the Study Director, AEATF I1's Study Taam
Leader and AU and other designated AEATF |l perscnnel. The
inspection report will note findings and suggested actions © be taken 1o
address or gormrect the emors. {Please refer to SOP AEATF I1-5 X}

If comective action is required. the Contract Facility Principal investigator
{F.1) or tha Stwdy Director {or dasignate} shoufd respond within fifteen
worting daya. Corrective astions taken by supenisony or cantract facility
persannel (R will he acknowledged by the Study Diractor

Ay significant problems faund during the sourse of an inepection, which
ara likely to affect the study integrity, ars to be braught to the attention of
the Study Director and AEATFE [ managament mmediatedy. through
telephone conversations, faxes, email, or direct dizcussion at the tast
gite. Buch izzucs will stil be written in the inspection report. even if
corrective actions were already taken,

Page 18 of 97
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6.0 HisTORY OF CHANGES
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AEATF 11-5G.0 Study Inspections

STANDARD OPERATING PROCEDURE

Chapter 5: Quality Assurance Unit AEATF II-8G.0
Study Inspections

Approval

Technical — 1
Committae Chair: Q\*p(l/gﬁvi‘lé_l}%-.. Date: ﬁml""‘

AEATF Il GAL: QM/J‘?&*‘/{;J Date:_s3 /9 /i 5

Effective Data; Decembar 26, 2005

1.3 PURPISE AND SCOPE

1.1.  This Standard Cperaling Progedure {S0F) describes the procedure the
AEATF 1§ CrAL will fodlow when performing an inspection on any partion of
ah ahgoing stdy sonductad for the Antimisrabial Exposune Assessment
Task Force (AEATF |1} at any designated tast site or laboratony facilify,

ial Azsessment Task Force |l

20 PROCEMMIRE

mi

21, The designated QAU personnel will schedule inspections with the
appropriate Study Director. contractor management, and the principal
investigatar (if required) for each study to be inspected.

2.2, The QAU will allow adequarz Ume for travel to the sitefacility in order 1o
ahzarve chtical operations of the study. (Pleasa refer to S0P AEATF |I-
5.F)

2.3, The QAU will hawe the approprizte study protocollamondments, analytical
methods, and 50FPs available during the ingpection for reference.

2.4, Motes may be taken during the inspection for raference durng the
inspection report preparation. Checklists and inspection forms may be
used at the QAL'S discretion.

2.5 Durng an inzpection, the QAU will detemmine whethar the GLP and
protacol reguiraments for that phase have been met and whether the
procedure is parfomed in accordance with applicable AEATF 1l or
contract facility SOPs (unless superseded by the AEATF 1l protocol). In
addition to these verifigations, study aspests are also inspected {as
applicablel for, but are not limited 1o, the following;

Ametican Chemistry Council -

a. Feagents and selutions [abeled per GLP
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28,

i
I
k.

Maintenance and calibration logs of all eguipment used during
the procedure

Documeantation of test substance raceipt and distribution
Yerffication of study calculations

Conlamination prevention pracedures

Samples labeled par protocol or SOP requirements
Proper storage of chermicals and samples

Heslth and Safety procedunss are observed

Complete documentation of each procedurs performed
Traihing records of study panfeipants

Awailahility of S0Ps for study perzonnel

Tha QAL should also verffy that the contract facilitfas for study conduct
are adequate. The following sspects will be considered (a8 approprate):

a.

Is appitcation or festing equipment of appropriate size, design,
ard construction?

Are the fisld sites of appropriate size and location?

Does the design of the analytical faciitkes allow for separation
of test aystems samples and isolaton of individual projects?

&re emvironmental condtfons and instumentstions appropriete
for the protacol? |5 there documentation?

What iz the source of water (camer) used? Does the water
quality and composition meet protosol regquirements, if any?

fAre there adequate areas for storage of supples and
aquipment? Are these areas soparate from the tesf systen
Incation?

&re samples collectad per applicable SOPs and the study
protocol?

Fage 2 of 2
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n. How are t2st substances received, stored, distributed? Are
envirenmental condiions of storage areas monitored 7 Are the
storage areas secured? Who is responsible? YWhe has
access?

i \Where are mixtures slored 7 Are storage conditiona monitored ?

i Do laboratory areas appear {o be adaquatay |s theme ample
space for sample preparakion and instrumentation?

k. Are raw data and specimens appropriately archived?

l. Do contract facility archives mest GLP reguremerts? (if
required)

27.  Anydeviations from the GLPz " the study protosal shall be nated and
immediately fwithin reasont be conveyed 10 the Study Diractor, Should
the deviation be =erious enough to warrant the tarmination af the shedy,
the AL shall infarm all study persannel of the problem and wait for the
sponsar and the Study Cirector o dacide upon appropriate astion(s)

2.8, Aninspection report will be generated as deseribed in S0OF AEATF II-5.K.

3.0 HisToRY OF CHANGES

Revislon Date ) Descripton Of Change |
0 12/26/05 | Onginal Docurment |
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AEATF II-5H.0 Data Audits

STANDARD OPERATING PROCEDURE

Chapter 5. Quality Assurance Unit AEATF {I-§H.0
Data Audits
Approval
Technicel -
Commitiee Chair: Date: & ey

AFATF Il LAL: Q! £Eé d i..!f - Date: f;.fri?ﬁéh

Effectiva Daka: Decembar 26, 2005

1.0 PURPOSE AND SCOPE

1.1.  This Standard Operating Procedure (S0P) describes the procedures to
be followsd by the Quality Assurance Unit (ALY when auditing study
data generated during Antimicrobial Exposure Asssgsmant Task Force
(AEATF |1h exposure studies.

20 PROCEDURE

imicrobial Assassment Task Force Il

2.1, Study niebooksfiles are reviewad for compliance with the ERA GLPs
and the ABATF Il study protocol, fe., the data ame reviewsd for
documentation of performance of test requirements as descriced in the
protacal,

2.2.  Docurnentation of procedures perdormed or reference to appropriate
AEATF | or contractor S0OPs s verifled.

23 Study notsbooksfles zre reviewed for proper data entry and error
docurmentation per GLPs and 30Ps.

24. Documentation of fest substance application i2 reviewsd, including
application caledlations, preparation and administration procedares, and
test substance receipt, shorage and distribution.

2.5, Proper documentation and Study Director ackmowledgment of any S0P
or AEATF |1 protocol deviations are verified.

American Chemistry Council -

26, Exact copies of orginal data must have been clearly identified as such,
and has been signedfdated at the time of copying by the persan verifying
the copigs.
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3.0

27

28,

2.9

2.14.

212

213

Cata fomns ang eviewed for completenass; /e, each a=signed spaca
must have a data entry, or ba addressed if no entry was made.

computsrized catcaiations ar spreadshests are chiecked ageinst raw data
rumbars and aill caloutation equations and methods are verified.

Camputerized data (summary or transcribed) are checked for proper
identification {e.q., study, data type) and calibration {e.g.. efficiencies and
standards) procedunes.

Calibration and equiprment lags are randomly checked, as wel &3 test
reference, and contral substance receipt and use logs.

- Prindouts fram analytical inatruments (GC, HPLC, ate.) are shecked for

praper documentation of un conditions and column information, and
proper identification {project number, sample numbar, treafment leved,
instrument operstor, injecien amaunt), 28 wel as random verfication of
integration summanes.

Cata reviewed may be copied. All errors found or comments made by the
AL may bedirecly noted on any prepanrsd copies, Any addimonal notes
may ha taken for later referanca in prepanng the inspection report.

Al reviewed data copies and natas taken will ba maintained in the QAL
filgs.

HISTORY OF CHANGES

|_Rn1isign+ _Dats__ k T Desetiption Of Change
.o o

1202605 FEI;IEI Drocument
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0 Facility Inspections

STANDARD OPERATING PROCEDURE

Chapter 5: Quality Assurance Unit AEATF 1I-51.0
Facility Inspections

Approvat

Technical Gﬂgﬂ! NV :
Commiticzs Chiir: ) Mﬂc‘k" Diate: GL{DU— Gl

ATATE IT Qalr: fg;,m_g fiﬁ,u._ Date: 23 /o /et

Effactive Date: Decamber 25, 2605

1.0 PURPDSE AND SCOPE

1.3 This Standard Operating Pracedure (S0F) descibes, in general temns,
what the Quality Assurance Unit (AU} is be inspect durng an
Antimicrobial Exposure Assessment Task Force (AEATF ) facility
inspection.

2.0 PROCEDURE

2.1 During a facility site visit an extensive inspecton is made to assess the
facilty's compliance with the EPA Good Laberatory Practice
Standerds. The inspection inciudes a review of:

personnel training records

equipment maintenance procedures and records
standard operating procedures

health and safsty equipment

test substance receipt, distribution, and storage
QA records, as appropriate

Archivas

test systern sample handling

FE S oo o

2.2, An appropriate checklist rray be used as 8 guideline during the facility

ingpection to assura hat gl aspects of the GLP requirements hawe
been reviewed.

23 The QAU wili schedule the inspsction with the facifty after obiaining
the authonizatian from the AEATF il manademeant to inspect the facility.

Pags1of2
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2.4, Facility inspections shauld be perfomed at any laborgtary that has not
besn inspected by a Task Force mamber company within the last
twelve (12) months, or whenever there |3 a question conceming the
facility's intagrity.

2.5,  In order io maintain the highast Isval of compliance, facilty inspections
of contracted fasilities shoukd be parformed at feast annuzily.

2.5, The AU wil alow sufficient tine to completely inspect the contract
facility, including timaliness in amiving and deparing the facility, All
AL personnel will conduct the inspection in an open and professional
manner.

3.0 REPORTING INSPECTICGH FINDINGS

3.1, Defoiensies and reoommended sorective actions are reported, in wiiting, to
AEATE Il management, Study Oirectaris), other appropiate AEATF |l
personnsl, and the contract facility QAL and management.

2.2, The original inspection raport will be sent o the facility, The ariginal
ingpection report, with regponses and the signatureds) from the facility, will
be retumed to the AL, when it will be forwearded to the AEATFE |l
management for signaturels).

imicrobial Assessment Task Force i

4.0 HISTORY OF CHANGES

[Revision © Date | _ ~  Description OfChanpe __ _ __
[ 0 12/2EM5 | Original Documsnt ) _
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AEATF 1I-5J

.0 Report Audits

STANDARD OPERATING PROCEDURE

Chapter 5: Quallty Assurance Unit AEATF II-6J.0
Report Audits

I
I
L

Approval

Technical Lo _
Committes Chair: W’M Date: d"‘\bt Eankdl

AEATF H QAL: imgé (dé,c.acag Date: ,fé Jes

’ Effechve Date: December 26, 2005

1.0 PURPOSE aND SCOPE

1.1.  This Standard Qperating Prosedurs [(3OP describes the procedures that
the Quality Assurance Unit (AL will follow for suditing draft, summary,
progress, field, analytisal 2nd final study reports generated for the
Antimicrobial Exposurne Assessment Task Force (AEATF 1)

29  QuaNTITY OF REPORTED DaTA TG BE AUDITED

2.1, Thequantity of data {raporied values ve raw dats) reviewed will depend
G the type of study and the nature of the data. The greater the number

of emars found within the reviewed data, the more extensive the audit
may be.

2.2.  The guantity of ropored data reviewed will be at the discration of the
SAL Aminimum of 25% of all data {specific values or information; will be
reviewed for each study, with the option to review up to 100% of all
reported data. As much data as feasibla will be reviewed during each
audil.

23. The data points (tables, appendices) chosen for review will be at the
dizcretion of the QAU Howewver, the QAL will choosa ancugh data points
to be reasorably assured that the data are accurately reponed. For
ewampla, the QAL may choose to venfy every &" data paint in a8 sef of
analytical data ar may review all of the presentad data in a table, {ie.,
cotnpluter genavated date need not be reviewed 25 thoroughly as hand-
recorded data)

Page 1 of 3
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1.0

24,

If a zignificant nurmber of data errors are found (e.q.; =5%) the QAL will
ither review the data complately (i.a., 100% varfication] or reject the
report, arany porticn thereof (table, appandix, fexd}, until comections hawvs
hean made by the authors).

REPORTS

a1,

3.2

33

3.4,

3.8

38,

KIS

3.8

a8

The AU s given a photocopy or electronic copy of each report praparart
for each AEATE || study conducted and all supporting data, 8% necessary.

The AEATF Il protocol shauld be read pricr to repont auditing for QAL
Tarniliarity with the study purpose and requlrements,

Raw data not audited during the conduct ef the sfudy should be reviewed
far GLP, AEATF Il prctocal and, AEATF I e contract test facility S0P
compliance. ltems to be reviewsd include, but are not limited to:
transcrption of data to epreadshests amnd worksheats, and verification of
calculations. Addilicnally, eguipment calibraions and test substance logs
should ba checked. (For example, if samples were waighad on a
particular day, the QAU would check to see that the balance was
calibrated on that day, and that the calibration weighis bracksted the
samphe weights.)

The regort shoukd be read prier to auditing for familiarity with fommat and
contents,

The report s reviewad to assure that all AEATE [l protocal requiremerts
have baen met and that any differences are speciied in the repart.

The compllance statement will be reviewsad for true and accurate
reflection of the study conduct,

The contents [procedures, results, efe.) of the report are verified against
the raw data or appropriate phase repart, All descriptions, mathods and
procedures described in the repert must be decumented in the raw dala.
Routine procedures must be referenced in the data bo the AEATF 112"
the contract test facility SOPs. Study specific procadures showld be
documentad in the raw gata.

Repart tables are checked for accuracy of numeartcal data transcrptions.
Cormputerized calculations and statistivs are randomly checked,

Caleulations are checked for accuracy. Selected data poinds an graphs
are verified.

. The table of contents i verified againat headings and titles in the report.

Paga 2 of 3
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312

314

. The mport is reviewed for compliance with the applicable EPA GLP

requirements,

The report format must be checked for consistency with applicabie EFA
Data Repoting Guidelines and PR Molice 86-5 33 necesaary.

The report 18 cheched for clarty, readability, spelling, afc.

4.0 REFORTALCIT FINDINGS

4.1,

4.2

4.3,

4.4,

4.3

The AU findings may be made directly on the copy of the report. Acopy
of the audied report with findings indicated will be kept by the QAL

&t the compietion of the audit, any findings, questions, or raw data erurs
as well as recommendad actions will be nated.

The audited report and Quality Assurance ({14} Inspection Repart will b=
ratuined ta the Study Girzctor or appoinizd persanne for corrections and
finalizaticn.

