STATE OF CALIFORNIA - HEALTH AND HUMAN SERVICES AGENCY ARNOLD SCHWARZENEGGER, Governor

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS
400 R Street, Room 369

Sacramento, California 95811

(916) 326-3660 FAX (916) 322-2512

AGENDA

COMMITTEE FOR THE PROTECTION OF HUMAN SUBJECTS (CPHS)
CALIFORNIA HEALTH AND HUMAN SERVICES AGENCY
400 R Street, Room 300
Sacramento, CA 95811

Friday, May 28, 2010
8:30 am — 5:00 pm

A. General Items
1. Administrator's Report
a. OSHPD switching to Outlook e-mail on May 22, 2010
. Checklist on grant application review
. Research Determination form
. Engagement in research revisions
. SBX5 2
a. Revision in institutions eligible for personal information
b.  Authorization Agreement with California Department of Education
. CPHS Data Security Subcommittee Report
. SB 13 Work Group meeting
. NorCal IRB Consortium survey results
. Membership update
a.  Appointments/Re-appointments
b. Options for participation (Consultants, Alternates)
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B. Approval of Minutes
March 26, 2010 Meeting Minutes

C. Continuing Projects Calendar - Previously approved projects requiring
full committee reapproval

Projects with major revisions and requiring periodic review

Projects requiring periodic review only — (including moderate risk)
Some projects listed may have been approved by expedited review prior to
this meeting and will not be reviewed by the full committee.

1. Project No. 95-06-04 (Murphy)
Project Title: “*OSHPD 1992-2010 Confidential Hospital Discharge Data”
Principal Investigator: Ernest Ong, MPA
CDPH
Sacramento, CA

2. Project No. 07-06-57 (Lowe)
Project Title: “Unclaimed Children Revisited: California Case Study”
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Principal Investigator: Janice Cooper, PhD
Columbia University
New York, NY

. Project No. 96-06-07 (Mihordin)
Project Title: “The Nature of Psychopathy Among Forensic Patients
and Prefrontal Functioning”
Principal Investigator: Annette Ermshar, PhD
DMH Patton State Hospital
Patton, CA

. Project No. 08-06-04 (Murphy)
Project Title: “Immune response genes and young adult Hodgkin
Lymphoma: Greater Bay Area extension”
Principal Investigator: Sally Glaser, PhD
Northern California Cancer Center
Fremont, CA

. Project No. 05-06-57 (Kirkish)
Project Title: “Population-based Incidence of Common Medical and
Obstetrical Complications by Age and Race/Ethnicity”
Principal Investigator: Kimberly D. Gregory, MD, MPH
UCLA
Los Angeles, CA

. Project No. 05-06-58 (Kirkish)

Project Title: “Are Current Quality Indicators Applicable to Maternal
Health”
Principal Investigator: Kimberly D. Gregory, MD, MPH
UCLA

Los Angeles, CA

. Project No. 05-06-59 (Kirkish)
Project Title: “Multiple Gestations: Risks of Antepartum Admissions; and
Maternal and Neonatal Risks by Method of Delivery”
Principal Investigator: Kimberly D. Gregory, MD, MPH
UCLA
Los Angeles, CA

. Project No. 06-06-52 (Mihordin)
Project Title: “Contributions of Intellectual Functioning, Psychiatric
Diagnosis, and History of Neurological Injury on TOMM
Performance”
Principal Investigator: Leslie Hall, PhD
DMH
Vacaville, CA
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9. Project No. 00-06-06 (Lowe)

Project Title: “Epidemiologic Study of Congenital Hypothyroidism,
Thyroid Stimulating Hormone (TSH) and Perchlorate
in Drinking Water in California”

Principal Investigator: Michael A. Kelsh, PhD, MPH

Exponent
Menlo Park, CA

10.Project No. 02-08-10 (Murphy)
Project Title: “Predicting Outcomes in Colon and Rectal Cancer Using
Population-Based Database”
Principal Investigator: Clifford Ko, MD, MS, MSHS
UCLA School of Medicine
Los Angeles, CA

11.Project No. 05-06-61 (Kirkish)

Project Title: “Nurse Unionization and Patient Outcomes”
Principal Investigator: Alexandre Mas, PhD

UC Berkeley

Berkeley, CA

12.Project No. 94-06-10 (Harris)
Project Title: “Opiate Control of Self-Injury”
Principal Investigator: Curt Sandman, PhD
DDS - Fairview Developmental Center
Costa Mesa, CA

13.Project No. 07-06-05 (Dinis)
Project Title: “Evaluation of First 5 California's CARES Program”
Principal Investigator: Stacie Sormano, MA
First 5 California
Sacramento, CA

14.Project No. 03-06-06 (Mihordin)

Project Title: “Community Knowledge and Attitudes of Rabies Control and
Willingness to Pay for an Oral Rabies Vaccination Program
in Skunks in California”

