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UNIVERSITY of WASHINGTON

HUMAN SUBJECTS DIVISION

May 4, 2015
Researcher Name: Joanne Stekler, MD, MPH
¢/c Sarah McDougal, MPH
Department/Division: Medicine/Allergy and Infectious Diseases
Box Number: 358931
Re:  Application number: 49248
Application title: Project DBETECT: Evaluation of New HIV Testing Technologies in Clinical
Settings With HIV Incidence
IRB Review date: 05/01/2015
Application type: NEW APPLICATION
Approval type: Conditional Approval

Dear Dr. Stekler,

A Subcommittee of Human Subjects IRB Committee D reviewed the conditional approval response for the
above-referenced application.

Your application has received CONDITIONAL APPROVAL. This means that you may hire and train study
staff, and develop or refine questionnaires, surveys, tests, and/or other similar study materials, but you
may NOT start your research at this time. The IRB has minor conditions or requests for clarification
described on the following pages of this letter, which must be met before you may begin your research.

Please submit your response to this letter on the Conditional Approval Response Form:
http://lwww.washington.edu/research/hsd/docs/321. The form includes submission instructions.

Three hard copies of your Condifional Approval Response Form must be received by the Human
Subjects Division Office sixty days (60) from the date of this letter. The IRB will close your new
application if your response is not received within sixty (60) days. Once we have received your
Conditional Approval Response Form it may be reviewed by a Subcommittee.

Should you have questions concerning this letter, please contact Leah Miller, PhD, Human Subjects
Review Administrator, at 206-543-2877 or lemiller@uw.edu or Dolly Morse, Human Subjects Review
Coordinator, at 206-616-8042 or dollym@uw.edu. Thank you.

Sincerely, w\,’/\

Dolly Morse, MA
Review Coordinator, IRB Commitiee D

4333 Erooklyn Ave. NE, Box 359470 Seattle, WA 98195-9470
main 206.543.0098 fax 206.543.9218 hsdinfo@u.washington.edu www.washington.edu/research/hsd




iRB Conditions of Approval;

1. The application is now conditionally approved with the only condition being the requirement to
obtain the Certificate of Confidentiality. Once you have obtained the Cerlificate of
Confidentiality, please submit a copy with your response to this conditional approval.

Dr. Stekler Page2of2
Application #: 44948
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UNIVERSITY of WASHINGTON

HUMAN SUBJECTS DIVISION

April 21, 2015
Researcher Name: Joanne Stekler, MD, MPH
c/c Sarah McDougal, MPH
Department/Division: Medicine/Allergy and Infectious Diseases
Box Number: 359931
Re:  Application number: 49248
Application title: Project DETECT: Evaluation of New HIV Testing Technologies in Clinical
Settings With HIV Incidence
IRB Review date: 04/17/2015
Application type: NEW APPLICATION
Approval type: Conditional Approval

Dear Dr. Stekler,
Human Subjects IRB D reviewed the above-referenced application.

Your application has received CONDITIONAL APPROVAL. This means that you may hire and train study
staff, and develop or refine questionnaires, surveys, tests, and/or other similar study materials, but you
may NOT start your research at this time. The IRB has minor conditions or requests for clarification
described on the following pages of this letter, which must be met before you may begin your research.

Please submit your response fo this letter on the Conditional Approval Response Form:
hitp://www.washington.edu/research/hsd/docs/321. The form includes submission instructions.

Three hard copies of your Conditional Approval Response Form must be received by the Human
Subjects Division Office sixty days (60) from the date of this letter. The IRB will close your new
application if your response is not received within sixty (60) days. Once we have received your
Conditional Approval Flesponse Form it may be reviewed by a Subcommittee.

Should you have guestions concerning this letter, please contact Leah Miller, PhD, Human Subjects
Review Administrator, at 206-543-2977 or lemiller@uw.edu. Thank you for your prompt response.

Sincerely,

Jeff Purcell, Pharm.D.
Chair, IRB Committee D

JP/imm

4333 Brooklyn Ave. NE, Box 358470 Seattle, WA 98195-9470
main 206.543.0098 fax 206.543.9218 hsdinfo@u washington.edu www.washington.edu/research/hsd
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1.

The Committee determined that it is not appropriate to include minor subjects {ages 14-17) in this
research since there is no increased benefit for including these subjects and there is concemn
regarding these subjects experiencing increased risk in the form of anxiety due to discordant test
results. Therefore, the Committee does not approve the inclusion of minors in this study. Please
confirm your understanding of this item.

Please revise the Waiting Room Approach Script Outline to include a confirmation that the
potential study participant is 18 years old or older.

Please provide revised versions of the information sheets and consent forms which contain the
updated language for the RISKS, STRESS, OR DISCOMFORT section, as provided in item #7 of
your deferral response.

Thank you for confirming that the activities described in this application do not meet the FDA's
definition of research and therefore the study is not subject to the FDA regulations (deferral letter
item #11). Since this study is not FDA regulated, please remove the following statement from the
PROTECTION OF RESEARCH INFORMATION section in all information sheets and consent
forms:

The U.S. Food and Drug Administration (FDA) reserves the right to review study data that
may contain identifying information.

Please note that the card that will be provided for Part 2 - Group 2 participants to receive study
results must be submitted to our office for review prior fo use with subjects.

The IRB nated that the study team is in the process of obtaining a Certificate of Confidentiality for
this study. As a reminder, subjects cannot be recruited or consented until the UW IRB has
received and acknowledged the Certificate of Confidentiality granted by the federal agency.
Please confirm your understanding of this item.

Dr. Stekler Page2of 2
Application #: 49248
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