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What type of monitoring options were available?

1.

Access to electronic medical records — While
initially this option was not available over the
few months after implementing the COVID-19
restrictions, some sites were able to adapt and
allow restricted access to electronic medical
records to allow monitoring to continue. For
many hospitals there were plenty of technical
issues, which would not allow restricted access,
and that in combination with data protection
challenges resulted in new methods of monitor-
ing.

Video conferencing — This was a common
method used during the pandemic. It involved
setting up teleconference call between the moni-
tor and the site. Then the site representative will
read some information from the electronic medi-
cal records or share their screen to allow the
monitor to read the notes. This was also option
for sites using paper records.

Telephone conferencing — This was another
method of monitoring and it was very useful for
sites where the technical restrictions at the hos-
pital did not allow video calls. Surprisingly,
there were many hospitals that had such chal-
lenges initially.

After preforming clinical trials monitoring for
over 10 years, I remember the old saying ‘If
you are doing it quick you are not doing it
right’.

And this is what defined monitoring of clinical
trials for many years — it is meant to be slow;
to take lots of time; to involve lots of travel-
ling; lots of notes taking (and sticky notes),
discovering lots of discrepancies, which are
then left to the sites to resolve, but then in
2020 we were faced by COVID-19 pandemic
and all this had to change overnight.

We were no longer able to go to the hospitals;
we had no access to medical records; we were
not able to travel due to restrictions, but still
the work was there, and someone had to do it.
While some sites completely shut down re-
search others were making efforts to accom-
modate new way of monitoring.

Everyone was hoping this is just temporarily but as
the year go by, many people start realising that this
may be a permanent solution to clinical trials moni-
toring. All these methods showed that while they are
not ideal, they are fully valid way of performing
oversight of clinical trials.

However, the main challenge was to perform remote
monitoring while still holding to the mentality of the
old ways of doing monitoring. Many companies were
sceptical about these new methods and they had con-
cerns about quality. At the end of the day how can
you do monitoring if you have not spent 10 hours
travelling and 8 hours looking through paper? There
are still lots of people who insist on going to the sites
even though they are fully equipped to perform mon-
itoring remotely.



So what were the main concerns?

1. In many cases you may not see what is written on
the paper or in the electronic medical records so
how do you know it is correct?

2. What if there is some hidden record on a paper that
you have not seen, and they have forgotten to tell
you about it?

3. How can you justify a whole day monitoring if you
have not spent 8 hours on the phone or in vide-
oconferencing with the site?

4. How can you explain to senior management that
monitors are working if they have not travelled
2000 miles a month?

Everyone working in the industry is probably completely
capable to understand where these concerns are coming
from. For years monitoring was seen as some kind of com-
paring if the data in the medical records and in the case
report forms is the same. The main metrics for monitors
was how much they have travelled per month. The industry
continued to use its old methods of measuring the quality
of monitoring and failed to acknowledge how the role of
the monitor has evolved over the years.

Before we discuss some benefits and challenges of the re-
mote monitoring it is important to mention how the role of
the monitor has changed during the years. The monitor is a
person who not just confirm the data entered in the data
base is correct but much more...

1. The monitor analyses the data and look for discrepancies
and trends — for example, a patient is taking drug for con-
stipation,

but they don’t have documented medical history or
adverse event of constipation. This will raise a
question why the patient is taking this drug. If this
is happening with all patients at one site, then obvi-
ously there are some training needs at the site.

2. The monitor analyses how the safety data is rec-
orded — for example, if the site has documented ad-
verse event ‘red spot on the neck’ this will need to
be queried and make sure the site documents medi-
cal term.

3. The monitor analyses the data entered in the case
report form to make sure it is entered as per the
manual — for example, the site has documented the
whole medical history while only 5 years prior start-
ing the clinical trial is required.

4. The monitor actively communicates with the site
to identify issues — for example, during a call with
the nurse the monitor learns the patient had a dose
change due to adverse event but in the case report
form is documented different reason. This will need
to be clarified with the site.

