
--

Carroll-Loye Biological Research 
711 Oak Avenue Davis, California 95616 Tel (530)297-6080 http://www.carroll-loye.com/ 

Supplementary Information for Reports SCI-001.4 and SCI-001.5 Page 1 of 27 

5 March 2008 

John M. Carley 
Program Analyst 
U.S. Environmental Protection Agency 
Office of Pesticide Programs 

Dear John, 

In your email of 26 February 2008, you requested additional documentation for your review of 
MRIDs 47322401 and 47322501. I am glad to supply the missing information. I have copied the 
text of your four items, and my response to each, in turn, is embedded (with a broader left-hand 
margin). 

1. A letter from the IIRB dated 10/30/07 approving amendments 1(a) and 1(b) and the 
protocol deviations reported to EPA earlier is present (p. 137 in each volume), but I 
found no correspondence transmitting these amendments to the IIRB. 

Correspondence:

10/24/07 18:24

To: Robert Roogow

From: Scott P Carroll <spcarroll@ucdavis.edu>

Deviation reports, SCI-001/Amendment review request


Dear Robert, 
Attached are two deviation reports concerning amendments I made to Protocol SCI-001 without 
understanding that all such amendments require IRB review. The two amendments in question are 
also attached. The attached amendments a) support the deviation reports that reference them and 
b) are hereby submitted for retrospective review by the IIRB. 
Regards, 
Scott 

Scott P. Carroll, Ph.D.

Carroll–Loye Biological Research


The completed IIRB deviations submission forms are included at the end of this 
file. 

http://www.carroll-loye.com/
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2. A letter from the IIRB dated 11/6/07 (p. 135 in each volume) approves the progress report 
and extends IIRB approval of the protocol, but I found no progress report or request for 
extension. 

11/02/07 12:43

To: Robert Roogow

From: Scott P Carroll <spcarroll@ucdavis.edu>

Subject: SCI-001 renewal

Cc: "Yesenia Crespo" <ycrespo@iirb.com>


Dear Robert,

Attached is our progress report for study SCI-001 (insect repellents). A relevant completed

consent form is also attached (with the subject’s name and initials censored by masking on each

page). Please let me know if you have any additional questions. Thank you very much.


Sincerely,

Scott


Scott P. Carroll, Ph.D.

Carroll–Loye Biological Research


The request for the extension (which is in the form of a progress report), is 
included herein. Accompanying it is the required ‘most recently completed 
consent form’, with the enrollee’s personally identifying information censored. 

3. The email exchange provided (pp. 141-143) between Carroll-Loye Biological Research 
and IIRB leaves several matters up in the air, including what should be said in a revised 
consent form. Is this really all there is? 

A principal matter was the IRB’s concern about the disqualification of the 
pertinent data sets. The Director contacted me be telephone to get more 
information about decision-making at EPA, with reference to the HSRB process, 
and to the context in which any comments would be received. 

In addition, the ICF material I submitted, and asked about in the submission letter, 
went before the IRB at the subsequent meeting, with their letters of 11/06/08 
comprising their response. 
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4. Most important, the letter from the IIRB dated 11/6/07 approving amendment 1(c) (p. 
136 in each volume) also indicates approval of a revised consent form, which I do not 
find elsewhere in the volume. 

That revised consent form, which was used for the testing, was inadvertently 
omitted during the compilation of each report’s pdfs. It is included herein. 

Please let me know if you have any further questions. A list of further contents (below) 
points you to supporting documents. Thanks again for you help. 

Sincerely, 

Scott P. Carroll 
Director 

On the following pages, please find: 

I. Renewal 
Progress Report 
Copy of completed ICF from most recent enrollment 

p.4 
5 

II. IIRB-approved consent form (11/06/07) for SCI-001.4 & SCI-001.5 14 

III. Deivations Reports 
Completed IIRB deviations report 1 (10/24/07) 
Completed IIRB deviations report 2 (10/24/07) 

24 
26 



Progress Report X 
Close Out Report 
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Principal Investigator: Scott Carroll Protocol # SCI-001 

Protocol Title: TEST OF PERSONAL INSECT REPELLENTS 

IIRB approval/re-approval date(s): 7 November 2006_________________________________ 

