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Abstract: TiME is a large pragmatic, cluster-randomized
clinical trial testing a simple intervention to improve survival
and quality of life for patients with kidney failure who
require chronic treatment with dialysis. The trial evaluates
a minimum hemodialysis session duration of 4.25 hours
compared with usual care for patients with end-stage renal
disease initiating treatment with thrice weekly maintenance
hemodialysis.

The TiME trial is conducted through a partnership between
academic investigators and 2 large dialysis provider
organizations in approximately 320 dialysis facilities. The
pragmatic design of the trial, the use of multiple electronic
health record systems for trial implementation, and the
partnership between academia and industry will establish
a framework for conducting research within health care
delivery systems that will be relevant to a broad range of
diseases and research questions.

Trial Design
Intervention
Facilities
>4.25 hour
sessions
Enroll and
Randomize
Facilities

Enroll and
follow incident
patients
Usual Care
Facilities
No trial-driven
session duration

Primary
outcome:
All-cause
mortality

Secondary
outcomes:
Hospitalizations
& Quality of Life

Follow-up: 2–3 years

DCRI COMMUNICATIONS • DEC 2017

What We’ve Learned So Far
Level of Difficulty

Current Barriers
1

2

3

Enrollment and engagement of patients/
subjects

X

Engagement of clinicians and health systems

X

Data collection and merging datasets

X

Regulatory issues (IRBs and consent)

X

4

Stability of control intervention

X

Implementing/delivering intervention across
healthcare organizations

X

5

1 = little difficulty
5 = extreme difficulty

Challenge

Solution

Because observational data suggest better
outcomes with longer dialysis sessions, dialysis
units, including some of those randomized to
usual care, have increased session durations
for their patients

In many PCTs, the control group is usual care and is “not
controlled.” This may require larger sample sizes and a design that
allows for rapid completion of the trial.

A small change to workflow or the IT system
was often viewed as a large change by health
system personnel

More activity than expected was required at the local level and
with individual practitioners and administrators to engage the
personnel at the facilities.

There were fundamental questions about
minimal risk that arose for this trial, which
enrolls a high-risk population (patients with
end-stage renal disease) and has an outcome
of mortality

The incremental risk of the research was considered minimal
both from a medical standpoint and because treating physicians
and patients maintain autonomy with respect to intervention
implementation.
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