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LS Consulting 

From: Robert Roogow [rroogow@iirb.com] 

Sent: Wednesday, April 02, 2008 9:42 AM 

To: lsconsulting@oh.rr.com 

Subject: Minutes from 3/25/2008 

Attachments: 3-25-2008 (AHE55&AHE56).doc 

Dear Larry, 

I have attached the portion of the minutes From 3/25/2008 that pertain to your protocols, AHE55 and 
AHE56. Please let me know if you should need anything else. 

Regards, 

Robert Roogow, MS, CIM 
Director of Operations 
Independent Investigational Review Board, Inc. 
Ph: 954-327-0778 
Fax: 954-327-5778 
rroogow@iirb.com 

----------CONFIDENTIALITY NOTICE---------- 
The information contained in this email message is confidential and is intended only for the named addressee(s).  
If the reader of this email message is not an intended recipient (or the individual responsible for the delivery of this 
email message to an intended recipient), please be advised that any re-use, dissemination, distribution, or 
copying of this email message is prohibited.  If you have received this email message in error, please reply to the 
sender that you have received the message in error and then delete it. Thank you. 

4/2/2008
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Tuesday, March 25, 2008 


MINUTES
 

ATTENDANCE: 

PRESENT ALSO PRESENT 


David Wells, MD Glenn Moran, MD 


Anita McSharry, RN Marcos Rejtman, DO 


Shari Somerstein, RPh 


Edward Wiederhorn BOARD/STAFF LIASON 


Robert Lettman, Esq Katy Kysela 


Rabbi Akiva Mann 


Kim Lerner NOT PRESENT 


George Garbarino 

I. CALL TO ORDER 

The meeting was called to order at 10:00 AM, by Chairman, Kim Lerner. The meeting 

was held at 6738 West Sunrise Blvd., Suite 102, Plantation, FL 33313. Quorum was 

determined to be present and all attendees affirmed that no significant financial or non­

financial conflicts of interest existed with review of any of the items listed on the agenda. 

II. APPROVAL OF THE 3/18/2008 MINUTES 

The minutes of the meeting held 3/18/2008 were reviewed and unanimously approved as 

reviewed. 

IV. OTHER BUSINESS 

H Revised Protocol; AHE55; Larry D. Smith, PhD; 

- Informed Consent Form version 3/25/2008  

- Fyfanon® 8 lb. Emulsion Product Risk Statement  version 3/25/2008 

- Fyfanon® Product Risk Statement  version 3/25/2008 

- Gowan Malathion 8 Product Risk Statement  version 3/25/2008 

- Malathion 8-E Product Risk Statement  version 3/25/2008 

- Sevin® Brand 4F Product Risk Statement  version 3/25/2008 

- Sevin® Brand 80WSP Product Risk Statement  version 3/25/2008 

- Sevin® Brand XLR Product Risk Statement  version 3/25/2008 

- Protocol Revision dated 3/21/2008 and 3/24/2008 

- Agricultural Handlers Exposure Task Force SOPs 

The Independent Investigational Review Board, Inc. had an opportunity to review the 

above referenced Informed Consent Form, Fyfanon® 8 lb. Emulsion Product Risk 

Statement, Fyfanon® Product Risk Statement, Gowan Malathion 8 Product Risk 

Statement, Malathion 8-E Product Risk Statement, Sevin® Brand 4F Product Risk 

Statement, Sevin® Brand 80WSP Product Risk Statement, Sevin® Brand XLR Product 
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Risk Statement, Protocol Revision and Agricultural Handlers Exposure Task Force 

SOPs for the above noted research study. The Revised Protocol included changes that 

were requested as a result of a EPA review. The EPA also requested changes to the 

Informed Consent Form. 

ACTION: The Informed Consent Form, Fyfanon® 8 lb. Emulsion Product Risk 

Statement, Fyfanon® Product Risk Statement, Gowan Malathion 8 Product Risk 

Statement, Malathion 8-E Product Risk Statement, Sevin® Brand 4F Product Risk 

Statement, Sevin® Brand 80WSP Product Risk Statement, Sevin® Brand XLR Product 

Risk Statement  and Protocol Revision are approved. The Agricultural Handlers 

Exposure Task Force SOPs is accepted. The Informed Consent Form has been revised to 

accommodate the Revised Protocol and EPA requested change. The approved revised 

Informed Consent Form is identified as Version 3/25/2008 and stamped, “Approved 

3/25/2008”. The Fyfanon® 8 lb. Emulsion Product Risk Statement  has been revised to 

accommodate the Revised Protocol. The approved revised Fyfanon® 8 lb. Emulsion 

Product Risk Statement  is identified as Version 3/25/2008 and stamped, “Approved 

