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* Data Quality Audit Certificate

This is to-certify that

‘University of Minnesota Gen‘eral.Cliriical'ffkésearéh Center

'passed the Data Quality Audit for data transfer of'ihe pnmary objective data
from medical and research records into the clinical tfia] database

Protocol Title: The Lipid-Altering Effects of Barley Beta-Glucan.
” Sponsor: Cargill Health Fooils Incorporated '
Priticipal Investigator: Joseph M. Keinan, MD
Co-Investigator: Joel J.-Pins, PhD
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Date of Insp‘éction: September 30, 2005 - Certifying Agency: Minnesota Applied Research Center
Certificate Number; 2005-MARC-008 Certificationi Date: October'3, 2005

Auditor: Joy Frestedt, PhD, ?-‘-Executi'yé Director of Research
~ Minnesota Applied Research Center

Signed: @%%JRD& Date: ‘/&'7{"0{- ‘
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UNIVERSITY OF M]NNES OTA DATA AUDIT REPORT PLAN

Protocol Title (Sponsor): The Lipid%lten'ng Effects of Barley Beta-Glucan (Cargill)

Objective:
To verify the accuracy of the Clinical Trial Data in order to substantiate and strengthen Cargﬂ] s

FDA submission regarding barley beta glucan.

Information to be reviewed:
Seven data points (primary outcome variables) will:bé reviewed at basehne and end of study:

LDL, HDL, Tgl, diastolic BP, systolic BP, abdominal fat (g) (DEXA), body weight. Diastolic
and systolic BP measurements will also be audited at study Imdpomt

"Percent of data to be reviewed:

~10% of subject charts. Specifically, to preserve balance among groups, 20 of 155 will be
selected at random (4 from each group A-E; 2 with metabolic syndrome and two without).

Audit method:
After review of the full protocol, IRB/ethics approved informed consent/s, and IRB

communications about the trial, a print out from the final locked database will be compared to
the source documents. All errors will be documented on the print out and the error rate

calculated as defined below.

Acceptable error rate:
Percentage of errors (# errors/total number of ﬁelds audited x 100) wﬂl be less than 0.3%.

Expected outcome:

| Pass with less than 0.3% error. |
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Audit plan approved:

Signature: mm% Date: 7/23/2&

R,esearch ector

Signature: (7 Date: 7 25/ 4 5/

Signature: I{(/ &/
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= i MINNESOTA APPLIED RESEARCH CENTER
i} “Advancing the Science of Natural Products”

4 2] CARGILL/UOFMN AUDIT o
BN UNIVERSITY OF MINNESOTA DATA AUDIT REPORT

AUDIT DATES: 9/30 fo5
AUDIT OUTCOME:  [ff PASS [ FAIL*

Results: (Inciude a narrative description by variable for each subject affected, if

applicable)

(" *If audit failed, refer to Corrective Action Document.

List failed oﬁtcomes':'

Audit Report Complete? i YES O NoO

’

Form completed by: | ,
Signature: &%f%{//m Date: /2405

MARC Director: o '
Signature: ;B %m . Date: ____ fo-4-05"

By signing below, you are stating that all corrective actions are completed:

Date:

Signature:
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