Cinge the Study Director has addressed the A findings, and the AEATF
Il Gtudy Team Leader haz reviewad the responses, the QA inspaction
Repar and the zudited copy of the repart will Be retumed to the QAU to
be maintained in the QAL files as & record of the audit.

Priar to izsuing the final report, the AU may perform a post-audit
inspeciion to assure all correstions have been made amd any additiona to
the report are accurata,

3.0 QUALTY ASSURANGE FINAL REPORT STATEMENT

&1,

Upon acceptance of the final repan by the AEATF 1| Study leam Leader,
the QALY will prepare 2nd sign a statement to ke included with the final
AEATF Il study report which spacifies the ingpections conducted, dates of
inspectionsfaudits, and the dates findings were reported to the AEATF 1
Study Teamn Leader {sponsor represemative) and tha Study Director(s).

€.0 HisToORY OF CHANGES

Revision |  Date [ Description Cf Change _ _ _ _ __l

O

__| 12/26/5 | Original Dogument

S S —
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AEATF 1I-8A.1 Whole Body Sampling — Inner Dosimeters
STANDARD OPERATING PROCEDURE
Chapter B:  Matrix Samples AEATFU-3A.1
Whole Body Sampling -
Inner Dosimeters
Approval

Tachnical
Commitles Chair;

) Cate: 4% g:;;, é,{_

Effeciive Dale: March 10, 2008

Diate: 0? Pser, Tl

AEATF Il CRALE

1.0 PumPOSE AND SCORE

1.1 This Standard Operating Precedure (SOP) provides a descrptior of
procedures for collecting pestic'ds residues from nner whele body
ciesimetsrs worn by warkers {(1sst subjects] during the Antimicrchial
Exposure Assassment Task Forge [AEATF 11 exposure studias,

1.2 The inner doz'meter will be used as a collecion medium and may be
analyred, as speclfled in Section 7.0 of thls SOP. Tae inner dosimeter
will e wam over the test subjecl’s own undergarments and direslly
undergath the specified work clothing ard personal protecive
aguipmer; (FPE}. if appropdiata,

20 MaTERIALS REQUIRED

2.1 The following materials ara typically required for asing and collecting
whole body dogimater sarples from aach workerreplisate:

&, 100% cotlan, waite, long underwear {innzrp - with long sleeyves,
raund neckliine and na elastic,

b, Deposable glovas (L., latex)
C. Cutting ulansils, (a.4. SCigsors)

d. Creaning solufions (e, methanal. iscpropancl, slooholiwaler
mixture, acctone, cfc.)

C. Sealable bags or o1ar suitable bags

f. Alurminum foil wrap

Paga 1 af 5
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3. Disposable paper o plaslic mat
h. Hangers, if appropratc

i. Sarmple botlles, il needed

~ Cooler with dry lce, or freezer

k, Flast c bags

3.0 Useor WHOLE Booy DOSIMETER

4.0

3.1

3.2

3.3

Tha test subjoetis) will be given a new innar dogimatar priorto inifiafion of
cach study replicale. Tho workers will be allowod to ehange in & clean
"privacy area”. Disposab.e gloves should bewom by tha sest subjact and
the figld persornel to min‘mize contamination.

Care should be laken o provide giothing of adequate fil. The inner
disimeter arm and pant cuffs should not exlend beyond the outer
dosimetor cuffs (wrists and ankles).

Cul lhe large excess off the pand legs and pull up tha inner dosimatar
arms s¢ thal the inner dosimeter will nol come out from undorneath the
autar dosirmster during the parformanse of the activity.

COLLECTION PROCEDURE

4.1

4.2

4.4

4.5

The innar dosimeters must be col'ecled afer all other samples have been
collectod from the workar,

Disposatle paper, plastic mat, or aluminum fofl will be placed on the
chairs and floor of the changing arca to reduce crogs-cantamination, The
matafials will e changed after the procassirg ot cach warker,

The fiald parsonnet cellecting samples wil always wear dispasable gleves
whon handing any werk clothing, dosimeters, and PPE. Gloves will be
changed betwean handling PPE, work clothing, outer dosimeter, and
Inner dosimeter collaction. Remowe garments in a maaner o avoid
cross-centamination.

Ersure Ihat the scissors have besn dagontaminaled wilh svivent prior to
usa.  3cisscrs musl e cleaned Lelwesn sach replicato,

Cut the innar dosimeter inlo six {8) sections;
a. Right & Lofl uppar amms (saculder i el

£ Right & lcft lows- arms (elbow 1o cull)

Page 2 of §
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5.0

&.0

4.4

47

4.8

4.9

410

C. Front lorse (above the waist*)
d. Fear torso (above tho waist™)

&, Right & laf: upper l&gs (walst 1 knee}

f,  Right and left lower lags (knee lo cuff)

* Gt jusl balow the sccond button trar the Bottomn to separata the
wmreo from the lower seclion, Cut alond the soams o separate
the frenl Lorse Trore he rear iorso. Refer to Attachmend.

Innet dosimeters may be hung on hangers during the samping as lonyg
as tho dosimeters do nol cantact the loor or other dosimotors.

Rernove and discard any buttons from clothing.

Place each sample saction on a piece of aluminum foil (suflicient size ko
completely wrap the dosimetar]. Do nol allow samples o contact any
surface before placement onlo ihe doil. Ensure that the adges of tha foil
wiap ara folded bogether o prevent loss of tesl malerial, Place alabal on
the aluminwn foll thal identifies the sampla and plage the sampis into a
labeled, saalable bag. Ssal all bags.

Innar dosimeter samples may also be placed directy inte separate glass
jars in preparation for method extraction. Sample jars nesd to ba lame
@nough to hold the required amaunt of sobvent for extreclion. Each jar
will be labeled with sample identificaiicn and sealed with its Teflon-incd
lid. Each jar will be plaged into saparate ZipLeog bags for shipping.

Thets shall he six (6 innar dosimeter samples per replicate as outlined n
saction 4.5,

SAMPLING INTERVALS

&1

Inner whele body desimetera will only be collected at the end of sach
manitoring replicate, unless olherwise nstructed DY the protocol,

FIELD STORAGE

g.1

Flace samples collected during the study e a cooler with dry ice or
portable freazer until processed and placed into frozen storage for
snipping at the end of the manitoring day (o as soon as practizal), If dry
ice is nor availabla, the Study Orecter must ba notified before sampie
collection and olher suitable storage conditlons must be noted in the Taw
data.

Page 3ol S
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7.0  ANALYSIS OF INNER DOSIMETER SAMPLES

71 Innardosimeler samplos will be analyzed if the analyte is dotecied inits
sotrasponding outer dosimeter segment. If there are no detacts in the
outor dosimater section, the cormesponding inner dosimatar seclion will
not be analyzod urless asthodzed by the Study Diractor. If inrar
dosimetar sarples ara not ana'yzed, they musi be retained under frozen

conditions undil notified by ke Study Direclor of sample disposition. E

840 HisTORY OF CHANGES (il
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Attachment

Diagram of Inner Dosimeter
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Chapter 8: Matrix Samples AEATF 11-8B.2
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1.0 PURPOSE AND SCOPE
1.1 This Standard Operating Procedure (SOP) provides a description of
procedures for collecting pesticide residues from workers bare hands

during the Antimicrobial Exposure Assessment Task Force (AEATF II)
exposure studies.

2.0 EQUIPMENT REQUIRED

2.1 The following materials are required for collecting dermal hand wash

samples:
a. Metal or glass bowl (Do not use plastic)
b. Anionic detergent solution (Aerosol® OT solution - sodium dioctyl

sulfosuccinate) or other suitable solvents for use on human skin
demonstrated to completely dissolve milligram quantities of active
ingredient in 500 mL for each hand wash (e.g., approximately 0.1
mg active ingredient / ml solvent based on o5™ percentile hand
loading from EPA’s Pesticide Handlers Exposure Database).

c. Distilled or deionized water (in 1 galion jugs, or other appropriate
container)

d. Graduated cylinder or appropriate measuring device

e. Glass jars with Teflon®lined lids, or equivalent

f. Reclosable plastic bags (1 gallon size; optional for storage)

g. Disposable gloves (i.e., latex)

Page10of3
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h. Pipette(s) (e.g., 2, 5, 10 mL, efc.)

i. Cleaning solutions (i.e., alcohol (ethanol, isopropanol),
alcohol/water mixture, acetone, efc.)

j- Paper towels
K. Cooler with dry ice or freezer
l. Plastic bags

3.0 HAND WASH SOLUTION PREPARATION

3.1 The desired solution concentration is 0.01% v/v Aerosol® OT (AOT)* to
water (500 mL for each handwash).

3.2 Pipette an appropriate amount of AOT solution into the water. Document
brand of water (if store bought) and where purchased. If the water is not
store bought, document the source.

3.3  Store the solution in glass jars. The shelf life of the 0.01% Aerosol® OT
solution at room temperature is 48 hours. Reclosable plastic bags may
also be used for short-term storage of 500 mL AOT solution aliquots.

*Aerosol OT is not to be used with quaternary ammonium biocides (quats).
For quats, a solution of 50% ethanol or isopropanol in water should be used.

4.0 WASHING PROCEDURE

41 Upon removal of the workers’ personal protective equipment (PPE) and
shoes/socks, the test subject will be taken to a designated clean
sampling area for hand wash collection.

4.2 Hand washes must be completed before the face/neck wipe samples are
collected. Prior to collection of the hand wash sample, carefully push up
the outer dosimeter shirt sleeves. Change gloves, and carefully push up
the inner dosimeter cuffs from the worker's wrists.

43 Have the test subject place both hands over a bowl, and pour
approximately 400 mL of 0.01% Aerosol® OT solution (or appropriate
solvent solution) over the subject’s hands for approximately 30 seconds.
The subject will scrub their hands while the wash solution is slowly
poured over the workers’ hands.

4.4 The worker shall then immerse their hands in the 400 mL of wash
solution in the collection bowl and scrub their hands (front and back) in
the solution for a minimum of 30 seconds.

Page 2 of 3
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45 The worker should lift their hands out of the wash solution, and while
holding their hands over the bowl, the remaining approximate 100 mL of
Aerosol® OT or solvent solution is poured over the workers’ hands to
rinse. Allow the hands to drain for approximately five seconds.

4.6  Carefully pour the entire 500 mL of rinsate into a pre-labeled jar, seal and
place in cool storage. (A total of 500 mL must be collected for each hand
wash sample). Each jar will be placed into separate ZipLoc bags for
shipping.

4.7 Clean the bowl with an alcohol solvent (e.g., ethanol or isopropanol)
between workers. Rinse once with clean water, followed by two rinses
with solvent, followed by a final rinse with water. Allow the bowl to air dry
or wipe dry with a paper towel before reusing.

5.0 SAMPLING INTERVALS

5.1  Workers’ hands will be washed with soap and water prior to the exposure

period. If washing facilities are not available, a hand wash sample will be
collected and discarded.

5.2 Hand wash samples should be collected whenever the worker would
normally wash his/her hands; (i.e., before eating, before using the
bathroom, efc.) unless specified differently in the study protocol. For
interim handwashes, carefully unbutton the cuffs of the workers’ outer
shirt and push up the sleeves before washing hands.

5.3 After the replicate is completed, one final wash will be collected from
each worker.

6.0 FIELD STORAGE

6.1 Place samples coliected during the study in a cooler with dry ice or
portable freezer until processed and placed into frozen storage for
shipping at the end of the monitoring day (or as soon as practical). If dry
ice or portable freezer is not available, the Study Director must be notified
before sample collection and other suitable storage conditions must be
noted in the raw data.

7.0 HISTORY OF CHANGES

Revision Date Description Of Change
0 12/26/05 | Original Document
1 3/10/06 | Added requirement to section 4.6 that jars be placed
in Ziploc bags for shipping.
2 3/7/08 Update Anionic detergent solution in section 2.1.

Page 3 of 3
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AEATF 11-8C.1 Dermal Face/Neck Wipe Samples

STANDARD OPERATING PROCEDURE

Chapter 8: Matrix Samples AEATF 11-BC.1
Cermal Face/Neck Wipe Samples

Approval

Technizal
Committes ©hair; W Date; 68 P tho
AEATF 11 AL Date: f::é ./_éﬂ: !

Eflactiva Dade: March 10, 200§

1.0 PURPOSZE AND SCOPE

1.1 This Standard Operating Procedurs [SOF} descrbes procedures for
oulecting pesticide residues from workers' fazefneck during the
Antimiceebial Exposure Agscssment Task Force (AEATE 1) workear
exposure studies.

2.0 EQUFMENT REQUIRED

21 Tha following materals are requlred far collesting darmal facofineck
SEMpies:

B 100%, colton gauze {3 layaer, 4" x 4" pads, split Into twe 4 layer
pads per wipe samgle)

ks, Arianic detergent solution {:'!'.err:usmrE QT - sodium dincty!
sulfosuzcinate)” preparad as follows:

l. Pette an appreprate amount of AOT sc:-lutmn ino the
watar, Docement brand of water (it store bought) and
whare purchased, |f the waler is not store bought,
document tho source.

ii. Stare the solutlon in glass jars. The shelf lire of the GLC1%
Acrpsal OT selufion 2t reom temparature is 48 hoars.

American Chemistry Council - Antimicrobial Assessment Task Force Ul

* perosol OT CANMOT be used with quatemany ammanium klocldes
{quats). Forquails, a solulion of 50% elhanc o isopropanal in water
must be used.

G, Syringa of pipette

<. Disposatle gloves (L4, latax)

Page 1 of 3
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S0P AEATF II-8C.A1

4.0

4.0

€. Aurninum foil

f. Frastic hags

q. Raosealable nags or glass jars with Teflon-lined Lds
h. Cooler wik dry ice o a freezer

SawmpPLING PROCEDURE

31 Thefleld parsonnal solecting samples will waar clean, disposable gloves
while collacting these darmal samples. Oper the gauze pad package and
separate tha pad into twa pads of 4 lavars each. Use ona 4 layar pad for
each of the two wipes ihal will constitute a singles sample,

3.2  Dispenss appioximate y 4 mi of the wiping selulion (0,07 % Asrosali OT
exoept far quats) on tha gauze pad wilh e ayinge or pipetts (or othar
apRropriate means o meislening e pad).

3.3  Tharoughly wipe the test subject's face/neck (fronl & beck} with the
moistened pad.

3.4 Fepeat steps 3.2 and 3.3 aga'n, ‘or a total of two dermal wines per

sarmple. Wrap bath wipes in alumnom foil (oniy if using a sealable bag)
and placa in the pralaballed bag otherwlse place both wizes in a
pralabal ad jur, ¢lese the top, and place in frozen storage. Ifa jaris used,
place eack: jar inlo a £ pLac bags far shipping.