3/25/2008”. The Fyfanon® Product Risk Statement  has been revised to accommodate 

the Revised Protocol. The approved revised ation Fyfanon® Product Risk Statement  is 

identified as Version 3/25/2008 and stamped, “Approved 3/25/2008”. The Gowan 

Malathion 8 Product Risk Statement  has been revised to accommodate the Revised 

Protocol. The approved revised Gowan Malathion 8 Product Risk Statement  is 

identified as Version 3/25/2008 and stamped, “Approved 3/25/2008”. The Malathion 8­

E Product Risk Statement  has been revised to accommodate the Revised Protocol. The 

approved revised Malathion 8-E Product Risk Statement  is identified as Version 

3/25/2008 and stamped, “Approved 3/25/2008”. The Sevin® Brand 4F Product Risk 

Statement  has been revised to accommodate the Revised Protocol. The approved 

revised Sevin® Brand 4F Product Risk Statement  is identified as Version 3/25/2008 

and stamped, “Approved 3/25/2008”. The Sevin® Brand 80WSP Product Risk 

Statement  has been revised to accommodate the Revised Protocol. The approved 

revised Sevin® Brand 80WSP Product Risk Statement  is identified as Version 

3/25/2008 and stamped, “Approved 3/25/2008”. The Sevin® Brand XLR Product Risk 

Statement  has been revised to accommodate the Revised Protocol. The approved 

revised Sevin® Brand XLR Product Risk Statement  is identified as Version 3/25/2008 

and stamped, “Approved 3/25/2008”.  All current subjects and future volunteers must 

sign the revised consent form and appropriate Product Risk Statement. 

Revised Protocol; AHE56; Larry D. Smith, PhD; 

- Informed Consent Form version 3/25/2008 dated 3/25/2008 

- Fyfanon® 8 lb. Emulsion Product Risk Statement  version 3/25/2008 

- Fyfanon® Product Risk Statement version 3/25/2008  

I 
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- Gowan Malathion 8 Product Risk Statement  version 3/25/2008 

- Malathion 8-E Product Risk Statement version 3/25/2008  

- Sevin® Brand 4F Product Risk Statement version 3/25/2008  

- Sevin® Brand 80WSP Product Risk Statement version 3/25/2008  

- Sevin® Brand XLR Product Risk Statement version 3/25/2008  

- Protocol Revision dated 3/21/2008 and 3/24/2008 

- Agricultural Handlers Exposure Task Force SOPs 

The Independent Investigational Review Board, Inc. had an opportunity to review the 

above referenced Informed Consent Form, Fyfanon® 8 lb. Emulsion Product Risk 

Statement, Fyfanon® Product Risk Statement, Gowan Malathion 8 Product Risk 

Statement, Malathion 8-E Product Risk Statement, Sevin® Brand 4F Product Risk 

Statement, Sevin® Brand 80WSP Product Risk Statement, Sevin® Brand XLR Product 

Risk Statement, Protocol Revision and Agricultural Handlers Exposure Task Force 

SOPs for the above noted research study. The Revised Protocol included changes that 

were requested as a result of a EPA review. The EPA also requested changes to the 

Informed Consent Form. 

ACTION: The Informed Consent Form, Fyfanon® 8 lb. Emulsion Product Risk 

Statement , Fyfanon® Product Risk Statement, Gowan Malathion 8 Product Risk 

Statement , Malathion 8-E Product Risk Statement, Sevin® Brand 4F Product Risk 

Statement, Sevin® Brand 80WSP Product Risk Statement, Sevin® Brand XLR Product 

Risk Statement and Protocol Revision are approved. The Agricultural Handlers 

Exposure Task Force SOPs is accepted. The Informed Consent Form has been revised to 

accommodate the Revised Protocol and EPA requested change. The approved revised 

Informed Consent Form is identified as Version 3/25/2008 and stamped, “Approved 

3/25/2008”. The Fyfanon® 8 lb. Emulsion Product Risk Statement  has been revised to 

accommodate the Revised Protocol. The approved revised Fyfanon® 8 lb. Emulsion 

Product Risk Statement  is identified as Version 3/25/2008 and stamped, “Approved 

3/25/2008”. The Fyfanon® Product Risk Statement has been revised to accommodate 

the Revised Protocol. The approved revised Fyfanon® Product Risk Statement is 

identified as Version 3/25/2008 and stamped, “Approved 3/25/2008”. The Gowan 

Malathion 8 Product Risk Statement  has been revised to accommodate the Revised 

Protocol. The approved revised Gowan Malathion 8 Product Risk Statement  is 

identified as Version 3/25/2008 and stamped, “Approved 3/25/2008”. The Malathion 8­

