FEATURE

Improving Quality of Data
through Metrics
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If we look at the conduct of a
clinical trial over the lifecycle
of a project, whether the
services are performed directly
by the pharma company or by a
contractor, it does not take long
to see the disastrous effects
of a project that does not have
risk clearly defined. One way

to establish the level of risk

is by careful measurement of
selected metrics.
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Metrics are useful to establish operational benchmarks for Data quality can be difficult to measure objectively, but
performance of the organisation/department and have been if metrics are clearly defined and agreed upon then data
seen to improve performance. As Lord Kelvin said “If you cannot  quality can be measured objectively. This can be even
measure it, you cannot improve it.” It is important that the more challenging when sponsors and contract research
metrics chosen have meaning to the organisation/department, organisations (CROs] have joint accountability for certain
are objective and, most importantly, need to be measurable. tasks. This is just one reason why it is vital to have roles and

responsibilities carefully documented contractually.

The results of quality without metrics can be seen in the

In order to objectively evaluate whether improvements have taken ~ 9raph below.
place within a company, potential risk areas for the company

must be identified and measured. These areas are not stagnant
and may change over time. In setting up your metric system, it

is important to look at the strategic relationship between the High
sponsor and contractor. The table below gives you some valuable Cost
insights to consider in implementing quality metrics. \

o Project E
Advantages Disadvantages O _ issues too
Project to correct
midway
° indicators
Project
Start

Reactive, not
proactive

Demonstrates
state of control

Cost

Serves as early
alert system for
company

No data trending
or analysis to
base decisions

Quality metrics need to be established for every stage of the
project/study. It is important to concentrate on important

Nicky Dodsworth is currently Senior metrics early in the process. Measuring metrics at project
Director, Global Quality Assurance end/late in the study is often costly and cannot be useful in
at Premier Research Group Ltd. helping with project oversight which needs to be conducted
ber of throughout the study. During project reviews, these metrics
Nicky has been a mem . : ; . .
- the mid 1980s. can be interpreted leading to detection of slippage and review
BARQA since Chair of the of quality standards. This could highlight a more significant

She is currently Co

he Institute of problem and the need to involve quality assurance (QA).
u
GCP Forum at the Instt

Typical metrics to be measured to help improve data quality

Clinical Research (ICR). She -jomed before a project starts, or very early in the process, include
EFGCP in 2003 and is an active investigator recruitment rates, time to study start-up and time

ember of the Ethics Working Party. to first patient first visit (FPFV). However some of these metrics
m

2010, she became indicate speed of the process rather than quality. The number
r her local of revisions to a protocol can indicate a poorly designed or
hastily developed protocol or it can indicate, for example, the
variability in the quality of the reviews of Ethics Committees.
There are a vast number of metrics that can be measured

Recently, in March
re-elected Governor fo _
NHS Foundation Trust Hospital.
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Sherri Hubby is currently US Director
of Quality Assurance at Premier
Research Group Ltd. Sherri has over
19 years of experience in conducting
GCP audits and inspections in the
areas of bioresearch monitoring of
sponsors, CROs, investigator sites
and additional FDA field experience
as an FDA investigator for nine years
including inspections of drug, medical
c%evice, food, biologics and software
firms. Sherri has been active in
Presenting at DIA meetings since 2001,
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Cross functional team
communnication
Performance across
multiple projects

Monitoring visit report
timelines from date of
visit to client

Number of queries/site
Comparison of Adverse
Events (AEs)/Serious

Adverse Events (SAEs)
Project across sites and
monitors
Management y
Data Medical
Management Writing
[ N

Time from final tables, listings

Final data management plan and graphs (TLGs) to delivery

p.r1or to datcrbase. bmld_ of draft clinical study report
Time from CREF site retrieval to (CSR) to sponsor
data entry y
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during the course of a project. The types of metrics include the
rate at which queries arise, the numbers of queries, ageing

of queries etc. Query rates can result from poorly designed
case report forms (CRFs) however, if query rates appear to

be higher than normal it may indicate that there needs to be
additional supervision/training at a particular site, an increase
in monitoring visits conducted or even a need to introduce in-
house secondary monitoring.

The time it takes for Clinical Research Associates to complete
monitoring visit reports, post site visits, and the review time of
the project manager or the time it takes to send these reports
to the sponsor are frequently recorded metrics which can
indicate a bigger issue if carefully assessed.

At the project end, QA can provide valuable assistance
to operations by working with the teams to assess the
project outcomes. It is particularly important that this type
of assessment remains objective and targeted on process
improvement rather than aimed at specific personnel.

In summary, no matter if you are a sponsor, CRO or site involved
in support of the drug, biologic or medical device development
process, performance quality metrics can be developed to
improve any aspect of an organisation’s operations.

In order to implement an effective system, companies
must be prepared to identify risk. They must have a thorough
understanding of their business processes and the critical
quality attributes of those processes.

In the examples provided, metrics were developed as a
baseline measurement for systems which could represent
a regulatory or business risk. Metrics, when used properly,
provide objective evidence that adequate controls are in
place to improve performance, effectiveness, efficiency and
appropriate levels of control for all involved.
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