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Part 2 Transmittal (Selim, 1/16/08, 6:50am) of Rationale for Study Design (Wiping 
Application Scenarios) and IIRB Submission Forms 
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Part 3 Transmittal (Selim, 1/16/08, 8:24am) of IIRB Submission Forms 
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Part 4 IIRB Response (Roogow, 1/18/08, 9:11am) to Initial Submission, Providing 
Corrected Site Questionnaire Form, and Requesting Addition of a Protocol Version Date 
and a Provision for Reporting Adverse Events1 

1This Volume "Part" (i.e., IIRB Correspondence) is identical in Volumes 2 and 4, given that it applies to 
both the mopping and wiping application protocols / documentation. 
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Part 5 Transmittal (Roogow, 2/20/08, 11:23am) Confirming a Phone Voice Mail to Dr. 
Sami Selim (on 1/18/08 from Mr. Robert Roogow)2,3 

2 This transmittal clarifies the IIRB’s request (see Part 3 above) for 1) inclusion of a protocol revision 
date and 2) a provision for reporting adverse events. The inclusion of a protocol revision date and the 
addition of a subject inclusion criterion (i.e., “Have experience working in janitorial services”) are 
requested; however, the previously requested provision for reporting adverse events was found to be 
adequately addressed in the submitted protocol. 

3This Volume "Part" (i.e., IIRB Correspondence) is identical in Volumes 2 and 4, given that it applies to 
both the mopping and wiping application protocols / documentation. 
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From: Robert Roogow 
To: 'Sami Selim' 
Sent: Wednesday, February 20, 2008 11:23 AM 
Subject: RE: Wipe protocol submission forms 

Sami, 

The attached email does match with my recollection and/or records of the events for the wipe (070264) 
protocol and the mop (070265) protocol. Please do not hesitate to contact me if you should need any 
further confirmation. 

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. 

From: Sami Selim [mailto:sselim@worldnet.att.net] 
Sent: Wednesday, February 20, 2008 1:35 PM 
To: rroogow@iirb.com 
Subject: Re: Wipe protocol submission forms 

Robert, 

I was reviewing the E-Mail exchanges we had during the preparation of the Mop and Wipe protocols, and came up 
with the attached E-Mail. 
According to my recollection, following your initial voice mail, you left me a second voice mail, in which you 
mention that you found the sections in the protocols that addressed the collection of adverse events. You also 
indicated that since the subjects would be experienced in janitorial work, that you would like to see that in the 
inclusion criteria. 

Please let me know if this match with your recollection or records of what happened. 

Thanks, 

Sami. 

Sami Selim, Ph.D. 
Phone: 559-275-9021 
Fax:559-275-1810 
sselim@gplabs.com 

mailto:rroogow@iirb.com
[mailto:sselim@worldnet.att.net]
mailto:rroogow@iirb.com
mailto:sselim@gplabs.com
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----- Original Message ----­

From: Robert Roogow

To: 'Sami Selim'

Sent: Friday, January 18, 2008 9:11 AM

Subject: RE: Wipe protocol submission forms


Sami, 

In addition to the issues I left on your voice mail, there is an issue with the Site Questionnaire. I 
apologize because we sent you the wrong Site Questionnaire to complete. They look very similar except 
the one that I have attached here ask questions about EPA audits. Please fill out this new Site 
Questionnaire for both the wipe (070264) protocol and the mop (070265) protocol. Sorry for the 
inconvienence. 

To recap the issues I left on your voice mail: 

1) The protocols do not have a protocol version date. 
2) The protocols do not have a section that addresses the collection of adverse events. 

Please let me know if you have any questions or concerns since these issues may or may not have been 
addressed in the past. 

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. 

From: Sami Selim [mailto:sselim@worldnet.att.net] 
Sent: Wednesday, January 16, 2008 11:25 AM 
To: Robert Roogow 
Subject: Wipe protocol submission forms 

Robert, 

Attached, please find a copy of the submission forms for the wipe study. 

Regards, 
Sami. 

Sami Selim, Ph.D. 
Phone: 559-275-9021 
Fax:559-275-1810 
sselim@gplabs.com 

mailto:rroogow@iirb.com
[mailto:sselim@worldnet.att.net]
mailto:sselim@gplabs.com
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Part 6 Transmittal (Selim, 1/18/08, 1:39pm) of Corrected Site Questionnaire for the Wipe 
Study4 

4This Volume "Part" (i.e., IIRB Correspondence) is identical in Volumes 2 and 4, given that it applies to 
both the mopping and wiping application protocols / documentation. 
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Part 7 Transmittal (Selim, 1/18/08, 1:55pm) of Re-Submission of Protocol (“Revision Date 
1/16/08”) for Wipe Study5 

5The Re-submitted protocol (“Revision Date 1/16/08”) is identical to the initially submitted version 
(AEATF_II_Wipe_Protocol_14Jan08f[1].doc), with the following specific exceptions that address IIRB-
requested edits: 

1) inclusion of a protocol version date, i.e., “Revision Date 1/16/08,” which appears at the top of page 
1 of the re-submitted protocol; and 
2) addition of an inclusion criterion, i.e., “Have experience working in janitorial service”, which 
appears in Section 9.1.3 on page 26 of in the re-submitted protocol. 
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Part 8 IIRB Response Letter, Dated January 22, 2008, Approving Protocol and Consent 
Forms in English and Spanish6 

6The response letter, with the English and Spanish translated versions of the Consent Forms, is provided 
in Volume 3, Part 5. The re-submitted / approved protocol referenced in this “Response Letter” is in 
Volume 3, Part 4, and is identical to that presented in Part 6 of this Volume (i.e., Volume 2). 
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Part 9 Transmittal (Roogow, 1/30/08, 11:45am) of IIRB Meeting Minutes (Tuesday, 
January 22, 2008)7 

7This Volume "Part" (i.e., IIRB Correspondence) is identical in Volumes 2 and 4, given that it applies to 
both the mopping and wiping application protocols / documentation. 
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Part 10 IIRB Membership Roster (3 pages; approved 1/2/2008)8 

8This Volume "Part" (i.e., IIRB Correspondence) is identical in Volumes 2 and 4, given that it applies to 
both the mopping and wiping application protocols / documentation. 
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