SAMPLING INTERVALS

4.1

4.2

1.3

Prior to the expoaure replicate, one dermal facaneck wipe sample will be
collected from each wocker and the wipes discarded,

e damnal faca/neck wips sample w’ll be collected pricr o 2ating,

After the repluate is compleled, one darmal facemeck wipa samils wil
be colecled lrom sach warker after tha hand wash sample is collected
per SOF 8.8, and befora removal of whaole body dosimeters. The wipes
wil be combinad witn the samples colscted priar to eating, i applicabie.
IF more than twe samples (4 wipas) are in a8 sample bag o far the
lakbaratary must be notfified a5 to the total number n “he container.

Pago 2 613
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SOP AEATF 1I-BGA

50 FIELD STORAGE

51  Place samples collectad during the study in the fiekd 10 & cooler with dry
ica or portabie freezer unill procsssad and placed ino frozen storage for
shpping ai the end ot the monilonng day {ar as soon as pracieal}. If dry
ioe is not availabie, the Study Direcior must be notifiad befcra sampls
ollection and cther suitable storage conditions must be noted in the raw
data.

6.0 HisToRY OF CHANGES

[Revislon | Date | Description Of Change
1 0 12/26/05 | Original Diogurmant

1 1006 | Added requirement to section 3.4 Hel jars be place
L in Ziploc bags tor shipping.

American Chemistry Counci! - Antimicroblal Assessment Task Forca )
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AEATF 11-8D.0 Collection of Air Samples Using OVS Tubes

STANDARD OPERATING PROCEDURE

Chapter 8: Matrx Samples AEATF H-8D.0
Coliection of Air Samples
Using OVS Tubes

Approval

Technical == 0 —
Cominites Chair W Cate; “;b‘&h‘

L 1

4 1
AEATF Il QAL 3, ; Date: 42 f%é i

Effective Date: December 26, 2005
—
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1.0  PURPOSE AND BCOPE

1.1 This Standard Cperating Procadure (30F) provides a descripiion of
procedures for collecting air samples using O8SHA Versatiie Samplar
{05} tubes during the Antimicrobial Exposure Astezsmeant Task Force
{AEATF Il exposure studies.

1.2 The OWE fube will be posiionsd in the breathing zone of the worker. Tha
air will be sampled &t & flow rate applicable to the charactertatica of the

O3 tube. A plastic tube holder will be used to position and protece the
OWS tubas on the wonkear.

2.0 MATERIAL S REQUIRED

2.1 The following materials are required for collecting air samples from
each workernaglicata;

a, OWS Tubes, 13 mm glass tubes [e.g.; mft. S3KC, Inc. with 270 mp &
140 g absorbent beds separated by polyursthane piug, and gless
finer filter at the inlef). or equivalent

b. Flastic OS5 tube holder

. T:.n’ig-:jn'ﬁ ot equivaient tubing and clips for saguring fubing o the
werker (a minimum of two clips tequired)

d. Low velurne personal air-sampler pump (battary operated)

&, Air flow meter [g.g., Kurz Mazs Flow Meter, Totameter, bubhle
flowmeter, or equivalent;

Page1of 4
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S0P AEATF II-8D.0

.0

4.0

f. Bealabls begs (.4, 2i|;:u||:u::'12 freazer bags)
g. Disposabke gloves {f.a., tatex)

h. Cooler with dry ice, ar freezer

AIR-SaMPLER PumP FREPARATION

3.1

3z

33

34

LR

36

Flace air-samplsr pumps on chargars before sach use. if the pump is
fully charged procesd to 3.2,

Adjust afr-sampler pump flow rate before uge in each monitorfng
replicate. Airsample pump flow rate adjustment will take place on the day
priorto or the same day the pamps are to ba used.

Adjust air pumps o the targatad airflow rate with the apprnpnata Ovs
tubaf sarmpling train attashed.

Follow appropriate contractor S0Ps for tha individual calibration methods
for sortractor equipment.

Adjust the airfow rate i appropriate farget rate as defined in the study
protecot [e.g., 2 liters per min [Lfmin}] and document the flow rate and
purmp numier in the raw data.

Tum oF the air-samptar pump and g2t astde. Repeatsteps 3.3and 3.5
until 2]l needed sampiing pumps {including backups) have been adjusted.

BAMPLING PREPARATION

4.1

1.2

4.3

Remove the outlel cap from the OS5 tube and connect the gutlal of the
tubre (the smaller 6 mm end} to the end of the air tbing thatis sonnected
to an adjusted parsonal air-sampler pump. Be sure the glass fiker fiker is
attachedd to the inlet (the larger 13 mm end) and i= leff open.

Faosition a belt snugly around the worker's waist, or use that worker's belt
(ff approphiste) to suppart the sampling pump, Attach the pumg to the
krait using the clip an the pump. Peosition the pump wheréver it feels most
cormfartate ta the warker,

Plage the QW5 tube aver the shoulder of the workeer (to the front of the
forsn) in the approximate position for sampling (in the breathing zone of
warker).

Pega 2 of 4
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4.4

4.5

4.6

a7

d_B

4.8

410

4.1

Usza a hinder clip to attach the tubing, approximately at its midpaint, to the
worker's clothing so that i will nor interfere with the nomal work
operations nor catch on anything, The tubing may be run inside the
worker's clothes.  If tubing i run Ieide, ensure that claan,
decontarminated tuhing is uzed. Do not reuse contaminated tubsing!

Remove the inlet cap and start the pump, Chack the flow rate with a
calibrated rotamatsr (Plaase refar to the AEATF N or appropriate contract
testing facility SOF).  Adjust the airsampler pump flow rate if the
measured flow rate deviates greater than 5% from the tatget flow rate.

Documant the pump number, siart time and the flow rate measured with
the rotameter in the raw deta.

Flacs the QWS tube is the plastic holder and clip the holder o the
workers' collar (in the breathing zone). I the holder does not have an
irtegrat clip. use a birkder lip, wire or plastc tie o attack o the worker's
collar or [apel. Be sure the fubing is nof crushed or resiricted when
attached. The inlet must face downward, in a vertical orientation.

Qhserve the wiorker far a faw minutes upon staring towaork to ensure the
samphing apparatus is funciianing propedy, and is not interdaning with the
worker. Periodically monitor the pume duning the: replicate to ensure itis
funtianing properly.

Fumps will ren continucusly throughout the durstion of the monitoning
raplicate, including iwnch and cther breaks,

Sheuld a pump malfunction during a replicate, it will be replaced
immeadiataly with a new, prior edjiusted pump {section 2). Remove the
OVS tube from the obd purnp and attach it to the new, adjusted pump,
and repeat steps 4 8 through 4.5, These activities will be documented in
the apprepriate study filefs) and include {at a minimum) the fime the
matfunction was discoversd, the time reading on the pume (f available),
the time the new pump was started and the new measured flow rate.

At the end of the sampling period, remove the OVS tube from the plastic
protective nolder, meaasure the terminal low rave with the rotameter, turn
off the pump, racord the stap time and flow rata, and ramave the pumg,
fubing and OW3 uba from the worker,

SAMPLING PROCEDURE

2.1

Upon completion of tha replicate, remove the CWS tube from holder, cap
both ends and place into frozan storage (L2, on dry ice or in a freezern.

Paga 3 o1 4
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5.2  Clean dizpozable gloves will ke worn by sampling personrel to minimize
any contarmination of the OVS tube. Glowves will be changed after
handling eash tube,

6.0 SAMPLING INTERVARLS

6.1  OWS tubes will be collected at the end af the ranitoring replicate, unbess
cthemnwise instructes by the pratocal.

7.0 FIELD STORAGE

7.1 Place samples collected during the study in the fiefd in a cooler with diy
ice or portable freezer until prosessed and placed into "permanent” frozen
storage for shipping at the end of the monitoring day (or 35 saon as
practical). If dry ice iz not available, the Study Director must be notified
before sample collection and other auable storage conditiona must be
noted in the raw data.

8.0 HIsToRY OF CHANGES

| Revislon | _ Date Description Of Change _ _ _ _
r o} 12M26/05 | Original Dogurment

American Chemistry Council - Antimicrobial Assessment Task Force 1l
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AEATF II-8E.O Fortification of Matrix Samples

STANDARD OPERATING PROCEDURE

Chapter 8 Matrix Samples AEATF lI-8E.0
Fortification of Matrix Samples

Approval

Technical ) o ‘gﬁ ]
Commites Chatr: Date: 51 )

AEATF I mu:,‘gfﬂﬂ,,;ﬁ e Date: /4o ez is!]

Effective Date: December 28, 2005

1.0 PURPOSE AND SCOPE

1.1 This 80P descrbes the methods by whish worker exposure monitoring
matrices, (Le., ouler dosimeters, inner dosimeters, hand washes,
faceimeck wipas, and OVE tubes) ara to e spiked. This S0P applios to
the use of all worker exposure matrices when used for producing field
fortification recovery data for the Antimicrablal Exposure Asssasment
Task Foree (AEATFE N).

2.0 EQuIPMENT/REAGENTS REQUIRED

2.1 The folowing examples of eguipment and solutiorns &g raguired for
each day that field forifications are to he conductled:

a. Exposure monitoring matrx  samples {outer and inner
dosimeter matenral cul acconding o applicabtke S0P, moistenaed
facemeck wipes, hand wash soluticns, and OWS tuhes),

k. Appropriate containers for forsfied mabix samples (e.g., bags,
botthes, jars, efo.}

C. Appropriate pipettas (e.g. 1.0 ml. graduated pipeties, efc}

d. Appropriate syringe [e.g., 100 L)

American Chemistry Council - Antimicrobial Assessment Task Force |i

. Distilled or deionized water

f Anionic datargent soiutfan (0.01% v Agrosol® OT 751 or
solvent salutian (¥ required by the anslytical method). Referto
the SOF AEATF 11-8.B for solution preparation.

g, Papar towals

Papge 1 of 5
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h. Disposable gloves
i, Aluminurm Foil
i Rinsing solvent {io be the same as the solvent used ta make

spiking sulutinns)

A0 SPIKNG MATERIALS

4.0

31

Epiking materials may be in the following farme:

a. Actve ingredient (aih in &n organic solvent

b Formmulaied product in water

c. Formulated product pre-waighed inte & container in which a
specific amount of water is to ba added in the field priar to being
spiked onto (inke) @ makix material.

q. Pre—spiked OVS tubaes.

SPIKING TECHNIQUES

4.1

4.2

4.3

4.4

4.5

Thens are two (2] hasic procaduras that may be used for the fartification
af warker darmal exposure matricas for the AEATE |I. Thay are by pipete
and by vial.

When applying 2 spiking material {0 the various matrices, il is mportant
to ensure that the spike gets well mixed priot to spiking andfor distributed
a8 evehly as posaible.

The =piking matedal needs o be distributed machanically, typleally with &
pipetts o vigl, aver the largest amount of matri area a5 possible,

Splking al In solvent: Avolume, typically 1 mL, of zpiking soiuticn will be
drawn up into the pipstie and than applied appropriztely to the matnix of
chioice.

Splking formulated product In water: A well-rixad aliquot, typically 1
mL, will Be taken from 2 well-shaken bottle of the formulation suspendad
inwatar. The shaking rmay be done by hand, on a stining plate, orusing
a mechanical shakar. Oncathe suspension looks evenly distributed, an
aliquat i taken and applied appropriataly to the matnix of chaice,

Faga 2 of 8§
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4.8

Spiking using vialed spikes: Vials containing a known aliquod of a
known concentraticn of spiking maternial witl be sentts the field along with
instructions on how to apply the spike fo & matrix. The persen deing the
spiking will take a given spiking vial, unscrew the cap, and apply the
contents o the matrix. The contents may be poured direcily from the vial
ar removed via a Pasteur pipatte (orequivalent), Use of 2 pipette may be
desired for emalker matrices where more axact placement of material is
necessary. The vial and pipette will sometimes be rinsed aeveral times
with the solvent (e.g. deionized or distilled water, acetona, acetonitrile,
efe. ] thatwas usad to prepare the solution and applied to the matnix or as
diracted by the analytical iaboratory (zee below) The wial shall be
retained with the fortified sample. The cap should be discarded and
should net be finsed. Vials should be marked with a label that may be
timd to the vial with string o is a sal-adhesive labat that may ba removad
aasily from the vial and will not intarfere with analysis of fortified matnees.

£0 SPIKING PROCEDURES

=2

Dogimeters (innar and quter}

a. The dosimeters shall be placed on & piece of alurminuam foill pror to
spiking. Aftar spiking and weatharing {if applicablel, the sample
will be wrapped in the same piece of foil it was plaged on for
spiking and weatherng then ihsarted imto the sample container.
Dosimater secticns may also be placed directly into a glass far and
fortified az directed.

b. The spiking material will be added to inner dosimetars: ensure the
fortification 5 gdded o a dosimeter that has keen folded to
provide at least & layers of cloth. Thig insures that all the matarial
is absorbed by the cloth.

¢ The spiking material will be added to ouler dogimeters; ansure the
fortification s added to a dosimelder thal has been foided to
provide at least 4 layers of cioth, This insures that all the material
iz absorbed by the cloth.

d. When spiking with viated solitions, the person daing the spiking

will unecraw the cap and apply the contante to tha matrix,. The vial
will e rinsed sevaral imes as directed by the analytical laborstcny
with the sclvent that was used o prepare the solution or
suspEnsion. This may be dona savaral timag, howeaver; foo mueh
golvent will cause the spike to run through the fabric so judgrent
iz needed. The emply spiking vial will be places an its aluminurm
foil with the matrix priar to folding the foil.

Page 3 of 6
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When pipetting the =zolutipn onto the dosimatar, the tip of dwe
pipette may be ussd 1o help distrbute the splke (ypically 1 mL) i
linas svenly over the surface of the dosimetar. At no time can
there be a bead of spiking material left on the suface. (The
gpiking liquid may knd 1o bead up onthe suface. Gently pushing
the pipetta tip over the head will halp fo get the liguid into the
matrix.)

For dosimeters exposed to ambient conditions, the nner
dozimaters will be folded ovar afier fortification and coverad with a
aingle layer of ahirt matenal during exposuere.  Effort should be
made to ensure that the spiking solution has been completely
absoroed hy the material prigr o covering, Outer dosimstars will
be left uncovered for the duration of the weathenng period.

9.2 Hand Washes

&.

YWhen spiking from a selution or suspension in the figld, the
appropriate ameunt of spiking solution (fypicaly 1 mL) will be
added to the hand wash.