Principal Investigator: Ben Sun, DVM, MPVM

CDPH
Sacramento, CA

15.Project No. 08-06-11 (Dickey)
Project Title: "Pilot Study to Test Laboratory Components of the California
Biomonitoring Program”
Principal Investigator: Myrto Petreas,PhD, MPH
California Department of Toxic Substances Control
Berkeley, CA
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16.Project No. 09-06-05 (Mihordin)
Project Title: "Human Resources Management in the Public Mental Health
System"
Principal Investigator: Richard Scheffler,PhD
University of California, Berkeley
Berkeley, CA

17.Project No. 09-06-58 (Murphy)
Project Title: “Moving to Opportunity for Fair Housing Demonstration
Program 10 Year Evaluation”
Principal Investigator: Lawrence Katz, PhD
National Bureau of Economic Research
Cambridge, MA

18. Project No. 05-06-06 (Kirkish)
Project Title: “Evaluation of a Diabetes Lifestyle Intervention Program”
Principal Investigator: Ari Zeldin, MD
Westside Regional Center
Culver City, CA

Projects with revisions only
Some projects listed may have been approved by expedited review prior to
this meeting and will not be reviewed by the full committee.

19.Project No. 99-02-10 (Reviewer -Lowe)

Project Title: “Evaluating the California Treatment Outcome Project
(CalTOP)”
Principal Investigator: Yih-Ing Hser, PhD
UCLA

Los Angeles, CA

20.Project No. 07-10-01 (Reviewer -Ruiz)
Project Title: “Impact of Institutaional- and Individual-level Discrimination
On Medical Care and Quality of Life among Breast Cancer
Survivors (‘Equality in Breast Cancer Care’)”
Principal Investigator: Scarlett Lin Gomez, PhD
Cancer Prevention Institute of California
Fremont, CA

21.Project No. 09-12-03 (Reviewer -Ruiz)
Project Title: “California Breast Cancer Research Program Study:
Developing Sociodemographic Questions for Breast
Cancer Disparities Research”
Principal Investigator: Scarlett Lin Gomez, PhD
Cancer Prevention Institute of California
Fremont, CA
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D. Second Review Calendar — Projects not previously approved that require full
committee review

E. New Projects Calendar
New Projects - Full Committee Review Required

1. Project No. 10-06-01 (Reviewer - Dinis)

Project Title: “Firefighter Occupational Exposure (FOX) Project”
Principal Investigator: Rupali Das, MD, MPH
CDPH
Richmond, CA
2. Project No. 10-06-02 (Reviewer - Murphy)
Project Title: “Cancer Prevention Study-Il (CPS-II)
Registry Linkage with the California Cancer Registry”
Principal Investigator: Susan Gapstur, PhD, MPH
American Cancer Society
Atlanta, GA
3. Project No. 10-06-03 (Reviewer - Ward)
Project Title: “Measuring your Health (MY-Health):
Validation Study of Health Outcomes Measures”
Principal Investigator: Theresa Keegan, PhD
Cancer Prevention Institute of California
Fremont, CA

New Projects - Expedited Review Requested, but which may require full
committee review. Some projects listed may have been approved by
expedited review prior to this meeting and will not be reviewed by the full
committee.

1. Project No. 10-06-58 (Reviewer — Harris/Lowe)

Project Title: “Healthcare-Associated Infections and Antimicrobial Use
Prevalence Survey”
Principal Investigator: Joelle Nadle, MPH
California Emerging Infections Program
Oakland, CA

F. Projects with Request for CPHS to Rely on another Institutional Review Board
(IRB) (CPHS will decide on whether to rely on another IRB for approval of
these projects)

G. Projects with Reported Adverse Events (CPHS will decide if any action on
these projects is necessary)
1. Project No. 09-08-07 (Reviewer — Harris/Dickey)
Project Title: “Fertility Preservation in Young Female Cancer Survivors —
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A Survey of Patients in the California Cancer Registry”
Principal Investigator: Mitchell Rosen, MD
UCSF

San Francisco, CA

2. Project No. 08-08-05 (Reviewer — Murphy/Dickey)
Project Title: “Disease Management Pilot Program (DMIPP) Evaluation”
Principal Investigator: Gerald Kominski, PhD
UCLA
Los Angeles, CA

H. Exemption Request
1. Project Title: “False Reports of HIV Infection Among Hospitalized Psychiatric
Individuals”
Principal Investigator: Ronald Hattis, MD, MPH
Patton State Hospital

l. Next Meeting
The next CPHS meeting is scheduled for August 6, 2010 in Sacramento.

J. Adjournment

NOTE: Action may be taken on any items listed in this agenda.
To request any background materials prior to the meeting please contact cphs-
mail@oshpd.ca.gov.

Pursuant to the Americans with Disabilities Act, the meeting is accessible to people with
mobility impairments. Please contact CPHS, cphs-mail@oshpd.ca.gov or 916-326-
3660, at least five working days in advance of the meeting to make arrangements for
persons who require additional reasonable accommodations or have special needs.
CPHS will ensure that it makes every effort to fulfill the request.

California Health and Human Services Agency
Committee for the Protection of Human Subjects
400 R Street, Room 369
Sacramento, CA 95811
Phone: (916) 326-3660
Fax: (916) 322-2512
Roxana Killian, LCSW
Administrator
rkillian@oshpd.ca.gov
Joan Mock
Assistant Administrator
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