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EXECUTIVE SUMMARY

THIS REPORT PROVIDES AN OVERVIEW OF THE DSHS/DOH HUMAN RESEARCH
REVIEW BOARD. IT SUMMARIZES THE BOARD'S AUTHORITY AND FUNCTIONS, .
OUTLINES THE HUMAN RESEARCH REVIEW PROCESS, AND DESCRIBES MAJOR
ACTIVITIES DURING FY 1989-~1990. IT ALSO INCLUDES A LOG - OF ALL
RESEARCH PROJECTS THAT WERE UNDER REVIEW DURING THIS TWO YEARV
PERIOD». .

State 1aw, administrative regulations and department policy require
that the DSHS/DOH Human Research Review Board review and approve
all research (except certain limited categories) involving DSHS and-

DCOH clients, employees or confidential records, and all human =

subject research funded by DSHS or DOH, or contracted to outside
parties, whether or not department cllents, employees or conflden—
t1a1 records are involved.

This review process is 1ntended to protect the rlghts of subjects

participating in the research, and to assure that the research is =
sound and is likely to produce beneflts Wthh are greater than the =

rlsks to subjects.

The DSHS/DOH Human Research Review Board is comprised of profes—v
sionals working both within and outside DSHS and DOH. Board
members volunteer a substantial amount of their time to review
proposals submitted by researchers. The membership of Board A and
Board B as of November 1990 is shown on pages v and vii.

The Board receives admlnlstratlve support from the DSHS Human
Research Review Section. The Coordinator of the Section also
serves as the Executlve Secretary of the Board. : :

More 1nformatlon. about the departments' human research review
policies and procedures, and copies of the Guide to DSHS/DOH Policy
on Protection of Human Research Subijects and the departments?
Research Application Kit, may be obtained by contacting the Human
~Research Review Section, OB-35, or by calling 753-0424  (SCAN 234-
0424) . ‘ ‘ . L
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Copies of proposals requiring full Board review are sent to all
members two weeks prior to the meeting. One member is asked to
present the proposal to the Board at the meeting. This "primary
reviewer" may contact the researcher before the meeting to discuss
potential concerns or to obtain additional information. Oc~-
casionally, the researcher is invited to attend the meeting to
respond to questions or to provide supplementary information.

Following presentation of the proposal and discussion of any
concerns, the primary reviewer is asked for a disposition recommen-
dation. Disposition of the proposal is decided by a simple
majority vote of all members present at the meeting. The Board may
approve the proposal as submitted, approve the proposal subject to
specified revisions or clarifications, hold the proposal in
abeyance pending submission of supplemental information, or
disapprove the proposal.

Unfavorable review dispositions (i.e., disapprovals, restrictions,
special approval conditions) are binding and not subject to
administrative override. Researchers may appeal unfavorable review
dispositions directly to the Review Board. Each proposal approved
by the Board is subject to review and concurrence by the ap-
propriate DSHS/DOH division director or assistant secretary.

If approved research is to be conducted within departmental
offices, institutions or other facilities, the Review Section will
provide local administrators with information on Board approved
procedures, with a request that they supervise the research to
ensure that these procedures are followed.

VIII. MAJOR ACTIVITIES: 1989-1990

On May 31, 1989, Governor Booth Gardner signed into law Engrossed
Senate Bill No. 6152, which created a separate agency responsible
for health programs and policy in the State of Washington. The
Department of Health combined programs previously housed in the
DSHS Public Health Division, the Department of Licensing, the
Hospital Commission and the Board of Pharmacy. By creating a
single health agency in state government, the legislature intended
to create a strong, clear focus on health issues and to recognize
the need for individuals and communities to protect the public
health. The legislation creating the new Department of Health em-
emphasized the department's role as a clearinghouse for health in-
formation and a repository of population-based health-related data.

Approximately 40% of the proposals reviewed by the Board in 1987
and 1988 were in DSHS programs transferred to the new department.
Many of these proposals were submitted by university-affiliated
health professionals wishing access to identified personal records
governed by the research records disclosure law (RCW 42.48). Other
health research reviewed included the HIV Seroprevalence Studies
sponsored by the Centers for Disease Control, and studies of birth



~ PROJECT LOG

List of Projects Reviewed by .the
DSHS/DOH Human Research Review Board

During Eigbal Years 1989 and 1990
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Date of
Receipt

5-2-77

2-28-80

3-30-81

8-14-81

3-26-82

5-5-82

9-20-82

Proposal Title .and Principal

Investigator

"Sudden Infant Death Risk Fac-
tor", by Donald Peterson, M.D.,
Department of Epidemiology, Uni-
versity of Washlngton, Seattle,
wa :

"Studies of Reproductive Outcome
in the Hanford Nuclear Popula-
tion: Case-Control Study of Birth
Defects and Fetal and Infant
Deaths", by Ethel Gilbert, Ph.D.,
Pacific Nbrthwest Laboratorles,
Richland, WA ' : o

"A Study to Evaluate the Impact
of the Rural Health Clinic Ser-
vices Act of 1977 on Rural Health
Clinics in HEW Region X", by
Malcolm Peterson, M.D., Ph.D.,

Division of Community Medicine,
University of Washington, Seat-

tle, WA

"Surveillance of Childhood Cancer
Incidence as it Relates to Birth

Certificate Data", by Janet . R.

Daling, Ph.D., Department of
Epidemiology, Unlver51ty'of Wash—
ington; Seattle, ‘WA

"Cephalostat for Dental Care of
the Developmentally Disabled", by

Frederic Harris, Ph.D., Depart-
ment of Restorative Dentistry,

University of Washlngton, Seat-

tle, WA

"The Social Ecology of Residen-

- tial Environments", by Sharon
Landesman, - Ph.D., Frank Porter
Graham Child Development Center,
University of North :Carolina,
Chapel Hill, North. Carolina

"Risk Factors for Complex Febrile
Seizures: A Case-Control Study",
by Thomas Koepsell, M.D., M.P.H.,
Department of Epidemiology, Uni-
versity of Washlngton, Seattle,
WA ' S

.15

Current
Status

' Completed
12-7-89

Completed
7- 21 -88

Caﬁdelled

| 9-28-89

Ongoing
"cahcelled
7-20-88

Ongoing

‘fcempletedv'
6-1-89