Yhen spiking with vials, the cap to the vialad solution will be
unscrawed from the vial and discarded without rinsing. The vial
contents will be added toa 500 mL Asresol OT (AQT) sample {or
salvant solution) and the vial then dropped inta the sample. The
sample will then be swirled or the jar inverted io ensure proper
mixing of the apiking matarial with the sample matrix.

5.3  FacefMeck Wipes

a.

Fre-wet two face/neck wipes as descriged for fislg samplas in
S0P AEATF il-BC.

When spiking with vialed soltions, the fwo gauza pads will first ba
placad intc the sample jar o7 on clezn foil. The contents of the vial
will then be transferred onto the gauze pads. The vial will he
placed with the sample without being fnsed. The cap will be
discanded without rinzing. Tha sample will be wrapped in foil and
placed in 5 plastic bag, or the jar will be capped and sealed after
fortification, as approprate, In the [akaratony, the vial will be rinsed
as part of the extraction procedure,

When pipelting the =olution onto the wips, the tip of the pipetia
may be used to help distributa the spike (typically 1 mL} in lines
evenly owar the surface of the wipe, f necessary.

Fage 4 of §
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54 OWEtubes

a

The wikes will ke spiked at the labhoratory with the proper amount
of analytical standard. The tubes will always be spiked with an ai
solutian asing & syringe. The spike will be applied by inserting the
neadle through the glass tiber fiter and approximately one quacter
of the way into the front sobent bed.

Oepress the syringe plunger slowly bo avoid the ai solution fram
"bleeding cut" of the sorbent and edhering to the glass fube. Each
tube will be spiked with 2 minimum of Sl up to. but naot
exceeding, 100 ul of solution. The acteal amount of spiking
solution to use will be determined by the analytical laboratory and
documenied in the raw data.,

Tubes fortified in the leboratory will be =ent frozen in plastic hags
to the field. The bags will be 10 he taken out of the freezer and
allowed to come to ambient temperature bafore they are used in
the field. Just before they are to be put on the personal sir
sampling pumps, they shauld e taken out of the bag and allowsd
to finish equilibrating with the environment.  They then will be
placed onto the pumps and air pulled through them for the
approximate lengih of time the warker replcates are in the field.

8.0 FORTIFICATION SANMPLE IDENTIFICATION AND HANDLING

6.1 Hefer to SOF AEATF I-BF for the procedures to uniquely identify
fortification samples.

6.2  Forifleation sarmples that are exposed under the open sky =houlkd havs
tha necessary matevials to protedt the samples in the event of rain.

6.3  Forification samples are packaged, stored and tranzported in the same
menner as the test samples for & particular mattix. The fortification
samplas should ncd be placed into the same shipping/storage container
with controd samples o1 with field samples,

7.0 HIBTORY OF CHANGES

Revlsion

Dagcription Of Change
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AEATF II-8F.0 Sample Identification

STANDARD OPERATING PROCEDURE

Chapter 8: Matrix Samplesa AEATF II-8F .0
Sampie ldentification
Approval
Technical . “ |
Committee Chair: stk‘\ Date: B o o-t7

AEATF |1 QAL ﬁ'}- Date: /; f_ﬁzég o

Effective Dala: Dacember 26, 2005

1.0 PURPOSE AND SCOPE

1.1 This Standard Operating Procedure (SOF) describes the proceduras to
uniquely identify field samples collected during Anbimicrabial Exposure
Assessmert Task Force (AEATF H) worker exposure studies.

2.0 NuMBERING PROCEDURE

21 Al samples (exposure and fortification) will be idantified by the pratogal
(AEATF W study) number and & unigue identification number that
describes the type of sample. Individual sample numbers (replicate
numbers) may not bhe reusad should a replicate bhe stated and then
cancelled, even it no samples ware collected for analysis. Additignal
raplicate numberis) will be added to the sample list to account for the lost
raplicateis).

2.2 The sample identification number will be formalted 2= an alphanumeric
elring, separated by hyphens (-) between each sode pair:

SN-O-HNN-YY-ZZ

2.3  The idenlilies of the code pairs are isted on the following page.
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2.4

The following is a list of the codes pairs to be used in the sample
identification format SN-XX-MN-YY-ZZ;

SH:
YL

Tha last bva digits of the AEATF 11 five charactar sludy number.
A code forthe type of gampke:

WS - Yiarker Sample
FF - Flald Farficatlon Sampla

Far axposura satples - Tha ha-dign woerket replicate number

For exposura liald fortificafion samples - A taa d'gil number b danote
the study day of fartification {e.g. day 01. 32, 03) depending upan the
aciual day of The study the samples are fortiked on.

A coda for the typs of the zamplasz

D - Inner Dogimgtar HW - Hand Washeas
Q0 - Guter Dosimeter F¥¢ - Face/Meck Wipe
AR - Air Sampling Madia

Unigue 2 Charactar Codes Far Afl Samplas

Fortifications Dosimatars
o (FFsamplesonlyy =~ {FSeamplesonhy
Tx* - trevel spike LA - lower arms
Lx* - low spike UA - upperamsa
Me* - mid splka FT - franttorso
Hx* - high spike RT - reartorso
Cx* - conbol UL = upperlegs
sample LL - lower legs

* - A zequential number will be noted for each controd and fortified
sataple to nete replizate semples.

Alr — Handwaeh - FaceMeack Wips Samplas
[Warker F5. AR HWY & FYY sarmples gnlyh

Sequential numkber to denote mulliple samples (if more than one
sampla is collactad) from the zame replicate. -01 ig the firt sampe
collectzd, -0Z is ihe second, ete. ¥ gnly one wask or wips samae is
coliecied, ther —01 will he the only sample number used. ¥ more than
ane musgt be collected during the replicate, uae a sequential number
la: mach, with the highest number used far the final sample collecied
that day
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2.5  The following is a list of example sample (D numbers:

090802 13-LL:  Study AEADR - worker sample - warkar rap. 2 - inhar gasineer -
el lags

D1-WE02-00-LA: Sudy AEAD - worker sample  werker ten. 2 - guter dogimmeter -
kxniar etme

DS-WE-D5-HW-01 - Siudy AEMDE - woroer samiphe - workoe (0. 5 - first hand wash
wakagted [ e. worker uged the bathirogrm: before end of rep. )

CE-WE-15-HW-02: Srudy AEADS - worker sampa - workes red. 5 — secamd hand
wash caliected, in this inatanca /L the end of the worker ackividy

QEWWS-03-AR-01: Siody AEADS - worker sampéa - worker rep. 3 - ait sample
DI-WS0S-F W01 Swedy ACALS - worker sample « worker rep, 9 « faceimech wipe

VI-FF-01-T-L2 Suwdy AEATT - Feeld fon. - firet ahoady day - inner dogimeter -
second low Leved

22-FF-02-FWHT Sndy AERZZ - Fiold fan. - tird study day - faceinack wips - flrst
hiah sevel [thie may be the second day of forlificetions for AEAZD]

23-FF-G3-FW-HZ: Siydy AEAZD - Figld farl. - third stady dey - facefneck wipe -
second high level

2.0 HisTORY OF CHANGES

imicrobial Aesessment Task Force Il
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AEATF 11-8G.1 Whole Body Sampling — Outer Dosimeters

Chapter 8:

STANDARD QPERATING PROCEDURE

Matrix Samples

AEATF II-8G.1

Whole Body Sampling -

Ouwter Dosimeters

Approval

BEAT= 11 QAL

Commiter Chais

Technical Cﬂ%{lﬂw W_

Elfactive Date: Margh 10, 2008 &

Dale;

Date: 3 ;”Eé é,{—'

.ﬁ LAY T T

1.0 PURPOSE AND SCORE

1.1

Thiz Standard Operat'ng Procedure {SCOP} provides a description of
procedures tor eollecting sesticide residues from whole body dosimatars
worn by workers {lest subjects) during tha Antimicrobial Evpasura
Agzsesgrreanl Task Foroe (AEATFE [ expasuns studies.

The auter dos mestar ighit and pants) will be used as a collection mediom
andd will ba Aanalyzed. The cuter dosimeler will be won direclly over the
tost sabjoct’s innor dosirmeter, Personal proteclive equipment (PPE) wil

2lsa be warn, T appropriate,

20 MaTERIALS REGUIRED

241

The lallowing materials arg regired for using and cellacting whola hody
auler dasimelar samples from each worlkerreplicata;

a.

k.

o

4.

100%: cotten long-saeved work sh's
0%, caften pants
Disposable gievas {12, lalex)

Srissors

Tt e
Sy By
e

American Chemistry Council - Antimicrobial Assessment Task Fores Il

Cleaning sglutions (fq,, methana . isoprapanal, aleoholiwatsr

rmixturs, acctonc, sfe)

Sealabla hags or cther su'labla hags ar sample conlainar

Aurmingrn (oi wrap

Fagelcfd
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3.0

4.0

h. Dsposable paser or plastc mal
i. Hargers, if aporopriste
I Caclar wilh fdry ice, ar fresser

k. Flazlic bags

UsE oF WHOLE Bopy DOSIMETER

The test zubjeckis) wil ba giver clean, new outer dosimeters prier b
inMiatian ol aach study rep iczte. The workers wl be allowad to charge
in a clean “privacy arez". Lisposabls gloves show o be worn by the tast
s.ihject and the ficle sersonnsd 19 minimize sontaminatian,

Carz should ka2 taken to provda cloibng cf adenquale T (ed., cut the
#xnass off tho pant 1293). The skirt shoule ke Wcked insg the zants
daring the cxposure replicale, The inner dasimata: arm and part cuffs
should nol exlend neynnd the quter dozimeter cufis (wrists ard anklss).

COLLECTION PROGEDURE

11

4.2

4.3

At

4.5

Tha workar wil rernewe histher shoes and applisabo PPE prior bo
crtoring e <ean samping area,  Tre worker will be laken o a
designated “privacy ares” for ramoval of clothing.

Dizposable papor, plastic rral, of alumindm foil will ba plzced on the
chairs and f oor of ke changing araa to reduce cose conlamirstion. The
rralerals will e shangsd aftor the procossing of each worker,

e Frld personne colhooling samples wl akways wear disposabls gioves
whan handlrg any work ciothing, desimelers. and PPE. Glowes wilbEz
changcd between handling PPE. war< clohing, outar dosmeator, and
inner dosmeler colaclion, Remowa garmants noa manner & avod
crogs-conlaminatian,

Ensurc that the scizserg hawe bean deconlamnated with solvent pror to
ube,  SCISEOS MUST De cleansd batwoon cach roplicato.

Cuttha shirt nto tonr {4) soctians:

a. Right & 1=ft upper arms (shoulder 10 elbow)
2. Right & laf: lower anrs (Slbow lo sufl)

., Frant torse {cut 4 sido scomas)

. Rean lorsc {cut as side seams)
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5.0

£.0

7.4

4.6  Cuttho pants nbe twe £2) seclions:
a. Righl & lelt unper legs (waist to ko)

k. Bight & loft lowes egs (knee o culf)

4.7 Oulzr cosimeters may ba nung on hargers during the Sempang as 1ong
ag 1he dosimeters do not caonkact the floer or other dosimeters,

4% HAemowve and discasd any p astic buttons from e athing,

48 P aceesach sample sec ion on 4 piece of aluminurm foil (suiicicnt size ta
completely wrap the dosimeter). Do not al ow samples b cortad ary
sarface batara nlacement cnto tha fo’l. Ensure Lhal the edges of the fqil
witan e tolded togstner ta prever: |55 of testimatana - Flace a sbel an
the alumnirum ol that identifies 198 sarmpls and pace tha sample into a
labeled, sealabls bag, Seal all ags.

4.1C  Ouler dasimeizr samp es may also be p aced circstly inio separate glass
lars in pragaraticn for methcd axtractior. Sample jars need 1o be ams
eqough 1 neld tha required 2mount of g0 wenl lor extraction, Eacq jar
will ha laholod with gample ident“ication and sealsc with its Teflpn-lired
lid. Ezmch jar will e placed inta separate iplos bags for shipping.

4,11 There shall ha aiv (6] outer dosimoter samplos por repl cate 35 outlined in
gacfion 4.3 and 4.6

SaMPLING INTERYALS

£1 CQutor whele body dosimelers w0 be oellestes 2l the 2nd of eag
moritoring repl cale, unless othenw'se instrucked by the prooool

FIELD STORAGE

b1 =laca samples colcctod curing the study in s cooler with dry ee or
portablz froczer untl procsssed ard placed inte frozen storags for
eh pping a: the end of the moniloring day (or a5 seon as practizal]. 1 doy
ioe is nol availaoie, e Slody Direclor musl be nolified hefore sample
co leci'on and ulhe- suitakble sloraoe condilions must be noted inthe raw
dala,

HISTORY QF CHAMGES

Revision Date Description Of Change
a 12:26/05 | Original Docurecnt
1 310706 | Added requirertens to saction 4,10 that “ars be
placac in Ziploc bags for shipping.

Page 3 of 4

Page 55 of 97

American Chemistry Council - Antimicroblal Assassment Task Force !

Page 56 of 100



AEATF Il VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program  25Feb08 Page 56 of 97

SOP AEATF 1-8G.0

Attachment

Diagram of Ouier Dosimeter

Front Torso Rear Torse

|cwvar Arms
I

Uppar Legs
[ ]

Lower Legs
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Chapter 10 — Field Study Procedures

AEATF 1I-10A.0 Rotameter Calibration

STANDARD OPERATING PROCEDURE

Chapter 10; Field Cperations AEATF II-10A.D
Rotameter Callbration

I

Approval
Technical Q’(\{\ :
Carnrmittes Chair; W& Date?““\\g«. Sty
AEATF [| QAL Date:_L) {fggx;} vl

Effective Uate: Dacamber 26, 2005

American Chemistry Council - Antimicrobial Assessment Tagk Force i

1.0  PURPCSE AND SCOPE

1.1 This Standard Operating Procedure (50P) provides the steps to properly
cafibtate a rameter used for measuremant of me air fiow rate through
an OYS air sampling tube used to collact air monitoring samples during
Antimicrohbial Exposure Assessment Task Force (AEATF ) worker
exposure studies.