E Product Risk Statement has been revised to accommodate the Revised Protocol. The 

approved revised Malathion 8-E Product Risk Statement is identified as Version 

3/25/2008 and stamped, “Approved 3/25/2008”. The Sevin® Brand 4F Product Risk 

Statement has been revised to accommodate the Revised Protocol. The approved revised 

Sevin® Brand 4F Product Risk Statement is identified as Version 3/25/2008 and 

stamped, “Approved 3/25/2008”. The Sevin® Brand 80WSP Product Risk Statement 
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has been revised to accommodate the Revised Protocol. The approved revised Sevin® 

Brand 80WSP Product Risk Statement is identified as Version 3/25/2008 and stamped, 

“Approved 3/25/2008”. The Sevin® Brand XLR Product Risk Statement has been 

revised to accommodate the Revised Protocol. The approved revised Sevin® Brand 

XLR Product Risk Statement is identified as Version 3/25/2008 and stamped, 

“Approved 3/25/2008”. All current subjects and future volunteers must sign the revised 

consent form and appropriate Product Risk Statement. 
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Volume VIII, Part E: 


Transmittal Additional AHETF SOPs 4-2-08
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LS Consulting 

From: LS Consulting [lsconsulting@oh.rr.com] 

Sent: Wednesday, April 02, 2008 4:04 PM 

To: 'rroogow@iirb.com' 

Subject: Additional AHETF SOPs Cited in AHE55 and AHE56 Documentation 

Attachments: AHETF-11B1 - Recruitment of Study Volunteers IC QA'd.pdf; AHETF-1B2 - Personnel 
Responsibilities QA'd.pdf; AHETF-10G1 - Pers Air Sampling Pump Calibration.pdf 

Robert, 

I have attached three additional SOPs cited in the documentation for AHE55 and AHE56.  These are the most 
recent versions of these SOPs and approved by the AHETF Quality Assurance Officer and task force 
management. 

AHETF-1B2 Personnel Responsibilities 
AHETF- 10G1 Personal Air Sampling Pump Calibration 
AHETF- 11B1 Recruitment of Study Volunteers 

I believe I have these protocols ready for submission to the EPA and HSRB. Thanks for your assistance. 

Larry D. Smith, Ph.D. 
LS Consulting Service, LLC 
7919 Champaign Dr. 
Mentor, OH 44060 
440/255-1954 

This e-mail may contain confidential or privileged information.  If you are not the intended recipient, please advise by return 
e-mail and delete immediately without reading or forwarding to others. 

4/2/2008
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SOP AHETF-1.B.2. 


3.0 	TESTING FACILITY (AHETF) MANAGEMENT 

3.1 	 The testing facility management for the AHETF consists of member 
company representatives serving on various committees and 
subcommittees, with various levels of responsibility and in various 
capacities. 

3.2 	 There will be chosen representatives who will be the primary 
management contacts for the AHETF. These positions will be the 
Technical Committee Chair, the Technical Committee Vice-Chair, the Task 
Force Manager, and the Subcommittee Chairs. 

3.3 	 As required by the EPA GLPs, § 160.31, the testing facility management 
shall: 

a. 	 designate the Study Director. 

b. 	 Replace the Study Director promptly, when necessary 
during the conduct of the study. 

c. 	 Assure that there is a QAU. 

d. 	 Assure that the test, control, and reference substance(s) or 
mixture(s) have been appropriately tested for identity, 
strength, purity, stability, and uniformity, as applicable. 

e. 	 Assure that personnel, resources, facilities, equipment, 
materials, and methodologies are available as scheduled. 

f. 	 Assure personnel clearly understand the functions they are 
to perform via the study protocol, SOPs, and memoranda. 

g. 	 Assure that corrective actions are taken, as necessary, for 
all GLP regulation deviations reported by the QAU, and 
documented. 

Property of Page 2 of 5 
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SOP AHETF-1.B.2. 


4.0 	AHETF TASK FORCE MANAGER 

4.1 	 A designated individual will serve as the Task Force Manager for the 
AHETF. This person may be consulted regarding study conduct by the 
participants listed above, and may serve as an arbiter to settle issues 
involving AHETF studies. 

4.2 	 The Task Force Manager, as well as the Study Director, has the authority 
to terminate an AHETF study that no longer has interest to the AHETF, or 
has been compromised (scientifically or through regulatory misconduct) 
by the contractor(s). 

4.3 	 One individual will be assigned by AHETF management as the Task 
Force Manager, who will authorize study protocols, approve SOPs, 
oversee the contracting of third-party companies for studies and other 
projects, and provide overall study coordination until study completion and 
archiving. The Task Force Manager is a representative of AHETF 
management. 