PLEASE COMPLETE THE FOLLOWING AND RETURN TO THE IIRB 
#Subjects Screened (signed a Consent Form) 40 

#Subjects Enrolled (randomized subjects only do not include Screen Failures) 
this # should equal 1+ 2+3 

40 

1. #Subjects Presently Active 0 

2. #Subjects Completed Study 40* 

3. #Subjects Dropped from Study 0  explain # due to AE’s 

#Serious Adverse Events ___0_____ 

All SAE’s reported? Yes_____ *No______ NA 

*If no, please submit at this time 

# for non-compliance 

# lost to follow up 

# withdrew consent 

# other reasons (explain) 

Explanations (if needed): The study is being continued to collect additional data due to US EPA 
HSRB concerns about study conduct raised at the October 2007 HSRB meeting. Those concerns 
have been addressed with amendment submitted or being submitted to IIRB. *Some subjects 
listed as having completed the study may therefore participate again. 

 Is your site currently recruiting subjects for this study? Yes_____ No__X___ 

 Has all information been submitted for review, i.e, Amendments, Advertisements, Significant 
Deviations, Changes to the Form FDA 1572 etc.? Yes_____ No__X__ (please submit) 

 Any FDA audit during the current approval period? Yes _____ (please submit) No_X___ 

 Any significant problems or relevant new information? Yes __X_ (please submit) No______ 

 Please provide a copy of the Principal Investigator’s current medical license. NA 

 Please provide a copy of the last consent form completed by a subject for this study (include 
copies of translated consent forms if applicable). 

Anticipated Date of completion: __October 2008________ or Date of 
Closure____________________________ 

(For Progress Report) (For Close Out Report Date of last subjects last visit) 

Principal Investigator Signature: __ __________ Date: _____31 October 2007______ 

Signature on this Progress Report by the Principal Investigator is required. 

c:\Progress Report.Word (ver 06-0110) 
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PROTOCOL DEVIATIONS/VIOLATIONS REPORTING FORM 
-Use this form to report protocol deviations or violations that occur at your site- 

Significant Deviations should be reported at the time that they are identified 
Non-Significant Deviations should be reported at the time of Progress Reporting 

Principal Investigator Name: Scott P. Carroll, PhD ________________________ 

Sponsor: Scientific Coordination, Inc.   Sponsor Protocol No.: SCI-001 

Subject ID: 1, 7, 8, 13, 14, 15, 18, 24, 27, 28, 32, 37, 39, 40, 43, 46, 52, 53, 56, 57, 60, 

61, 63, 64, 70. 

Study Drug/Device  LipoDeet (34.34%) Insect Repellent 

Date of Occurrence: July 3-5, 7, 8, 12-15, 2007 

Describe the deviation/violation: 

Study amended without IRB review. The Study Director (‘PI’) did not understand that any and all 
amendments to an approved protocol must also be reviewed by the approving IRB before being 
adopted, regardless of perceived inconsequentiality of such amendments for subjects’ safety and 
rights. 

The specific amendment is attached (see Word file ‘SCI-001 add 34% Lipodeet.doc’). It specifies 
the removal of a test material that the sponsor no longer wanted to develop (Insect Guard II) and 
its replacement with a test material better suited to a principal objective of the study (LipoDeet at 
34.34% deet, exactly matching the deet concentration of the comparison article Ultrathon). 

No other changes were made to the study design in terms of subject exposure to repellents or 
mosquitoes. Lipodeet at 34.34% deet was nearly identical to another product already approved 
for testing (Lipodeet at 30% deet), so that there was no consequential change to the risk profile. 
The deet concentration in these formulations is much lower than that in many products already 
registered, which, in addition, lack properties that reduce skin absorption of the deet. 

As the Study Director, my decision to respond as I did to the Sponsor’s request to substitute a 
test material was based on feedback that I have had, from multiple parties, including California 
EPA and certain IRBs, that only proposed changes likely to increase risk to participants require 
review. Fundamentally, that misunderstanding may come from a lack of clarity on my part about 
whether deviations or amendments are under discussion. Personally I have found the apparent 
latitude in making the decision about whether review is required somewhat disconcerting or at 
least confusing, and I am pleased, upon further discussions with expert parties IIRB, to have this 
basic matter fully clarified. 