20 EcutPMeNT REQUIRED

21 The following equipment is needed to calibrate the rotameters:

a. Parsonal low-wvolume air-samplar pumpls) (s.g., IKC, or
equivalent)
b. Tygonm fubing ar equivalent

. Appropniate calibration device or primary air flow meter {a,g,, BIOS
Dr'_-.fCaTE. Furz Mass low meter, Buck Calibrator, bubble meter and
stopwatch, or equivalant)
d. Field rotameter with an appropriate measuramernt ranga
3.0 CalaRAMON PROCEOURE

4.1 Place air-sampler pumps on chargers bafore each use. if the pump s
fuliy charged proceed 1o 3.2,

3.2 Werfy calibration of a rotemeter at least once 2 year or 1f rotamatar
operation bECOMes suspact.

Fage 1of2
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3.3  Startby ealibrating five individual air-sampler pumps ta five individual Aow
rates using a primary air flow meter {e.g. BIOS DryCal®, colibrate
according to the S0P for the appropriate flowmetery. Select five flow
rates that span the scale of the rotameter being calibrated,

34  Evaluate the rotamster cabbration by attaching, one at & time, the five air
ficw calibrated air-sampler pumps from 3.2 © the rotameter. Hold the
rotameter perpendicular to the grownd and after the retametar has bean
allowed 10 stabilzre, a reading frorm the riddle of the ball can be taken
and recorded,

15 i any reading deviates maore than £5%, the rotameter will be disearded
and replaced with a new ratameter,

4.0 HisToRY OF CHANGES

bial Assassmant Task Force Il
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AEATF 1I-10B.0

Packing, Handling, and Shipping of Samples

STaNDARD OPERATING PROCEDURE

Chapter 10: Field Operaticns AEATF II-10B.0

Packing, Handling, and
Shipping of Samples

Approval
Techeical A -
Committee Chair: W& Date:{:ﬁlﬁ“' i

AEATF (1AL

—

Oake; i

Effective Date: [ecember 26, 2005

1.0

2.0

PURPOSE AND SCOPE

1.1

This Standard Cperating Procedure (S0P provides a description of
precedures far handling the Antimicrobial Exposure Assassotant Task
Foree (AEATF) test system fmatrix] samples collected at the field test
sites. This SOF also covers storage, packing, and stupping procedures.

SAMPLE HANDLING AND STORAGE

21

22

23

24

All zamples will be collected as directed by the study protocol or
appropriate S0P to prevent degradation andfor contaminafion.

Place "dry" field samples (e.g., body dosimeters} in appropriste kebeled
containers, then “immediately” place i an ice chest with dry ice orin a2

freezer far transport ta the anaiyvtrcal facility or for long-term storege (=12
hours).

All liquid samplas ehould be placed in appropriate jars with hids. Adlow
sufficiert headspace when freezing these samples to prevent cracking or
breaking from expanaion.

Field forification sample and solution, contral sample and fiekd genetated
sample containers are to be storeqd =eparataly (a physical separation of
tha containers themsehes must be complled with, either In =eparate
boxes or plastic bags) in ica chests and/or freezers. Thess samples must
be kept separgte during shipping.  All samples from warkers are (9 be
howed and shippad separately from those listed in this section. This
gheauld minfmize the potantial for cross-contamination,

Page 1 of 3

Page 59 of 97

American Chemistry Council - Antimicrobial Assessment Task Force |

Page 60 of 100



AEATF Il VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program  25Feb08

S0P AEATF-10B.0

3.0

4.0

SANMFLE PACKING AND SHIPPING

41

3z

3.3

34

35

Samples, when packed for ovemight shipping, should be placed an dry
ice in insulated containess {boxes or coalers). Be sure to add enough dry
ice to keep the samples frozen for at least 26 hours, Samplkes packed for
transport by freezer truck semvice will be boxed and stored frozen uniit
picked up by freezer truck.

Before shipping, all sample nembers should be checked against a
sanpla list to provide an accurate shain of custody form for the anakytical
laboratary. A copy of the signed form will renain in the raw data koghook.
Chafn of cusiody documents will be included with the shipment to the
ahalytical laboratory. See the attached example.

All samples in bottles should ba placed in zealable bags and wrapped
with pratective wrapptng materials {2.g., bubble wrap or newspapsr) to
minirmize breakage. Bottles must be securely packed i each shipping
container so that there is minimal or no movement. Additional bubble
wrap or paper may be piaced in the sample shipping container to provide
cushicring.

if samples must be shipped via a cormmercial overnight freight carrier,
they are always shipped on a priority basis. For local studies, samples
will be transpoited on dry ice, in a cooler, from the field 1o & leboratomy
freezar.

An effort should be made to ship samplas to arrive at the deskgnated
facility an a weskday, Do not ship samples over @ weghend unless =
tragzar truck service is being used.

HisTORY OF CHANGES

. Revigion | Date |~ ‘Description Of Change

o

I 122605 1 Original Documsnt
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Attachmant

P Sample Shipping Form
I C e ienairpe

Antlmlr.:mhlal Expnsura Assessment Task Force I

Sample Shipping Cham of Custody

i_ﬁEA.TF St Mo, [ Samale Typer
i__AEATFGS OVS Tubgs Ohrem.rghr ' Tofl
| Ship Ta: Gatp Fror:
1 Analyfical P Stuay Director
" Analyfical Laborafory FacilityfCompany
| Addrgss Address
Ciy, Slale Zip Code City, State Zip Code
, Taarner T gl il . | Pake Shppadiintials:
. Fedtx ! MIZ3406 7 ] D20708 RF
Aparaximaie Amourd of Dy lee Ircuded: Gonpwions of Samples when Packed:
I 1. A _L__F@geﬂ kept in freqzer orrsite
1 Sommenh:
______Airsamples from inisls 1 o 10, two coolers in shipment
"Lt of Samn piws Shippod: Racatvad: | List of Samples Shippesd: | Rmbived
T Coolar 1: Cooter 2: |
AR-DE-M-01 o I
AR-DS-01.02 7 | Seeatached sample hst |
AR-DS-(1.0% v in cooler 2 for sarmples in |
ARGE-(1-04 ¥ coaler 2 | ¥
AR-DE-01-05 v |
AR-DE-02-07 y :
AR-D&-02-02 - I
ARLDS-(G2-03 - I
AR-DS-02-04 ‘; |
AR-DE-02-05 |
Theig Aanawsd: | Receled BwCompany o
L _(JE.."GS.-"'OS : T Dﬂm’ﬂnalyﬁcal— Lat; Ine
“Candfan Pezaived:
- Fregew dey ice L present e covrler
Desunmnnrbarnplm at.ﬂ.nar,-uml FacOty. Db Fiaged i Sratapentials:
L Freeger 1A Z-08-06TD

De net ship samples over 2 weekend unless on a freezer huck.
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AEATF 11-10C.0

Worker and Study Observations

STANDARD OPERATING PROCEDURE

Chapter 10: Fisld Operations AEATF I-10C.0

Worker and Study Observations

Approval
Technical '

Committee CT:I:iE:: QMQ(WK‘;;JJS\;\ Date: wmmf'

AEATF [l QAU ﬁ%uj Cﬂ,f.j/w

Effactive Dale; Dacamber 26, 20085

Date: ;"A/f;{f? 5

1.0 PURPOSE AND SCOPE

1.1

This Btandard Operating Procedura (S0F) describes procedures for the
necessary cbEervations to be performed during the field phase of the
Antimicrobial Exposure Aszesament Task Forse (AEATF 1) exposure
studies,

FIELD NOTEBDOKS

21

22

To standardize and facilitete data collection, a field notebook will be
provided ba the fald contractors prior ko the exposura-monitoning period.
The natebook will provide the necessary forms for study data eollection.
Instructicns for the use of notebook will be located at the front of
notahook.

The provided notebook wil conlein the AEATF |l study number and
contractor project number on each page. If additional pages ane inserted
into the field noteboak, this information must be includad on the inserted
pages.

SITE DETALLS

31

Record site details on the appropriate forms in the field notebook,
Record the following information, at a minimuem:

a. Prepare & sketch map of the working arsa giving key details such
45 Compass points, mixing area, treatment arsa, and sampling
area.

b. Record on the form the study number, ste referance. dare and fnltiaks.

Page 1 of 3
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4.0

5.0

6.G

[} Atach a copy of a mep with the nearest fown circled and give
deiails from there,

d. If detaily of the location change te.g., move o a different location
for applicanon), prepare & new sketch showing the new conditions.

ENVIRONMENTAL CONSIDERATIONS

4.1

4.2

Outdoor envirgnmental conditions, neluding but not imited to, wind
speed. wind direction {refative to the test site and direction of application),
air temperature and ralative humidity will be montored and recorded
locally by meaans of a weather stafion at each tral sita during worker
manitoring. or by reference o data from the nearest NOAA weather
stalion. Measunbg equipment for on-site weather stations will be
calibrated per the contractors S0P,

Indoor etrvitonmental sonditions, meluding but not imted to, air
temperatura and relative humidity witl be monitored and recorded by
means of caliprated measuring devices lncated within the designated test
areas. Measuring equiptment for indoor monitaring wil be calibrted per
the contractor's S0P, VYentilation systam will be described 1 tha raw
data.

Cal BRATION AND EQUIPMENT DETAILS

8.1

Details of application equipmend will be racorded in the field notebook,
Applicalian equipment will be ealibrated, and calculafions recorded, as
defined in the study protocol.

SUBJECT (BSERVATIONS

61

62

6.3

.4

LI=& the appropriate fonm in the field notebook to record the times arnd
descriptions of 8l activitiea other thart mixing, loading, andfor application
activities; g.q., resting, lunch, washing hands, driving vehickes, aft.

Describe clothing and personal pratestive equisment (PPE) warn and
location functionisite condition, Record any instances of removal of
proteciive equiprment during the monitoring penod,

Record start and stop time for the activities. Record the productivity of
each worker during the activiies (e g, amount of product handled, area
coverad, eto),

Recond any ackicns that might explain any unusualky high or [ sxpRosuma
vatues for any of the body parts (5.5, spilie, working with nozies,
contacting wet surfaces, efc ).

Page 2of 3
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7.0 HisToRY oF CHANGES
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Application Equipment Operation Verification

STANDARD OFPERATING PROGEDURE

Chapter 10: Field Operations AEATF 1-10D.0

Application Equipment
Oparation Varlfication

r
|

)'Appmval

Tachnical Q : ¥ —
!Committea Chair: Wﬁ- DatE'::':"ﬂ'lh—‘-'z'al *
Date_L = 5& |

AEATF Il QAL Q‘ il
Effective Date: December 26, 2005

1.0

2.0

PURPDSE AND SCOPE

1.1

1.2

This Standard Operating Procedure (SOP) provides the steps for the
Study Director, ar designee, to follw when assessing the operahility of
application aguipment {mop, Mandheld sprayer, sfc.) prior to being used
in Antimicrobial Exposure Assessment Task Force [AEATF) worker
exposure studies.

Thig SO will cover varous commercial application equipment that may
be used on AEATF worker exposyre studfes. Singe the AEATF will
measure handier exposure {appiicator) under axpected warking
congitions using standard induelry practices, no modifications or
maintenance will be performed by the AEATF {o the equipment, In orier
lo maintsin an acceptable level of seientifie integrity, the AEATF will
perform savaral siaps to assess the operational capabilities of the
application equipment.

EcPMENT RECORDS REVIEW

2.1

2.2

The Study Direttor will oblain copies of pertinent maintenance and
calibration resords provided by the equipment cwner. These copias will
be maintained by the AEATF in the approphate study fils.

The Study Dirsctor, or desighee, will review the equipment records prior
Yo the application. The records shoukd indicate reasenable maintenance
has been conductad by the squipment ownerfoperator, and that the
function of the aguipment has been checked within the six months priarto
the AEATF study.

Pagatoll
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3.0

4.0

5.0

6.0

"Revigion | _Date .

Visual ECuiPmvENT INSPECTION

31

+2

3.3

The Study Direcior, or dezignes, wili parfonm 2 genaral visual inspection
of the application equipment. Visible signs of damage shall be noted. The
owerall condition of the equipment will be documentsd,

The Study Birector shall point cut any deficiencies or questionable pars
of the equipment io the ownerfoperator. If deemed necessary, the
ownerfoperator shall perform the neeced Tepairs prior 1o the AEATF
application.

All obsarvations ang corractive actions (if applicable) wil be documented
in the study file.

VERIFICATION OF GENERAL OPERATICN

4.1

42

The matput of the applicaticn squipment will he visually assessed priorto
the application. This entaits verifying that each nazzle {or other deliveny
macharism} is discharging while the squipment is running and at
eperating pressure, This should be done withoutthe test substance in the
tank. Individual cutput from any nozzle may be collected and measured
at the discration of the Study Director, Al shsarvations or measuremshts
mada will be documeanted in the study filo.

The averall operation of the equipmeant shall be verified. Any significant
prodfams that interfere with the applicaticn shall be discussed bofore
procesding with the apgelicatian. All pbganationz and cormective actions (if
mecessarny] will be documented in the study fils.

APPLICATION EQUFMENT QLTRUT

&1

If deemead necessary by the Study Oirector, a complete measurement of
each nozzle's output shall be completed, in duplicate, pricr to the AEATE
application. Afll resubts and calaulations will be documentad in tha study
file,

HisToRY OF CHANGES

_Description Gf Change

T 72726105 1 Original Decument
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AEATF II-10E.O

Worker Sample Collection Sequence

STANDARD OPERATING PROCEDURE

Chapter 10: Field Qperations AEATF H-10E.Q

Worker Sample Coflection Sequence

Approval

Technical ‘ N
Commilitee Chair M( ,@j\h\-\ Date:‘i‘fg\\g"—t._mr
D
I' D A A
[ AEATF N QAL &%Mf oy Date:_/ {"g- A s

/ Effectiva Data: Dacambar 26, 2005

!

1.0

2.0

FURPOSE AND SCOFE

1.1

COLLECTION SEGUENCE

2.1

2.2

23

2.4

4.5

28

2.7

imicrobial Assessment Task Force |l

Thiz Standard Operating Procedure {S0P) describes the =equence for
the rg=earch personnel to follow when collecting waorker samples from the
fiskd phas= of the Antimicrobial Exposure Assessment Task Foree
(AEATF) exposune studies,

Upon completon of the standard replicate, the worker shall return to the
appropriate staging area.

The research personnel will chack the air pump flow rate Lsing
equipment and techniques descrited in S0Fs 5.0 and 10.A. The air
sample will be collected accarding to SOF 3.0, and the air pump and
lines rermoved from the worker.

The werker will then remove their own personal profective squipment
{FPE) wuorn oh the head, which may be a respirator or glasses.

The weorker will then remeowve any body PPE (8.9, apren, covaralls, or
gloves} they may be wearing and their shoes, then the worker may enter
the Glean sampling area,

The researcher will callect hand wash samples, according o 30P B.B.

American Chemistry Councit -

After collection of hand washes, the researcher will collect face/neck wipe
samples, according to SOP B.C.

After collection of the face/neck wipes, the researcher will remcve the
outar and innar dosimeters frant the worker, acconding to SOP E.J and
B.A, respectively.

Pege 1 of 2
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28  Atthis poird. all worker gamples will have been collected and the worker
shall dress In thefr streat chothes and may be dismissed.