5.0 	STUDY DIRECTOR 

5.1 	 Good Laboratory Practice Standards require that a single person assume 
responsibility for the conduct of a study. Responsibilities, as defined in the 
GLPs, §160.33, apply to the scope of the AHETF Study Director’s 
involvement in assigned studies. The Study Director shall assure that: 

a. 	 The protocol, including any change, is approved - in writing 
by the Study Director and sponsor’s representative - and 
followed. 

b. 	 All experimental data are recorded and verified. 

c. 	Unforeseen circumstances that may affect the integrity of 
the study are noted as they occur, and corrective action is 
taken and documented. 

d. 	 Test systems are as specified in the protocol. 

e. 	 All applicable good laboratory practice regulations are 
followed. 
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Agricultural Handlers Exposure Task Force 



 

 
  

 
  

 

 

 

  
 
 
 

  
 

 

 

 
 
 
 

  
 

 

AHETF Volume VIII - AHE55 IIRB Materials Page 656 of 674

SOP AHETF-1.B.2. 


f.	 All raw data, documentation, protocols, specimens and final 
reports are transferred to the archives during or at the close 
of the study. 

g. 	 Specific responsibilities are assigned to AHETF personnel, 
contracted Principal Investigators, or other designees, as 
necessary. 

h. 	 The progress of the field and analytical portions of AHETF 
studies, including the preparation of each final report, are 
monitored and the AHETF Management is informed of 
progress and/or problems. 

5.2 	 The AHETF Study Director will be contracted to oversee the field and 
analytical phases of each AHETF study. Please refer to SOP AHETF-1.C. 

6.0 	PRINCIPAL INVESTIGATORS 

6.1 	 For each field and laboratory study, contractor facility management may 
assign a person to fulfill the role of principal investigator (PFI: Principal 
Field Investigator; PAI: Principal Analytical Investigator), as necessary. 
The PFI’s and PAI’s responsibility involves direct communication with the 
AHETF Study Director. The PFI/PAI may have direct and immediate 
responsibility over an AHETF study in the absence of the Study Director 
or designated AHETF member. 

6.2 	 In situations where several contractors are participating on an AHETF 
study, each contractor will designate its own PFI/PAI who will coordinate 
with the Study Director. 

7.0 	ETHICS TRAINING FOR RESEARCHERS 

7.1 	 Researchers that participate in the study and interact with study 
participants must undergo ethics training. The only exception to this rule 
is that an interpreter, if used, does not need to have ethics training as 
long as they are accompanied by a researcher who does have ethics 
training. 
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SOP AHETF-1.B.2. 


7.2 	 The training shall include successful completion of the course from the 
National Institutes of Health (NIH; Human Participant Protections 
Education for Research Teams) and/or the Basic Collaborative IRB 
Training Initiative Course (CITI; The Protection of Human Research 
Subjects). There are links to both of these on-line training courses at 
www.wirb.com (start with link at bottom of home page called Training 
Requirements). 

7.3 	 Copies of the certificates of completion for the ethics courses will be 
included in the raw data and in the respective personnel files. 

Property of Page 5 of 5 
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SOP AHETF-10.G.1. 


3.0 	CALIBRATION PROCEDURE 

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

3.2 	 Calibrate air sampling pumps before use in each monitoring period. 
Calibrations will take place on the day prior to or the same day the pumps 
are to be used. 

3.3 	 Calibrate the pumps under actual use conditions, as the air temperature 
may affect the airflow (e.g., calibrate outside rather than inside for 
exposure trials). Calibrate pumps with the appropriate OVS tube/ 
sampling train attached. 

3.4 	 Follow appropriate contractor SOPs for the individual calibration methods 
for contractor equipment. 

3.5 	 Adjust the airflow rate to appropriate rate as defined in the study protocol 
[e.g., 2 liters per min (L/min)] and document the flow rate and pump 
number in the raw data. 

3.6 	 Turn off the air sampling pump and set aside.  Repeat steps 3.4 and 3.5 
until all needed sampling pumps (including backups) have been 
calibrated. 

4.0 	POST EXPOSURE FLOW RATE CHECK 

4.1 	 Using the same methods to calibrate the air pump, measure the airflow 
with a new OVS tube. Document the results in the study file. 

4.2 	 Check the post exposure flow rate after the worker’s OVS tube has 
been removed by the field sample collection personnel. 

Property of Page 2 of 2
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SOP AHETF-11.B.1. 


3.0 	 PROTOCOL APPROVAL 

3.1 	 Growers and workers will not be recruited for participation in any field 
study until after the following items have been completed: 

a. 	IRB approval has been obtained for the study protocol, consent 
forms and documentation required by 40 CFR 26 

b. Approval of the proposed study by the California Department of 
Pesticide Regulation when a study is to be conducted in California 

c. 	Review of the proposed study by EPA and the Human Studies 
Review Board, and 

d. IRB approval of any changes in the protocol or any supporting 
document required as a result of the reviews by EPA, the HSRB, 
and/or CDPR 

4.0 	 RECRUITMENT OF WORKERS 

Recruitment of workers typically occurs in two phases.  A study-specific 
recruitment plan will be specified in each study protocol. 