� Prior Sponsor Approval Obtained (no follow up action required) 

� *Deviation Not Significant (no follow up action required) 

Phone 954-327-0778 ! fax 954-327-5778 ! email: info@ iirb.com ! web site:www.iirb.com 
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X *Deviation Significant (follow up action required) 

Describe the follow up actions taken to prevent future occurrences: 

Study Director is now fully aware of the requirement that all amendments be reviewed. No 
protocols will be amended without IRB-approval henceforth. Study Director will complete the CITI 
Ethics for Researchers refresher course. 

*Definitions of Significant Deviation available on web site. 

Scott P. Carroll_________________         __  _ 
Printed Name of Person Completing this form Investigator Signature 

(530 297-6080  (530) 297-6080 _____  23 October 2007 

Phone Number Fax Number Date 

Return this form to:	 Independent Investigational Review Board, Inc.

    6738 West Sunrise Boulevard Suite 102 

    Plantation, FL 33313 

Phone 954-327-0778 ! fax 954-327-5778 ! email: info@ iirb.com ! web site:www.iirb.com 
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PROTOCOL DEVIATIONS/VIOLATIONS REPORTING FORM 
-Use this form to report protocol deviations or violations that occur at your site-

Significant Deviations should be reported at the time that they are identified 
Non-Significant Deviations should be reported at the time of Progress Reporting 

Principal Investigator Name: Scott P. Carroll, PhD ________________________ 

Sponsor: Scientific Coordination, Inc. Sponsor Protocol No.: SCI-001 

Subject ID: 1, 3, 5, 6, 8, 10, 13, 14, 15, 18, 20, 21, 22, 24, 25, 28, 32, 37, 39, 40, 43, 46, 

52, 53, 60, 61, 62, 63, 64, 67, 68, 69, 70, 71, 72 

Study Drug/Device Deet-based Insect Repellents 

Date of Occurrence: July 3-5, 7, 8, 12-15, 2007 

Describe the deviation/violation: 

Study amended without IRB review. The Study Director (‘PI’) did not understand that any and all 
amendments to an approved protocol must also be reviewed by the approving IRB before being 
adopted, regardless of perceived inconsequentiality or benefit of such amendments for subjects’ 
safety and rights. 

The specific amendment is attached (see Word file ‘SCI-001 Virus PCR.doc’). It specifies 
conducting viral screening of mosquitoes captured during the conduct of study SCI-001 to the 
protocol. Such screening was recommended by the US/EPA Human Studies Review Board for 
insect repellent registration efficacy studies. 

As the Study Director, my decision to respond as I did to the HSRB recommendation, without 
seeking IRB review, was based on feedback that I have had, from multiple parties, including 
California EPA and certain IRBs, that only proposed changes that are likely to increase risk to 
participants require review. I now understand that any proposed amendment to an approved 
protocol requires IRB review, even if the wording has already been so approved for other, similar 
protocols. 

� Prior Sponsor Approval Obtained (no follow up action required) 

� *Deviation Not Significant (no follow up action required) 

X *Deviation Significant (follow up action required) 

Describe the follow up actions taken to prevent future occurrences: 

Study Director is now fully aware of the requirement that all amendments be reviewed. No 
protocols will be amended without IRB-approval henceforth. Study Director will complete the CITI 
Ethics for Researchers refresher course. 

*Definitions of Significant Deviation available on web site. 

Phone 954-327-0778 ! fax 954-327-5778 ! email: info@ iirb.com ! web site:www.iirb.com 
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Scott P. Carroll_________________ __ _ 
Printed Name of Person Completing this form Investigator Signature 

(530 297-6080 (530) 297-6080 _____ 23 October 2007 
Phone Number Fax Number Date 

Return this form to:	 Independent Investigational Review Board, Inc. 
6738 West Sunrise Boulevard Suite 102 

Plantation, FL 33313 

Phone 954-327-0778 ! fax 954-327-5778 ! email: info@ iirb.com ! web site:www.iirb.com 
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