2.8 Any deviations to this procedure must be documeanted in the raw data
and the Study Director informed of the changes ard reasons. This
sequence ohly applies o the post-replicats sample collection procedure.
Interim samples that ars ¢ollected will be done according (o the specific
matrix sample 50Ps and identified according tn S0P B.F.

3.8 HISTORY OF CGHANGES
[Revision [ Dare | " Description Of Change
] 12/126/05 | Original Document

American Chemistry Council - Antimicrobial Assessment Task Forca It

Parga 2 0F 2

Page 69 of 100



AEATF Il VOL. 6 SOPs for a Multi-Year Antimicrobial Chemical Exposure Monitoring Program  25Feb08 Page 69 of 97

AEATF II-10F.0 GPI Electronic Digital Flow Meter

STANDARD OPERATING PROCEDURE

Chapter10: Fleld Operations AEATF I-110F 0
GPI Electronic Digital Flow Meter

Approval
Technical . '\—_ )
Committes Chair: Q#%{'MN Date: &l“ﬁr_

L
AEATE Il QAU: Sz . Date: /2.0 /s i

Effective Date; Decamber 26, 2005

1.4 PURPOSE AND SCOPE

1.1 Thie Standard Operating Procedure (S0P} provides the etaps ta proparly
operate, calbrate and maintain the Great Plzing Industries, inc. (GPI)
Electronic Digal Meter for reconding applicabion solttbion amourts during
Antimmicrobial Exposure Assessment Task Force {(ABATF i) worker
|xposye SnKlies.

ial Assassment Task Forcs Il

2.0 EOUIFMENT REQUIRED

2.1 The following equipment is needed to calibrate the flow meters:
4 GP| Electronic Digital Mater
b. “Calibrated" Bucket/Container or equivalent
L. Water Scunce

d. GFl Electranic YYater Meter Operations Gulde and Cwner's
marnual

o CALIBRATION VERIFICATION PROGEDURE
3.1 If nag¢assary, prepare the meter according o the manufacturers

directions by insgtalling twe [Bngihs of pipe (207 and 5™, minimum) on the
iriet ared cutlet ends, respactivaly.

American Chemistry Council - Antimi

3.2 Aftech the water sgurcae 1o the inlet pipe. Secure the connection and
engure that there are no leaks.

3.3  Zerothe meter by pressing and holding the DISPLAY bubon for three
gefonds. The meter shoukd read zeros on the display.

Pago 1 of &
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4.0

5.0

34

3.5

36

3y

Tum on the water source and fill the container to the predetermined
volume mark. Use & continuopus, fuli strearm for the flow. Tuin off the
water,

Record the reading on the meter, Compare to the predetermined volume
and caleltate the percent diffarence.

Repaat steps 3.3 to 3.5 a minimum of three times for each meter until all
meters to be uzed have been caiibratad. Each meter should be within 5%
of the expected valume,

If the reading on the meter is consistently greater than 5% of expected,
then the meter must be electronically callbrated acoording to the
manufacturers directions, Refar to the Calibraticn saction in the Cwner's
marwual, pp. 10-13. After electronically calibrating the meter, recheck the
meter as described above.

OPERATICN

4.1

4.2

4.3

4.4

4.5

A complete description of aperation controls is described in the Owner's
Manual, Operations seclion, pp. 6-10.

Tum tha meter on by prezsing and releasing the DISPLAY button. The
meder will attomabcalty turm o when liguid fows through it The meder
wilt automatically tumn off after apgrosdmately four minutes of non-use.

To ciear the batch totals display, preses and hold the TREPLAY buttan for
three seconds, The cumulative total cannct be clearsd, oxcept Dy
remoying the hatteries,

Ta zelect a calibration curve, hold the CALIERATE button whila pressing
and rekeasing the DISPLAY butkon until the desired calibration curve
shows an the display. The factory calibration curve should be selected. If
a figld ealibration surve ia necessary, then follow the manufacturers
directions for ¢raafing a flald calibration. See the Owner's Manuoal,
Calibration, pp. 10-13. Docuntent this action in the raw data,

if the digplay is dinl or non-axigtant, then the batteries are too weak to
operate the meter properly.

MAINTENANCE

51

52

& complete descriptinn of maintenanece proceduras is dezcribed in the
Cwners Manual, Maintenance section, pp. T4-15.

During daily or rowine use, thesa niatarz arg maintznance-fres.
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6.0

.3

o4

5.5

56

The meter should be cleaned after each use to prevent and debris from
accurmulating an the interizr, which can degrade accuracy and damage
the lurbine, Dried material sheuld be cleaned with a penetrating lubrhcant,
such 23 WDL40® Do not submerge the meter,

If the reading is dim ar blank, rapiace the batteries. Remove the covear by
unzcrewing the four face screws. Lift-off the faceplate, remove the old
baterizs, clean the battery terminal, and replace with fresh batieres.
Replace the faceplate, and retighten the four screws.

If the meter fails to operate properly, cannot be adequately calitrated, or
otherwise does not oparata, then the msetsr should ba removad from
senige, and either refurned to the manufacturer for repair, ot be
replaced. Do not attempt 1o repair of modify the intermal stuctures,

Fecord battery replacements as “routineg’ maintenance. Records cheaning
procedures ahd 'nouting” maidenance. Resord nonfunctioning retumed
for regair of replacament and “non-routine” maintenanca.

REFERENCES

g1

g.2

For complede and detailed information on the operation, calibration, and
maintenance proceduras refer to:

£.1.1 GF| Electronic Digital Meter Qwner's Manual Ko S206885-8
6.1.2 GF| Operations Guids for Electranic Digital Mater No 220731-2

Grazt Plains Industries, e,

5252 East 36" Straet North

Wichila, K5 87220-3205

TEL: 36-586-7361 {olHree: 1-800-835-0113
FAax: 316-626-6T46

wiwy. gplains . comigpl

7. HISTORY OF CHANGES

Revision | Date ~_ Description Of Change

o

! 12/26/05 | Original Dosument
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8.0 REFERENCE DIAGRAMS

American Chemistry Council - Antimicrobial Assessment Task Force Il
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AEATF 11-10G.0 Personal Air Sampling Pump Calibration

STANDARD OPERATING PROCEDURE
Chapter 10: Fiald Operations AEATF 1-110G.0

Personal Air Sampiing
Approval

Pump Calibration
Techrical QT‘% -
Carmimittae Chair: W"L'\ Date: &Q‘th 3

o

r
F
!
é AEATF il QALY ) Date: /2 Zfi el
I

Effective Date: Degambar 26, 2005

1.0 PURPOSE AND SCOFE
1.4 This Standard Operating Pracedures (SOP) provides the sieps to properly
calibrate the personal ar sampling pumps used to collect air menitoring
samples dunng Antimicrobial Exposure Assassment Task Force (AEATF
I} worker axposure studies.

2.0 EAQUFMENT REQUIRED

2.1 The following equipment is needed fo calibrate the sampling pumps:

a. Parsonal low-wolume air sampling pompisy (e, SKC, or
enquivalent)

h. T5.fg|u:an'1"1 tubing or equivalent
c. Appropriate OSHA Versatile Samplar (0WS) Tubes

d. Appropiiate calibration device (8.4, Kurz Mass flow meter, Buck
Calibratar, bubkla neter and stopwsatch, or equivalent)

.0 CALIBRATION PROCEDURE

3.1 Place air sEampling pumps on chargers before each use. IF the pump is
fully charged proceed to 3.2

American Chemistry Council - Antimicrobial Assessment Task Force 1!

3.2  Calibrate air s=ampling purnps bafore use in @ach meniing replicate.

Calibrations will take place on the day prior 1o or the same day the pumps
are to be uzed.
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4.0

5.0

33

34

A5

36

Calibrate the pumps under zctual use conditions, as the air temperature
may affect the aitflow (&g, calibrale cutside rather than inside for
exposure frials). Calibrate pumps with the appropriate OVS tubef
sampling frain aftached,

Follow appropriate contractor SOPs for the individual sahbration methods
for contractor equipment,

Adjust tha airflew rate o approptiate rate as defined in the study protocol
[e.g. 2 lkars par min {L'min)] and dosument the flow rate and pump
number in the raw data.

Turn eff the air sampling pump and set azide. Repeat sleps 3.4 and 3.5
until 2il nesdad sampling pumps (nctuding bBackups) have bxeen
calibrated.

PosT EXPoSURE FLOW RATE CHECK

4.1 LUsing the same methods to cafibrate the air pump, measure the airflow
with & new CVS tube. Dosurnent the results in the study file.

4.2  Check the post exposure flow rate after tha raplicate OWS tube has
been remawved by the fizld sample collzechon personnel.

HIZTORY OF CHANGES

_Revigion | Date

_Description Of Change

O

T 420608 T Onginal Dosument
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Chapter 11: Human Subject Management AEATF II-11A.0
Pregnancy Testing

Approval

Technical N
Committee Chair: @A\AW \, Date: ! 1%5 2058
N\

AEATF Il QAU: /gW( Cfmﬁq Date: A 2L~ 2F

Effective Date: March 7, 2008

1.0 PURPOSE AND SCOPE

1.1  This SOP outlines the steps to be taken to assess the reproductive status
of a female worker (or subject) who is being considered for participation
in an Antimicrobial Exposure Assessment Task Force (AEATF II)
exposure study. AEATF Il policy does not permit pregnant workers to
participate in its exposure studies. Federal Regulations (40 CFR Part 26,
§26.203) prohibit a pregnant or nursing female from participating in these
studies.

1.2 These procedures are also intended to protect the worker's privacy with
respect to her employer and co-workers concerning the outcome of the
pregnancy test.

2.0 PROCEDURE

2.1 Each potential female volunteer will be told during the consent process
that any woman who is pregnant or nursing is ineligible to participate in
an AEATF Il exposure study.

2.2 Within 24 hours prior to study participation, any woman <50 years of age
who has signed the ICF for participation will be asked to take a urine
pregnancy test (over-the-counter variety).

a. The pregnancy test kit will be provided by AEATF II.

b. The pregnancy test will be supervised by a female researcher who
will explain how to take the test.

C. The researcher will escort the female volunteer to the bathroom
and wait outside while the volunteer self-administers the test.

Page 1 of 2
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3.0

2.3  The outcome of the test will initially be known only to the worker.

2.4  After the test, the worker will state her desire to continue or withdraw from

participation in the study.
a. If the potential worker or subject chooses to withdraw from the
study.

She will be allowed to do so without stating a reason and
will be compensated for her time and inconvenience.

The test results will not be revealed to the employer or co-
workers.

The test results will not be documented. Consent forms
and all other records associated with the volunteer will be
promptly discarded.

b. If the worker states the desire to participate

i.

A female researcher trained in the interpretation of
pregnancy tests will confirm that the pregnancy test is
negative.

negative pregnancy test results will be recorded in the
study raw data.

2.5  With the confirmation of a negative test result, the subject will be
permitted to continue in the study.

HISTORY OF CHANGES
Revision Date Description Of Change
0 3/7/08 Original Document
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Chapter 11: Human Subject Management AEATF 1I-11B.0
Heat Stress
Approval
Technical C?/)(\
Committee Chair: Mb Date: Tt o~¢
ALY
AEATF Il QAU: /?m( éiw Date:/4 /24028
7
Effective Date: March 7, 2008

1.0 PURPOSE AND SCOPE

1.1 The purpose of this Standard operating Procedure (SOP) is to provide
information on the recognition of conditions that contribute to heat-related
illness that may occur during the conduct of an Antimicrobial Exposure
Assessment Task Force (AEATF Il) worker exposure study.

1.2 Since workers wear an extra layer of clothing during AEATF Il exposure
studies in addition to any required PPE, the risk of heat-related illness
may be increased. This document presents a summary of situations that
increase the risk of heat-induced illness, procedures for preventing heat-
induced illness, early signs and symptoms of heat-induced illness, and
what to do if heat-induced iliness becomes apparent or suspected.
AEATF Il Study Directors will use this information to brief field personnel
prior to each exposure study conducted by the Task Force.

1.3  This SOP describes the measures to be taken to minimize the risk of
heat-related iliness to workers during their participation in an AEATF Il
field study, measures to be taken if a worker is affected by heat-related
illness, and how AEATF |l researchers will monitor environmental
conditions (ambient temperature and humidity).

1.4 The Study Director will identify any workplace plans to handle heat-
related illness, and discuss the AEATF Il procedures with the employer
and workers. The Study Director shall gain agreement from the employer
and workers to utilize the AEATF Il procedures during the conduct of the
study. This will be documented and included in the raw data.

Page 1 of 13
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2.0 INTRODUCTION

2.1

There is potential for heat stress to workers under certain conditions of
temperature and humidity. For workers who participate in AEATF |
studies, this potential increases because an additional layer of clothing
(inner dosimeters) is required and the required outer layer (outer
dosimeter) may be hotter than clothes normally worn by the worker.

3.0 RISKFACTORS

3.1

Heat stress is the build-up in the body of heat generated by the muscles
during work and from the environment. Heat exhaustion and heat stroke
result when the body is subjected to more heat than it can accommodate.
The following factors can increase the risk of a worker experiencing heat-
induced ilinesses:

a.

Weather: increased temperature, increased humidity, direct
sunlight, and low winds all contribute to heat stress. Keep in mind
the effects of high temperatures and high humidity are more than
additive.

Workload: the body generates more heat during heavy work than
during light or moderate work, so activities involving lifting and/or
walking contribute more to heat stress than sedentary tasks.

Clothing and PPE: the evaporation of perspiration on the skin
helps cool a person so the more clothes a person wears, the
slower the perspiration evaporates and the longer it takes to cool
off. In addition, coated and non-woven synthetic garments (e.g.,
rainsuits) effectively block evaporation of perspiration and
contribute to heat stress.

Worker conditioning: younger workers, well-rested workers, and
physically fit workers are less likely to suffer heat illness than other
workers. In addition, workers who are not acclimated to working in
the heat are at much greater risk of heat illness. Most importantly,
workers must remain adequately hydrated, which means water or
sports drinks should be consumed before and regularly during
work.

Page 2 of 13
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4.0 PREVENTION PROCEDURES

4.1  The Study Director shall make pre-study arrangements to provide access
to local emergency medical assistance if necessary during the conduct of
an AEATF Il study while workers are being monitored. The Study
Director shall conduct periodic observations of workers during the study
and will advise subjects any signs of heat-related illness.

4.2  During all AEATF Il studies, the Study Director and field personnel share
responsibility for awareness of heat illness. The following procedures
should be followed:

a.