4.1 	 The first phase typically involves contacting and selecting growers and/or 
commercial application companies that can provide the necessary 
crop/site, equipment, workers, and need for pesticide.  This will often be 
done in a random manner, such as by calling from a randomized list of 
growers for a local area. During this first phase, employers are asked for 
permission to recruit their workers at a later date.  Written assurance will 
be obtained from the employer that the workers will not suffer any 
consequence if they decide either to participate or not to participate in the 
study and that there will be no coercion of the workers (see Attachment 
11-B-1). 

4.2 	 The second phase typically involves recruiting workers from a pool of 
eligible growers and/or commercial applicators identified in the first phase. 
These workers may be the growers, their employees, or employees of 

commercial applicators. The process is as follows: 
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SOP AHETF-11.B.1. 


a. 	 Growers and/or commercial applicator companies will have been 
selected who are willing to cooperate with AHETF in the 
monitoring study and the SD will have determined they are 
acceptable. The grower or other responsible personnel will have 
given permission for the SD to contact their employees to 
determine employee interest in study participation. 

b. The SD (or designee) then initiates contact with the employees, 
sometimes by distributing an IRB-approved flyer which generally 
describes what participation in the study entails and providing a 
contact number for the SD. Note that growers themselves (if they 
are qualified handlers) may also be contacted at this time.  The SD 
(or designee) organizes a meeting with only the interested workers 
present. This may be done one-on-one or with a group of 
interested workers. 

4.3 The meeting with interested workers will consist of the following: 

a. 	Growers, commercial application company managers, or other 
personnel to whom employees might report will not attend. 

b. The SD (or designee) will explain the nature of the study and the 
general content of the protocol and Consent Form.  Any materials 
used during this recruitment meeting will be approved by the IRB 
before use. 

c. 	 Eligibility criteria will be reviewed with the potential volunteers and 
all questions will be answered. 

d. Informed Consent Forms will be available for review by potential 
volunteers. Workers will be urged to take a copy home for review. 

e. 	 Potential volunteers will be shown the written assurance obtained 
from the employer that they will not suffer any consequence if they 
decide not to participate in the study and that there will be no 
coercion of, or undue influence on, the workers. 

f. 	 At the conclusion of the meeting, interested workers may either 
contact the SD (or designee) at a later time to express their intent 
to participate or may go through the individual private consent 
process at that time (described below in Section 7.0). 
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SOP AHETF-11.B.1. 


5.0 	 INCLUSION AND EXCLUSION CRITERIA 

5.1 	 Potential participants may be farm owners, farm operators, farm 
employees, contract applicator employees, or commercial applicators, 
etc. 

5.2 	 Participants in this study must meet the following inclusion criteria:   

a. 	 Be freely willing to participate 

b. Handle pesticides as part of their job 

c. 	Be trained in safe pesticide handling procedures in accordance 
with the Worker Protection Standard (WPS) or equivalent 
Canadian regulations, or must be exempt from such training 

d. Have experience within the past year with the work activity being 
monitored in the study (including the particular to be used during 
mixing/loading or application) 

e. 	 Be at least 18 years old with a government-issued ID to verify age 

f. 	 Consider themselves to be in good general health with no medical 
conditions that could impact their ability to participate in the study 

g. Be willing to follow all label and WPS requirements 

h.	 Understand English or Spanish (see below for further discussion of 
this topic) 

5.3 	 Potential subjects who meet the following exclusion criteria will not be 
allowed to participate in the study: 

a. 	 Are pregnant females 

b. Are nursing mothers 

c. 	Normally wear personal protective equipment (PPE) than is not 
required by the label, such as chemical-resistant clothing 
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SOP AHETF-11.B.1. 


d. Are employed by a pesticide manufacturers or a contractor to the 
AHETF 

e. Do not understand English or Spanish 

6.0 	LANGUAGE REQUIREMENTS 

6.1 	 Study participation will be limited to subjects who understand English or 
Spanish since study information, including benefits and risks of 
participation, will be verbally described to the subject.  Potential subjects 
will choose whether these discussions are conducted in English or 
Spanish. Potential subjects will also receive the Consent Form in the 
language of their choice for reading during the consent process (if they 
are readers) and will sign their preferred version of the form.  For workers 
whose preferred reading language is Spanish, AHETF obtains an IRB-
approved translation of the Consent Form. 

6.2 	 While AHETF does not intentionally recruit workers with limited literacy, 
pesticide handlers occasionally do fall into this category and will therefore 
not be excluded from participation.  Special precautions are used with 
such workers. Reading ability will be self-reported by the worker.  Each 
potential subject will decide for himself/herself whether or not they are 
comfortable reading the consent form.  If not, an impartial witness will be 
used to read the form to them as described below. 

