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| ntroduction

LIDO (Longitudina Investigation of Depression Outcomes) is

an international observational study designed to assess the
quality of life and economic correlates of recognized major clinica

depression in primary care settings. It is being implemented in four
phases: planning; recruitment; follow-up; and analysis.

Study Design
During the planning phase, the Research Team worked with study ad-

visors and site investigators to design the study, select the measures
and develop the international  protocols.

Measure Purpose

CESD Depression Screering Measure; symplom basec-

ciDi Depression Diagnostic Measure
SCL-90 Anxiety Subscales Indicator of Co-morbid Anxiety
WHOQOL Bref Generic Quality of Life Measure
QLDS Depression QOL Measure
SE-12/MHLS Furclonal disabiy Measure,
Indicators of co-morbid conditions (control variables)

Co-morbid Conditions list

Resource Utilization Questions Identiy levels of healh care utiization related to
ssion

changes in course of depre:
Descriptive, control and economic variables (* select
bles past screen)

Demographic Questions
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Common Protocols vs. Ste Differences

Each site designed their study to meet the requirements in the LIDO Protocol. There were
design features set by protocol requiring compliance across sites, and there were areas where
each site could design the best methods for their settings.

| nfluencing Factors

A single international protocol was derived to support a single pooled
international dataset. However, there are many country-specific factors that

What could change by sites

Common protocol compliance required

can introduce site-specific bias:

Cultura differences (news and stigma about depression differ)

Languages (not all language versions of measures available / not all

concepts easily translatable)

Health Care Systems (differencesin structural useand referal, aswell

as professional used)

Political/Economical (countries at unrest, economies failing)

Natura History (strong active immigration patterns, war, terrorism,

bank freezes, seasonal changes)

selection of primary care sites
selection of institution affiliation
staffing designs

patient compliance (retention plans)
ethic commitee process

letters to doctors and patients
activities to maintain clinic sites

measures and study forms

measure periodicity and timing windows
orientation process

CIDI training + monitoring

data management process

site monitoring process

translation process

Study Or ganization

Sponsor
Eli Lilly Company
Indianapolis, U.S.A.

Coordinating Center
HRA, Inc
Seattle, US.A.

Primary Consultant
Donald L. Patrick, PhQy
Seattle, US.A.

World Health Organization
Geneva, Switzerland

(Planning Phase Only)

Galen Research
Manchester, England

The Research Team is the principal decison making body regard-
ing the scientific oversight of the study.

The Coordinating Center provides al aspects of study manage-
ment and monitoring.

Study Advisors assist the Research Team and Coordinating Center
with specific areas of expertise.

Site Investigators manage study sites within their country.

Study Advisors

- Depression (Psychiatry)
Greg Smon, MD

Center for Health Studies, GHC
USA

Per Bech, MD

Psychiatric General Hospital
Denmark

- Economics

Daniel Chisholm, PhD

Martin Knapp, PhD

Centre for the Economics of Mental Health
United Kingdom

- Statistics

Paula Diehr, PhD

Dept of Biostatistics, Univ of Washington
USA

Diane Whalley, PhD

Galen Research Enterprise House
United Kingdom

- CIDI Trainers

Mario ter Smitten, PhD

Wim van den Brink, MD, PhD

Academic Medical Centre, Univ of Amsterdam
The Netherlands

Site Investigators

- lsradl

Dr. Marianne Amir

Ben-Gurion University of the Negev
Beer-Sheva, Israel

- Spain

Dr. Ramona Lucas

Fundacio Park Tauli

Barcelona, Spain

- Australia

Dr. Helen Herrman

S. Vincent's Hospital and Community
Psychiatric Services

Melbourne, Australia

- Brazil

Dr. Marcelo Fleck

University of the State of Rio Grande do Sul
Porto Alegre, Brazl

- USA

Dr. Donald Patrick

University of Washington, Dept. of Health Services
U.S LIDO Ste - Health Research Associates, Inc.
Burien, Washington, USA

- Russian Federation

Dr. Aleksandr Lomachenkov

VM Bekhterev Psychoneurological Research Inst.
S. Petersburg, Russia

Translation Process

Starting Materials
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SampleChecklist

Patient M anagement Checklist A

T be used between Screening and determinalion of study stalus.

Patient Name. Patient 1D

Date Soreening Form Completed:

Date CESD scored.

CESD Score:

Reported treatment for depression during past 3 months? YES NO

Plansto remain in area for next 12 months? YES NO

Determination of Study Status.

Should patient be contacted for Baseline Visit? ®

Patient to completeBaseline Visitby: ___/__/___
o

(Wifin 2 wesks of Sreening date)

Complete Negative Screen Log
Randomized to Retest?

1. Complete Negative Screen Log.
2. Submit edited Scr eening Form
todata entry.

. Complete negative screen log
b__GoTocheckiist“8:

Study Timeline

Overview of Study Phases

1997 1998 1999 2000
olo e u ol o

ol

Mol

o

M NV
[ — |
E
| ST
Jsite 55 (Brazih 1 |
| ey 1 1
Lsite #7 (Russian Federation) | 1

T Analysis, Report, Publcations

1997 1998 1999 2000

Plannina Phase Phase | (Recruitment) Phase Il (Follow-up) Analytic Phas
5/97-12/97 11/97- 12198 10/97- 212000 12/99-10/2000

Conclusion

Multi-cultural studies always provide a richness and
opportunity but difficulties for maintaining stan-
dardization. While it is possible to run internationa
studies that yield poolable datasets, it requires in-
tensive planning and set-up work in order to safe-
guard the quality of the data.