Post a copy of the poster titled “Controlling Heat Stress Made
Simple” at each field site (for example, in the staging or dressing
area) so workers and field investigators will remain aware of the
issue and can refer to the information on the poster (which is
similar to this document). Both the English and Spanish versions
will be posted.

Ensure plenty of water and sports drinks are available for the
workers.

Immediately before monitoring begins, remind the workers of the
risk of heat stress, suggest they drink some liquid before they start
work, and let them know how/where they can get liquid during the
monitoring period.

Urge workers to drink liquid during the monitoring period and
remind them that thirst does not give a good indication of how
much liquid a person needs to drink. There is no need to take
hand washes or stop inhalation monitoring during a water break.

Observe workers during the monitoring period and be aware of the
signs and symptoms listed below in Attachment A.

Require workers to take rest breaks when any signs or symptoms
outlined below are present.

5.0 SIGNS/SYMPTOMS AND FIRST AID MEASURE

5.1 Researchers should be familiar with the signs, symptoms, and treatment
of heat-related ilinesses outlined in Attachment A: Heat lliness Symptoms
and Treatment Chart.

Page 3 of 13
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6.0

7.0

FIELD PERSONNEL RESPONSIBILITIES

6.1

6.2

6.3

6.4

6.5

6.6

During all AEATF Il studies, the Study Director and field personnel share
the responsibility for awareness of heat iliness. This section stresses the
importance that symptoms be recognized and responded to promptly and
appropriately.

The Study Director will have received training, such as by the American
Red Cross or other recognized training organization, in the recognition of
symptoms associated with heat-related illness and in what measures
should be taken to relieve symptoms of heat-related iliness.
Documentation of training will be kept in their personnel file.

The Study Director or AEATF |l representative will provide instruction to
field personnel, including study observers and field monitors, regarding
the recognition of signs and symptoms of possible heat-related illnesses
and actions necessary if heat-related iliness occurs. The basis for this
instruction is outlined in sections 3.0, 4.0 and 5.0 of this SOP.

During the consent process, the Study Director will provide the volunteer
with information on early signs and symptoms of heat-related ilinesses.

Just prior to monitoring, the Study Director will discuss heat-related
illness with the volunteers and the need to immediately report to the
individual observer or other researcher any iliness or injury.

The Study Director will ensure that a copy of the poster entitled
“Controlling Heat Stress Made Simple” is posted at each field study site
(such as in the staging or dressing area). It will be visibly placed so
workers and field personnel will remain aware of the issue and can easily
refer to the information on the poster. Both English and Spanish versions
will be posted.

RESPONSIBILITIES FOR CONTROL AND TREATMENT OF HEAT-RELATED
ILLNESS

71

The Study Director is responsible for taking actions to minimize the risks

of heat stress during field monitoring. These include:

a. monitoring environmental conditions (heat index based on ambient

temperature and relative humidity) which may influence the risk of
heat-related illness

b. when necessary, initiating specific steps intended to prevent or
minimize the occurrence of various heat-related ilinesses

C. when necessary, relieving symptoms of heat- related illnesses

Page 4 of 13
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8.0

7.2

7.3

7.4

7.5

7.6

7.7

d. determining, in consultation with the on-site medical professional,
if medical treatment is required.

Prior to monitoring, the Study Director will ensure coordination with local
emergency response or medical professionals to provide medical
coverage if needed. This should include at least identifying and locating
the closest facility, calling or visiting the facility, and determining the best
way to get emergency medical assistance. If possible the staff of the
medical facility should be informed when and where the research will be
conducted, and that any subjects needing medical attention will be
brought to that facility.

The Study Director will make the final decision for conducting the study
during conditions of elevated heat stress potential. The Study Director
may elect not to initiate the study or to terminate the study operations on
that particular day based on stop criteria outlined in Section 11.0.

The Study Director will inform all study observers at the start of the study
of the current Heat Index (Apparent Temperature) Category. The
observer will be informed if or when the Heat Index Category
subsequently changes.

The study observers will record on their Observation Form that they have
looked for signs of heat illnesses. Recordings will be made periodically
and whenever they are informed that a Heat Index Category has
changed.

If a study observer believes a worker is showing signs of heat-related
illness, he/she will take immediate steps to mitigate effects as outlined in
Attachment A and reports to the Study Director immediately.

The Study Director, in consultation with an on-site contracted medical
professional if present in a study, will decide if and when to stop a
worker’s participation in the study. The final authority to terminate a
worker’s participation in the study rests with the Study Director.

FIELD RESEARCH RESPONSIBILITIES

8.1

8.2

8.3

Assure that adequate cool drinking water or sports drinks are available to
study participants.

Assure that shady areas are available during breaks.

Initiate worker exposure monitoring during the cool part of the day
whenever practical.
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8.4

The National Weather Service (NWS) Heat Index Chart will be
referenced as the basis for this section of the SOP. The Heat Index
Chart is divided into color-coded categories, each denoting a range of
heat index (HI) temperatures at which heat-related illnesses can possibly

or are likely to occur. (Ref. 14.1) See Attachment B for a copy of the
Heat Index Chart.

9.0 HEATINDEX CATEGORIES

9.1

The following table summarizes the HI Categories, and relates category
to ambient temperatures. However, as discussed in Section 10, heat
index is a function of both temperature and humidity as shown in
Attachment B and reflects how the body perceives heat. At high heatand
low humidity, it actually “feels” cooler than the ambient temperature, while
higher humidity can make a lower ambient temperature feel hotter. The
relationship between heat and humidity feel reflects the evaporative
cooling the body can obtain from perspiration.

National Weather Service Heat Index (Apparent Temperature)

25FelSOP AEATFatk $18.07

HEAT INDEX
TEMPERATURE
CATEGORY RANGE, °F POSSIBLE ILLNESS
Not applicable Less than 80 None anticipated
Fatigue possible with prolonged
Caution 80-89 exposure and/or physical activity
Sunstroke, heat cramps or heat
Extreme Caution 90-104 exhaustion possible with prolonged
exposure and/or physical activity
Sunstroke, heat cramps or heat
Danger 105-129 exhaustion likely, and heatstroke
possible with prolonged exposure
and/or physical activity
Heat/Sunstroke highly likely with
Extreme Danger 130 or higher | continued exposure

10.0 DETERMINATION OF HEAT INDEX

10.1

The heat index determination requires readings of local ambient
temperature and relative humidity. Appropriate meteorological
instrumentation will be used to determine the HI, such as a portable
monitoring device, a sling psychrometer or on-site weather station.
Measurements will be recorded and included in the raw data.
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11.0

10.2 Temperature and relative humidity readings will be applied to the Heat

10.3

10.4

Index Chart to determine the HI. Match the measured readings to those
on the Heat Index Chart. The Heat Index will be the temperature shown
at the intersection of the measured temperature and humidity readings.

The resulting HI will be increased by 10° F [6° C] if the worker is
working in direct sun. This includes work performed in greenhouses
taking direct sunlight. If working in shaded areas such as enclosed cabs,
tractors with canopies, or shade houses, or during evening or prevailing

cloudy conditions, then the heat index reading needs no adjustment.
(Ref. 14.2).

It is not necessary to monitor the heat index if the ambient temperature is
below 70° F [21° C]. However, certain combinations of ambient
temperatures between 70-79° F [21 - 26° C] and relative humidity
readings are equivalent to HI values found in the CAUTION Category if
adjusted for working in direct sun. Therefore, once the ambient
temperature reaches 70° F [21° C], begin monitoring the Heat Index at
least every hour. (Ref. 14.3).

CRITERIA FOR FIELD MONITORING AND STOP CRITERIA

111

11.2

Worker exposure monitoring will be initiated as scheduled unless
extremely hot conditions are present. Specifically, worker exposure
monitoring will not begin if the HI is 2130° F [64° C], or 2120° F [49° C]
when working in direct sun (EXTREME DANGER Category). These are
the beginning of the range of temperatures at which heat stroke is highly
likely. (Ref. 14.4) The Study Director, at his discretion, may choose not
to initiate monitoring, regardless of the HI.

The Study Director will exercise the requisite vigilance to heat stress
conditions, sections 11.4 through 11.13. The degree of vigilance adjusts
to changing environmental conditions (heat index based on temperature
and humidity) which may affect worker risk to heat stress. In addition, the
the Study Director, or if present at a study, the on-site medical
professional, will periodically observe workers when conditions exist for
potential heat related illness.
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11.3

11.4

11.5

11.6

11.7

The symptoms of heat-related iliness and measures to relieve symptoms
as described in the following sections are based on EPA’s “A Guide to
Heat Stress in Agriculture”, Table 1 - Heat llinesses and First Aid
Measures. They are not meant to be all inclusive, but serve as general
guidance for purposes of this SOP. The Study Director will be trained in
the recognition of signs and symptoms of heat-related illness, and in
determining measures needed to relieve symptoms, and he will exercise
appropriate diligence under the specific conditions of a heat-related
event. Additionally, the Study Director should consult with the on-site

medical professional, if present at a study, with regard to suspected
cases of heat-related iliness.

If the HI is < 80° F [27° C], or < 70° F [21° C] when working in direct sun,
no specific vigilance is necessary. Observe for early signs of possible
heat iliness, such as fatigue.

If the HI falls between 80° - 89° F [27 - 32° C], or between 70° - 79° F [21
- 26° C] when working in direct sun (CAUTION Category), increase
vigilance by specifically observing for possible signs of early heatiliness,
which can include fatigue, dizziness, irritability or decreased
concentration, especially if the worker has been working for a while.
Inquire periodically about how they feel. If symptoms arise, rest the
worker in the shade for approximately 30 minutes until cool and give
water or sports drink.

a. NOTE: If the worker develops heat rash, rest the worker, give
water or sports drink. [If the rash persists or bothers the worker,
then STOP THE WORKER EXPOSURE MONITORING.

If the HI falls between 90° - 104° F [32 - 40° C], or between 80° - 94° F
[27 - 34° C] when working in direct sun (EXTREME CAUTION Category),
the Study Director should either STOP THE WORKER EXPOSURE
MONITORING or increase vigilance even further by observing for
possible signs of: heat cramps, such as muscle spasms, heavy
sweating, thirst; heat exhaustion, such as fatigue, headache, dizziness,
fainting, heavy sweating increased pulse; heat stroke, such as headache,
dizziness, irrationality, coma, rapid breathing. These conditions are
possible if the worker has been working for a while. Inquire periodically
about how they feel.

With signs of heat cramps, give access to plenty of water or a sports
drink and assure that they are drinking. Have the worker rest in the
shade until cool. STOP THE WORKER EXPOSURE MONITORING.
Advise the worker to be aware of symptoms of heat exhaustion and heat
stroke. Remind the worker of the AEATF |l policy to provide medical
coverage and to seek medical help immediately if symptoms develop.
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11.8

11.9

11.10

11.11

11.12

If the Study Director believes that a worker may be suffering heat
exhaustion or heat stroke, immediately STOP THE WORKER
EXPOSURE MONITORING. The Study Director should also consult with
the on-site medical professional, if present at a study. However, if the
worker’s condition is considered to be serious and to require additional
emergency care, a member of the study team will call 911 (or other local
emergency number) and allow emergency medical personnel to respond
and treat the subject as appropriate. Take measures to relieve symptoms
until professional medical care arrives.

a. Heat exhaustion: treatment includes providing rest in shade, giving
plenty of drinking water or sports drink, splashing cold water on
worker.

b. Heat stroke: treatment includes moving to shaded area, removing

outer clothing and shoes; wrapping in wet sheet or towel and fan
to cool worker.

If the HI falls between 105° - 129° F [41 - 54° C], or between 95° - 119° F
[35 - 48° C] when working in direct sun (DANGER Category), either
STOP THE EXPOSURE MONITORING or the Study Director should pay
particular attention to likely signs of heat cramps and heat exhaustion or
possible signs of heat stroke with prolonged exposure.

If signs of heat cramps occur, treat as recommended in section 11.7,
above.

If the Study Director believes that a worker may be suffering from heat
exhaustion or heat stroke, immediately STOP THE WORKER
EXPOSURE MONITORING. The Study Dlirector should also consult with
the on-site medical professional, in present at a study. However, if the
worker’s condition is considered to be serious and to require additional
emergency care, a member of the study team will call 911 (or other local
emergency number) and allow emergency medical personnel to respond
and treat the subject as appropriate. Take measures to relieve the
symptoms until professional medical care arrives. See sections 11.8a. &
b. above.

If the HI reaches 130° F [54° C], or 120° F [49° C] when working in direct
sun, STOP THE WORKER EXPOSURE MONITORING, as heatstroke is
highly likely with continuous exposure. (REF. 14.4).
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12.0 EXPENSES

121

Expenses associated with the reasonable and appropriate treatment for
heat-related illness as a result of participating in this study will be paid for
by AEATF Il unless such expenses are covered by the worker’s individual
or employer sponsored insurance.

13.0 INCIDENT REPORTING

13.1

Any incident of heat-related illness will be reported by the Study Director
or member of the research team to the Sponsor (AEATF Il) and the
Institutional Review Board. See SOP AEATF Il 111 for additional details
on reporting such events to the IRB.

14.0 REFERNCES

14.1

14.2

The Heat Index Chart used as a reference in this SOP is taken from the
Washington State Department of Labor and Industries “Application of
Standards to Address Heat Related llinesses in the Outdoor
Environment” dated July 13, 2006. It is from the National Weather
Service Hi Chart, but provides a wider range of ambient temperature and
humidity combinations, allowing for greater ease of use in the field.

The National Weather Service suggests a heat index adjustment of an
additional 10-15°F [6 - 8° C] for sunny conditions. Given the following
assumptions, an adjustment of 10°F [6° C] is reasonable under the
conditions of AEATF Il worker exposure studies:

a. Workers who participate in these studies perform this work as part
of their normal job, including in hot environments.

b. Workers are fully acclimatized.

C. Anticipated work activities are generally moderate workloads. A
useful guide is the EPA “A Guide to Heat Stress in Agriculture”,
Table 5 - Approximate Workload Levels).

d. Baseline (single layer) clothing is worn by the study participant.

e. If an additional layer of clothing, such as the inner dosimeter, is

worn, the heat index will be adjusted upward by adding another
10 °F to the ambient temperature on the left side of the chart.
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14.3 A Guide to Heat Stress in Agriculture. May, 1993. Document EPA-750-

14.4

14.5

14.6

b-92-001 prepared by the United States Environmental Protection
Agency and the Occupational Safety and Health Administration. A Basic
Program to Control Heat Stress — Step 4, recommends hourly
measurements of temperature and humidity.

National Weather Service — Apparent Temperature Categories indicates
that heat stroke is highly likely at 130° F [54° C] (or 120° F [49° C]
adjusted for sunny conditions). This temperature is also used by the
University of Florida in its Heat Stress Policy as a criterion for
discontinuing work.