6.3 	 When the need for a witness arises, i.e. if a worker has limited reading 
ability, an impartial witness will be used to verify that the worker has 
apparently understood the materials read to and discussed with them. 
Witnesses will have no association with researchers in this study nor will 
they be a part of the management of the grower where the research is 
being conducted. In addition, an impartial witness must have a general 
understanding of agriculture. The witness will also sign the Consent 
Form. 

6.4 	 When study volunteers choose to have recruitment and consent 
discussions be done in Spanish, a bilingual researcher will be utilized. 
However, if all reasonable efforts to obtain a bilingual researcher have 
been exhausted, it is acceptable to instead utilize an interpreter.  In this 
case, the SD (or designee) will conduct the discussions in English and the 
interpreter will translate the discussions into Spanish.  The interpreter will 
also translate any questions from the volunteers into English so the SD 
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SOP AHETF-11.B.1. 


(or designee) can respond appropriately. If an interpreter is used, the SD 
(or designee) will ensure the interpreter knows enough about the 
research design and the content of the Consent Form to provide an 
accurate translation. If necessary, this will involve tutorial discussions 
from the SD (or designee). To test the understanding by the interpreter, 
the SD will ask him/her to explain some portions of the Spanish Consent 
Form, in English. Interpreters are not considered part of the research 
team and will not sign the Consent Form.  An interpreter who assists in 
consent form communication between the SD (or designee) and the 
worker will not be permitted to serve as an impartial witness for that 
worker. 

6.5 	 The following procedures will be followed with each individual wanting to 
participate in an AHETF study. The SD (or designee) will go through the 
entire consent process with the worker (see Section 7.0 below).  The 
following paragraphs describe how workers with varying reading and 
language skills will be guided through the consent process.  Attachment 
11-B-2 provides a summary of the procedures described below. 

a. 	 Workers who understand English and are comfortable reading 
English will be provided a copy of the Consent Form in English, 
will be asked to read the Consent Form in its entirety and 
encouraged to ask questions of the SD or research staff 
pertaining to their participation in the study.  A copy of the 
signed Consent Form will be provided to the worker. 

b. 	 Workers who understand English, but are not comfortable 
reading English will have the Consent Form read to them and 
will be encouraged to ask questions of the SD or research staff 
pertaining to their participation in the study.  An impartial 
witness will verify that the worker has apparently understood 
the materials read to and discussed with them.  The witness 
may assess the worker’s understanding by their answers to the 
questions asked of the worker by the SD (or designee) [see 
Section 7.0 below]. A copy of the signed Consent Form will be 
provided to the worker. 

c.	 Workers who understand Spanish and are comfortable reading 
Spanish will be provided a copy of the Consent Form in 
Spanish, will be to read the Consent Form in its entirety and 
encouraged to ask questions of the SD or research staff 
pertaining to their participation in the study.  Interpreters for 
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SOP AHETF-11.B.1. 


Spanish speakers will be provided only if all reasonable efforts 
to obtain a bilingual researcher have been exhausted.  A copy 
of the signed Consent Form will be provided to the worker. 

d. 	 Workers who understand Spanish, but are not comfortable 
reading Spanish will have the Consent Form read to them and 
they will be encouraged to ask any questions to the SD or 
research staff pertaining to their participation in the study. 
Interpreters for Spanish speakers will be provided only if all 
reasonable efforts to obtain a bilingual researcher have been 
exhausted. A bilingual impartial witness will verify that the 
worker has apparently understood the materials read to and 
discussed with them. The witness may assess the worker’s 
understanding by their answers to the questions asked of the 
worker by the SD (or designee) and relayed by the interpreter, 
if used; (see Section 7.0 below).  A copy of the signed Consent 
Form will be provided to the worker. 

7.0 	 INFORMED CONSENT PROCESS 

7.1 	 Although Consent Forms are unique to individual studies, each Consent 
Form will contain the elements required by 40 CFR 26.1116. 

7.2 	 The SD (or a researcher designated by the SD) will be responsible for 
obtaining informed consent from all study workers prior to their 
participation in the study. Any materials used during the consent meeting 
will be approved by the IRB before use. 

7.3 	 Informed consent discussions will be conducted by the SD (or designee) 
in private with each worker and others that the worker may want to have 
present. Interpreters and witnesses may also be present as described 
above in Section 6.0. When a bilingual researcher is obtaining consent 
from a Spanish-speaking worker, the Study Director may also be present 
during the private meeting. 