5. The monitor helps the site with data management
queries and provide guidance on addressing out-
standing actions.

6. The monitor leases with different vendors to help
the sites in resolving outstanding queries.

7. The monitor supports the site in performing site
file review. This could be facilitated by TMF track-
ers.



There are many more activities that the monitor does, and
this depends on the type of the study.

While the abrupt switch to remote monitoring caused a
lot of anxiety it was also a source of unexpected benefits.

1.

Eliminated the costs of travelling — The costs of
travelling have always been an issue but during the
COVID-19 pandemic these costs were increased
even higher. Ability to perform remote monitoring
could affect positively the overall budget of the
study.

Usage of new technologies — We had access to
many technologies, but the adaptation was slow.
This was rapidly accelerated during the pandemic.

Greater access to data — The usage of new technol-
ogies generated new source data that could be used
for monitoring purposes. For example, ECG ma-
chines, spirometry machines, electronic patient
diaries and many other devices and machines gen-
erated real-time data that we had access to remote-
ly. This provides even greater possibilities for
oversight of the clinical trial and identifying any
issues earlier since it is no longer needed the moni-
tor to go to the site to find this information.

Usage of additional resources — We were able to
have 2 or more monitors to attend calls and review
the data in parallel in preparation for data cut offs.
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5. Faster queries resolution — The easiest way to
address data discrepancies is to resolve this on the day
during the monitoring call.

6. Much easier to book monitoring visits — Sites
have been much more flexible in booking remote moni-
toring visits and often several days a month could be
booked if needed.

There are quite a few challenges as well.

1. Lack of face-to-face contact could create more
challenges in maintaining relationship with the
sites.

2. Site representatives working from home — This

was particular issue for sites where they still use
paper source documents, and someone has to go
to the site to enter the data or check information.

3. Technology restrictions — Often sites don’t have
access to some meeting software or have issues
accessing different systems remotely.



Another big challenge to remote monitoring is the
monitors’” way of seeing their role. Unfortunately,
many monitors still struggle to perform their work dif-
ferently and this is affecting their quality of work, but
this inevitably affects the sites too.

1.

Remote monitoring was not taken seriously be-
cause monitors are not at the site.

Lack of preparation for the visit by performing
remote review in advance.

Lack of or limited use of all the data trackers and
resources provided.

Trust issues and expectation to see everything
with their eyes.

Lack of adequate communication with the sites.

Same expectations as before in terms of time-
lines for issues resolution.

Do not provide adequate support to the sites but
see their role only as performing data inspec-
tions.

Lack of understanding of the time and resources
the sites invested to prepare for remote monitor-
ing visit.

Lack of flexibility to accommodate the site chal-
lenging working environment — often keep the
sites for many hours on calls without the need to
do so, which is affecting the resources at the
sites.

This bring us to the most important question —

How do monitors need to adapt to the new monitor-
ing requirements?

1.

Soft skills — Monitors need to learn to maintain
relationship with the sites remotely, which is
new for many of us in the industry.

Technical skills — While technical skills were
not top priority in the past, they are more than
critical now when everything is moving to re-
mote work.

Better understanding of the new working envi-
ronment — Monitors need to know the situation
at the sites and be considered to the challenges
in the hospitals. Site representatives may not be
able to respond immediately, and clinicians may
not be available for lengthy site initiation train-
ings.

BE
PREPARED

NOT
SCARED

4. Site management skills — Monitors need to be able
to organise and priorities their work to meet the
deadlines and at the same time they need to think
about sites’ workload.

5. Data analysis — Monitors need to improve their
data analysis skills to be able to see trends and
detect potential missing data or inconsistencies.

Many people are still waiting for the ‘normal’ to return,
but at some point they will realise that the remote moni-
toring is the new ‘normal’ and we all need to adapt to it. It
was a time for change but no one expected that COVID-
19 pandemic will help bring this change to research.