The National Weather Service issues advisories based on specific heat
index temperatures occurring up to 3 hours per day. “HEAT ADVISORY
ISSUED WITHIN 12 HOURS OF THE ONSET OF THE FOLLOWING
CONDITIONS: Heat Index of at least 105° F[41° C] but less than 115°
F [46° C] for less than 3 hours per day.” It is on this basis that the
CAUTION and EXTREME CAUTION Categories apply if HI temperatures
fall into either of those categories for 3 successive hours. However, the
degree of risk for more serious heat-related illness increases in the
DANGER and EXTREME DANGER Categories. Therefore, the DANGER
Category applies if temperatures fall into its category for only 2
successive hours, and the EXTREME DANGER Category applies if only
one measurement falls into its category, resulting in immediate
discontinuance of the study. This guidance is intended to reduce the
amount of time a higher risk category is monitored before precautions are
taken.

Controlling Heat Stress Made Simple. September, 1995. GPO
Document Number 055-000-00474-9 prepared by the United States
Environmental Protection Agency and the Occupational Safety and
Health Administration.

15.0 HISTORY OF CHANGES

Revision Date Description Of Change

0

3/7/08 Original Document
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Attachment A: Heat lliness Symptoms and Treatment Chart

lliness

Signs and Symptoms

| Treatment

Early Heat lliness

Mild dizziness, fatigue, or irritability;
Decreased concentration;
Impaired judgment

Loosen or remove clothing,
Rest the worker in the shade until
cool, and give water to drink

Heat Rash

Tiny, blister-like red spots on skin;
prickly sensations (generally caused
by plugged sweat glands)

Rest the worker in the shade until
cool, give water to drink; if the rash
persists and bothers the worker,
stop the monitoring.

Heat Cramps

Painful spasms of leg, arm, or
abdominal muscles;

Heavy sweating and thirst

Loosen clothing, give water or
sport beverages, and rest the
worker in the shade until cool.

Stop monitoring the worker.

Heat Exhaustion

Fatigue, headache, dizziness, muscle
weakness, loss of coordination,
fainting, collapse.

Profuse sweating; pale, moist cool
skin; excessive thirst; dry mouth; dark
yellow urine.

Fast pulse, if conscious.

May also have heat cramps, nausea,
urge to defecate, rapid breathing,
chills, tingling of the hands or feet,
confusion, giddiness, slurred speech,
irritability.

Remove to cooler, shaded area
ASAP and stop monitoring.

Rest worker lying down.

Give water, as much as the worker
will drink.
Loosen or remove clothing.

Splash cold water on body.

Massage legs and arms to
increase circulation.

If worker has collapsed, get
evaluation by physician or nurse
specified in the study protocol and
Consent Form.

Heat Stroke

Often occurs suddenly and is a life-
threatening medical emergency.

Headache, dizziness, confusion,
irrational behavior, coma.

Sweating may slow down or stop.
Fast pulse, if conscious.

Rapid breathing.

May also have convulsions, nausea,

incoherent speech, very aggressive
behavior.

Immediately call emergency
medical services.

Move to cooler, shaded area
immediately and stop monitoring.

Remove outer clothing/shoes.

Wrap in wet sheet or towel and fan
to cool worker.

Get immediate evaluation from
physician or nurse specified in the
study protocol and Consent Form.
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NOAA’s National Weather Service Heat Index

Hear Index

General Effect of Heat Index on People in Higher Risk Groups

80 to 89° -~ Caution

Fatigue possible with prolonged exposure and/or physical activity

90 to 104°-
Extreme Caution

Sunstroke. heat cramps and heat exhaustion possible with
prolonged exposure and/or physical activity

105 — 129° — Danger

Sunstroke, heat cramps or heat exhaustion likely. and heatstroke
possible with prolonged exposure and/or physical acu\nty

130° or higher —
Extreme Danger

Heat/Sanstroke hlghly likely with continued exposure
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Chapter 11: Human Subject Management AEATF 1I-11C.0

Emergency Procedures

Approval

Technical , -
Committee Chair: W Date: / fRis 2
AEATF |l QAU: %“ » Z 42, : . Date: 2z /et~ o€

Effective Date: March 7, 2008

1.0

2.0

PURPOSE AND SCOPE

1.1

1.2

1.3

This SOP describes the procedure(s) to be followed in the event that a
subject requires emergency medical attention during his/her participation
in an Antimicrobial Exposure Assessment Task Force (AEATF II)
exposure monitoring study.

The user of this SOP should be familiar with the SOP AEATF 1I-11B.0,
“Controlling Heat Stress”, as there are possible overlaps in procedures.

The Study Director will determine if test site plans are in place to handle
on-site emergencies. As an adjunct to existing plans, the Study Director
will discuss the AEATF Il procedures with the on-site test facility manager
and subjects or workers. If there is not existing on-site plan, the AEATF ||
procedures will take precedent. The Study Director shall gain agreement
to utilize the AEATF Il procedures during the conduct of the study. This
will be documented and included in the raw data.

PROCEDURES

21

Prior to initiation of exposure monitoring, the Study Director will determine
the emergency facility nearest to the study site(s) which may be used in
event of a medical emergency during the study.

a. Specific information about the facility, including the address,
telephone number and direction to/from the field site will be
obtained.
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3.0

4.0

2.2

2.3

24

As deemed appropriate by an on-site, specifically designated individual
(e.g., emergency medical technician) or Study Director, a member of the
study team will call 911 (or other local emergency number) and allow
paramedics to respond and continue to treat the subject as appropriate.

As deemed appropriate by the Study Director, and with consent from the
worker, the worker may be taken by ambulance to the nearest emergency
medical facility, such as a hospital or minor injury clinic. If the illness or
injury is believed to be associated with high morbidity or mortality, e.g.,
broken bones, heat stroke, etc., the subject will be taken for emergency
care even without their consent.

a. The Sponsor does not plan to have a physician on-call at any
medical facility, but will rely on local emergency services as
described above.

If a test subject is taken to a medical emergency facility for examination
or care, a member of the study team will accompany the subject to the
facility so the Sponsor can stay informed through discussions with the
physician or other medical professional that is involved.

HEAT RELATED ILLNESS

3.1

3.2

A worker who becomes ill due to heat stress will likely be treated on-site
as a non-emergency. Treatment for heat stress will include but not be
limited to providing the worker a shaded area to rest, plenty of fluids to
drink, and other treatments listed in SOP AEATF 11-11B.0.

If the Study Director determines that a heat-related medical emergency is
taking place the Study Director will summon the on-site medical
professional to take measures to relieve symptoms and provide
appropriate medical care. As deemed appropriate, a member of the
study team will call 911 (or other local emergency number) to request
additional medical assistance.

FoLLow-UP OF EMERGENCY HOSPITALIZATION EVENT

4.1 If a worker is taken to a medical facility for treatment related to his/her
participation in the study, the Study Director will complete the records by
indicating that the worker was treated and released. This includes
whether or not the worker refused treatment.

MEDIAL RECORDS

5.1  Medical records will not become part of the research records.
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6.0 EXPENSES
6.1  Expenses associated with the reasonable and appropriate treatment for
illness or injury incurred as a result of participating in this study will be
paid for by AEATF |l to the extent such expenses are not covered by the
worker's own insurance or by a third party.
7.0 INCIDENT REPORTING
7.1 Any medical emergency event will be reported by the Study Director ora
member of the study team to the Sponsor (AEATF [1) and the Institutional
Review Board.
7.2 If the emergency event is a result of exposure to the pesticide product,
additional reporting to EPA may be required in accordance with AEATF
II's SOP AEATF Ii 11-D.0 Potential Referable Findings Procedures.
8.0 HISTORY OF CHANGES
Revision Date Description Of Change
0 3/7/08 QOriginal Document
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Chapter 11: Human Subject Management AEATF 11-11D.0
Reportable Findings
Approval
Technical )
Committee Chair: @W Date: I\ ey 200®
)
AEATF |l QAU: &Wé C&M Date: \R /0%
4 Effective Date: March 7, 2008

1.0 PURPOSE AND SCOPE

1.1

1.2

1.3

This Standard Operating Procedure (SOP) defines the policy for reporting
to EPA potential adverse findings related to an AEATF Il study as required
by FIFRA Section 6(a)(2).

The user of this SOP should be familiar with the SOP AEATF 11-11B.0,
“Controlling Heat Stress”, as there are possible overlaps in procedures.

The Study Director will determine if test site plans are in place to handle
on-site emergencies. As an adjunct to existing plans, the Study Director
will discuss the AEATF |l procedures with the on-site test facility manager
and subjects or workers. If there is not existing on-site plan, the AEATF ||
procedures will take precedent. The Study Director shall gain agreement
to utilize the AEATF Il procedures during the conduct of the study. This
will be documented and included in the raw data.

2.0 DEFINITIONS

21

2.2

Study Director — The contractor who is appointed by the AEATF |l as the
Study Director of a field exposure study as defined in the GLP
regulations. The Study Director is responsible for the conduct of the

study, reviewing the data as they become available and writing the final
report.

Sponsor's Representative — The AEATF Il member representative who is
assigned to assist the Study Director and provide oversight to a specific
field exposure study.

Page 10of 5

American Chemistry Council - Antimicrobial Assessment Task Force Il
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24

2.5

Adverse Effects Screening Subcommittee — The Subcommittee that will
be the first point of contact when a potential adverse effect is identified.
This Subcommittee will decide if the potential adverse effect should be
referred to the Potential Referable Findings Review Subcommittee. This
subcommittee consists of Task Force members, study director, field
contractor and consultants that helped design the study.

Potential Referable Findings Review Subcommittee — The Subcommittee
that will decide if a potential adverse effect should be reported to EPA
and, if so, will direct the preparation of the submission. The
Subcommittee consists of:

a. Members of the Adverse Effects Screening Subcommittee.

b. Protocol Committee Chair

C. Task Force Managing Director

d. Registrant representative of the relevant test material (in the case

of multiple registrants of a test material or a product-specific task
force, a representative from each)

e. Task Force Counsel
New findings — This is any potentially adverse data that are generated by

AEATF Il and are not presently covered in PHED or in previously
submitted studies.

BACKGROUND INFORMATIN

3.1

3.2

EPA rules under FIFRA Section 6(a)(2) concerning the reporting of
potential adverse findings was revised on September 19, 1997 as
referenced in 62 FR 49370; 63 Fed. Reg. 33580 (June 19, 1998). These
rules describe EPA’s interpretation of the requirements for pesticide
registrants to submit information to EPA concerning adverse effects to
the environment, wildlife and human health from their products. The rule
applies to registrants, including any employee, agent or other person
acting for the registrant.

There is no requirement for AEATF |l to submit a 6(a)(2) report since the
Task Force is not a registrant. However, the AEATF |l may make a
6(a)(2) submission on behalf of all Task Force members when the finding
involves AEATF |l studies and results.
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4.0

3.3

3.4

3.5

3.6

3.7

If AEATF Il discovers a potential adverse finding during the course of field
testing or data analysis that falls within the definition of FIFRA 6(a)(2), or
an analogous State law, AEATF Il will report the finding in accordance
with EPA and State requirements, as applicable. For exposure
monitoring studies, if the results show a higher level of risk or exposure
than would be expected from prior reports, data, etc., then a potential
adverse finding may exist.

There are three reporting times (15 days, 30 days, and 3 months). The
more common is 30 days after an incident occurs in the field, 30 days
after the final report is signed, or 30 days after the results are known
which applies when there is a potential serious finding.

It may be necessary, depending on circumstances, either for the
registrant of the test material or a representative from multiple registrants
to report a potential referable finding directly, rather than AEATF I
reporting on their behalf.

Any AEATF Il member has the right to submit their own 6(a)(2) letter if

they wish, without regard to whether it agrees with the determination of
AEATF Il.

Regarding the use of surrogate compounds, the AEATF Il, on the advice
of the Potential Referable Finding Review Committee is at liberty, without
liability, to report findings under FIFRA 6(a)(2). Prior to reporting, the
AEATF Il shall raise issues and discuss them with registrant(s) of the
surrogate compound.

PROCEDURES FOR IDENTIFYING AND REPORTING POTENTIAL REFERABLE
FINDINGS

4.1

4.2

Purchase of Existing Data

a. If data have been previously submitted to EPA (and state
agencies where applicable), they are not considered “new” and
are not Referable Findings.

b. If a Potential Referable Finding issue is identified during data
review, the technical subcommittee should bring it to the attention
of the registrant(s) of the study test material for resolution.

C. It will be the responsibility of the registrant(s) to report Potential
Referable Findings.

Incidents that Occur During the Conduct of a Study (active ingredient-
specific findings)
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4.3

4.4

a.

It will be the responsibility of the Study Director, Sponsor's
Representative, field contractor, and any other individuals involved
with the field exposure study to identify and promptly report any
potential adverse effects during the conduct of the study to the
Adverse Effects Screening Subcommittee and the registrant(s) of
the surrogate active ingredient.

Data Generated Under Sponsorship of the AEATF 1l that Affects the
Surrogate Compound (active ingredient-specific findings)

a.

It is the responsibility of the Study Director, or any other Task
Force personnel who are reviewing the study data, to keep the
registrant(s) of the surrogate compound informed of the results.

If there is a potential adverse effect that might affect the
registration of the surrogate compound only, it will be the
responsibility of the registrant(s) to file a Potential Referable
Finding report with the EPA and applicable states.

Data Generated Under Sponsorship of the AEATF Il that Could
Potentially Affect All Member Products (non-active ingredient-specific
finding)

a.

Data that could potentially affect all member products would
include circumstances where the exposure data exceed what
would be derived from a specific scenario in the Pesticide
Handlers Exposure Database (PHED), other previously submitted
data, or that are defined as “new findings”.

It is the responsibility of the Study Director, or any other Task
Force personnel who are reviewing the study data, to identify and
report any potential adverse effects to the Adverse Effects
Screening Subcommittee.

The Adverse Effects Screening Subcommittee will be the first
point of contact to evaluate whether a potential adverse effect may
be referable. If so, then the matter will be referred to the Potential
Referable Finding Review Subcommittee.

The Potential Referable Finding Review Subcommittee will
determine whether a potential adverse effect will be reported to
the EPA and any applicable states and, if so, will direct the
preparation of the Potential Referable Findings submission.
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e.

The AEATF Il Administrative and Technical Committee
representatives will be informed in writing of the Potential
Referable Finding and the recommendation of the Potential
Referable Finding Review Subcommittee. The Task Force
representatives will have an opportunity to ask questions and
express their opinions during a subsequent conference call or
meeting.
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