7.4 	 The SD (or designee) will inform the worker that he/she will receive $20, 
or the amount specified in the protocol, even if he/she decides not to 
participate following the discussion. 
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7.5 	 During the private meeting the SD (or designee) will provide each worker 
with a full explanation of the study, its requirements, any potential risks, 
its benefits, alternatives to participation, etc. Workers will be advised of 
their right to withdraw from the study at any time and for any reason 
without jeopardizing their normal position with their employers or their 
daily wages. Workers will receive an additional $80, or the amount 
specified in the protocol, if they decide to participate (don the dosimeters) 
but withdraw before the end of the monitoring period.  Each worker will be 
provided a copy of the supervisor’s signed form (described above) that 
states they will not suffer any consequence if they decide not to 
participate. 

7.6 	 The SD (or designee) will provide information about the risk of the 
surrogate chemical in the study, including signs and symptoms of acute 
overexposure.  This information will be presented as an attachment to the 
Consent Form and must be signed by the worker (and impartial witness, if 
present). The product label and Material Safety Data Sheet also will be 
explained.  WPS requirements, especially proper use of clothing, personal 
protection equipment, etc., will be discussed.  Refer to SOP AHETF-11.E 
for details. 

7.7 	 The SD (or designee) will discuss the medical management plan with the 
prospective participants. Information will be provided about the risk of 
heat stress, including signs and symptoms, and ways to prevent it. 
Details on heat stress and its presentation are outlined in SOP AHETF-
11.G, while details on emergency medical procedures are outlined in SOP 
AHETF-11.H. 

7.8 	 During the discussions between potential participants and the SD (or 
designee), ample time will be provided for questions and the SD will 
provide any additional information or clarification that is requested.   

7.9 	 The IRB-approved Consent Form will be presented in the preferred 
language (English or Spanish) of the worker.  All sections of the Consent 
Form will be explained in detail. When the SD (or designee) is satisfied 
that the worker understands the requirements and risks of the study, and 
if the worker still wants to participate, he/she will be asked to sign and 
date the Consent Form and the SD (or designee) will provide a copy of 
the signed form to the worker. 
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7.10 	 An additional document, “Product Risk Statements”, will be attached to 
the Consent Form. If the study is conducted in California, the 
“Experimental Subject’s Bill of Rights” will also be attached. These 
documents will be reviewed, signed and dated by the worker, and copies 
will be provided. 

a. 	 In all situations, the SD (or designee) will not sign the Consent 
Form unless he/she believes the candidate fully understands 
the information presented. This will be ascertained by 
providing repeated opportunities to ask questions and by 
asking questions of the potential workers that would require a 
response that indicates understanding of key issues.  (See 
Attachment 11-B-3) 

7.11 	 The SD (or designee) will not sign the Consent Form unless he/she 
believes they have done everything possible to ensure that the process 
has been free of any element of coercion or undue influence, and that the 
worker understands the material in the Consent Form. 

8.0 	 FOLLOW-UP PROCEDURES 

8.1	 Each study participant will be provided an opportunity to request a copy of 
the exposure data resulting from their activities in the study.  A summary 
of their personal study data will be mailed to the address provided by the 
participant(s) desiring it (the SD or designee will complete the form in 
Attachment 11-B-4). This form (and all forms that contain the worker’s 
name and address) will be maintained in a confidential file with the study 
records as outlined in SOPs AHETF-6.B and -6.D. 

8.2 	 When the monitoring period is completed, or at the time a participant 
withdraws from the study, the SD (or designee) will remind the worker 
that he/she has received a copy of the signed Consent Form that has 
phone numbers for reporting any health changes the worker thinks may 
be related to his/her participation in the study.  Worker inquiries of this 
nature will be forwarded to AHETF management to be resolved on a 
case-by-case basis. 
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ATTACHMENT 11-B-1 

Employer Cooperation Statement 

Employer / Supervisor: 


Study  Director: 
  

Date of Discussion: 


Site of Discussion: 

Employer / Supervisor Cooperation Statement: 

I certify that I’m authorized to make the following statements: 

•	 After discussing the nature of the study with the Study Director, I will allow 
AHETF to recruit any of my employees with applicable training and 
experience (as determined by the Study Director) in the tasks involved in 
the study. 

•	 While I acknowledge that there may be benefits to me: 

o	 I will neither encourage nor discourage my employees to 
participate in the study. 

o	 An employee’s decision to participate, not to participate, or to 
withdraw from participation in the study will have no impact on 
his/her employment status or pay. 

o	 Employees who decide not to participate, who withdraw from 
participation, or who complete participation in less than a typical 
work shift will be offered alternative work at their usual pay to 
complete their usual work shift. 

o	 Employees will receive their normal pay for days they participate 
in the study. 

Signature: 	 Date: 

Title and Affiliation: 
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ATTACHMENT 11-B-2 

Language Procedures 

Worker Understands 
English (and maybe 

Spanish, too) 

Worker Understands 
Spanish (but not 

English) 

Worker is 
Comfortable 

Reading 
This Language 

SD (or designee) 
Discussions in English 

Consent Form in English 
read by worker 

No Witness needed 

Bilingual researcher 
Discussions in Spanish* 

Consent Form in Spanish 
read by worker 

No Witness needed 

Worker is not 
Comfortable 

Reading 
This Language 

SD (or designee) 
Discussions in English 

SD (or designee) reads 
English Consent Form 

to worker 

Witness needed (English) 

Bilingual researcher 
Discussions in Spanish* 

Bilingual researcher reads 
Spanish Consent Form 

to worker 

Witness needed (bilingual) 

* If all reasonable efforts to obtain a bilingual researcher have been exhausted, an interpreter 
may be used as described in Section 6. 
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ATTACHMENT 11-B-3 

Consent Form Understandability – Worker Feedback Form 

Questions 
Answered 
correctly? 

Revisited material 
with apparent 

understanding? 
Yes No Yes No 

INTRODUCTION 

Can you take an unsigned copy of this consent form 
home to think about? 
Yes 

Purpose 
What is the purpose of this study? 
To measure how much pesticide I might breathe or get 
on my skin. 
What job will you be performing in this study? 
Response will be site-specific 

Procedures 
What type of clothing will you wear underneath your 
normal work clothing? 
Long underwear 
When will you have your hands washed? 
At the end of the day, before eating and anytime I 
normally wash my hands (toilet) 

Products Handled 
Is the product you will be handling approved for use in 
the activity you will be performing in this study? 
Yes 

Risks & Discomforts 
Name two risks that you might have by participating in 
this study. 
Equipment, heat, product, embarrassment, eye/skin 
irritation, etc. 

Property of Page 12 of 15 
Agricultural Handlers Exposure Task Force 



 

 
  

 

 
    

    

     

 

    

    

     
 

    

    

 

    

     

    

    

     

 

    

    

AHETF Volume VIII - AHE55 IIRB Materials Page 672 of 674

SOP AHETF-11.B.1. 


Consent Form Understandability – Worker Feedback Form (Con’t) 

What are some early signs of heat stress? 
Dizziness, being tired, irritability, lack of concentration 
If you feel sick from too much heat, what do you do? 
Tell a study investigator 

Injury to Participant 
Where can you get medical treatment if you are injured 
or get sick during the study? 
Either on-site or at a nearby health care facility 
Who will pay for your medical treatment? 
Either my own insurance, my employer’s, or AHETF 

Confidentiality 
Will your name be given in any written report of this 
study? 
No 
Will information about your participation in this study be 
given to your employer? 
No 
How do you obtain a copy of your personal results from 
this study? 
Ask Study Director for a copy 

Benefits 
Will you benefit directly from participating in this study? 
No 
How will your employer benefit? 
Free product 

Section 7: Payment for Participation 
When will you receive $80? 
At the end of monitoring; after I withdraw; after AHETF 
removes me from the study 
Will you receive your normal pay from your employer if 
you participate in this study? 
Yes 
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Consent Form Understandability – Worker Feedback Form (Con’t) 

Voluntary Participation / Withdrawal 
Can you employer help you decide whether or not you 
want to participate in this study? 
No 
When can you withdraw from the study? 
Anytime I want 
If you drop out of this study after it has already started, 
do you have to give a reason? 
No 
Will you normal pay be affected if you drop out? 
No 
What happens if you drop out of the study? 
I will go back to your usual activities. 

Alternatives 
What will you do on the day of the study if you decide 
that you do not want to participate in the study? 
Perform my normal work 

Questions 
Who do you call if you have questions about the study or 
think you have a study-related illness or injury? 
Study Director or AHETF 

Consent 
If you sign the CF, name one thing that you are agreeing 
to? 
I have read the CF; all my questions have been 
answered; I freely consent; I authorize release of records 
to 3rd parties; I have not given up any legal rights 

Product Risk Statement 
What product will you be using today? 
Response will be site-specific 
What symptom or symptoms might result from being 
overexposed to this product – for example, if there is a 
spill 
Response will be product-specific 
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ATTACHMENT 11-B-4 

REQUEST FOR PERSONAL STUDY RESULTS - AHETF Study (AHExx) 

This worker wishes to receive a copy of his/her personal study results. 

Name: ____________________________________ 

Address: ____________________________________ 

City: ____________________________________ 

State: ____________________________________ 

Zip Code: ____________________________________ 

Study Worker 


ID: ____________ 


Description of Data Sent:_____________________________ 

Sent By: __________________________________________ 


Date Sent: ________________________________________ 


Property of Page 15 of 15 
Agricultural Handlers Exposure Task Force 




