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Introduction.
The impact of COVID-19 has greatly changed the way we do business, leading us to re-examine working practices, adapt to a new reality and alter
the way we approach business processes overall. The valuable role of audits in examining and evaluating the effectiveness of pharmacovigilance
systems is no exception; however, due to the pandemic, this mandatory activity had taken a back seat and taken second place in the priority list.
It does not have to be this way. Remote audits are the answer and with the right adaptations can easily replicate an on-site audit in a virtual setting.
Prior to COVID-19, Arriello had already been carrying out remote audits, so we decided to build on that experience and perfect a model for our changed
times. Whilst we faced challenges, we could quickly see these could easily be resolved and the benefits greatly outweighed them. We believe the future
now lies in remote audits. Here we outline what to consider and give you our top ten tips for successful execution.

Remote audits — some key advantages.
Improved efficiency.
Cost savings from eliminating travel time have
also resulted in a better work/life balance for
auditors.
Elimination of on-site planning.
From security arrangements to document
printing and over lengthy breaks.
Increased scheduling flexibility.
Audits are now much easier to reschedule
without the need to stick to fixed dates.

Wider reach.
Easier to conduct audits across different
geographies.
Enhanced learning.
Auditors gain more experience in a shorter time
frame with a remote model.
Less admin.
Reduce paperwork and optimised use
of technology.
Planning and preparation.

Remote audits — some key advantages.
Before you shift to remote auditing, you’ll need
to review all processes and procedures to
ensure they adapt fully to the remote model.
We suggest looking at the following first:

 Adapt current procedures to the
remote audit model to ensure
pharmacovigilance compliance.

 Review planned audits and see if these
can be adapted to the remote model.

 Check on and revise where necessary
all internal policies on document
sharing via video calls and any other
communication channels.

 Communicate any changes in a timely
manner to auditees to assist in the
audit preparation.

 Agree on technology platforms for
audit sessions and the sharing of
supporting documents.
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Top tips for auditors.
Have a solid project management plan
with a project manager to execute it.
You can ensure the success of a remote
audit when you stick to a clear plan managed
by a good project manager before the audit
kicks off. As well as increasing efficiency, this
vital preparation will enable much more efficient
time management, since all the steps for the
audit are clearly signposted.
In addition, auditors can agree on all the audit
milestones with the auditees, schedule all the
types of interaction that need to take place and
provide timelines for the audit report. Being
more fully prepared means that auditors can
focus on the job in hand when the audit
kicks off.
Set-up a kick-off meeting and
login early on the day of the audit.
Starting off well includes making sure everyone
is briefed on how the adapted system is vital to
success. Auditors can clearly outline how the
audit will be carried out, agree on systems
to be used and importantly, make sure
connectivity is not an issue.
By fully briefing all participants before the
audit, all can be confident that all will run
smoothly. We would also suggest logging
in 10—15 minutes prior to the audit taking
place, just in case any other technical issues
present themselves.

Use cameras throughout the audit
to replicate a face-to-face environment.
Auditors don’t just listen to answers in an
audit, they need to see how a person reacts
to questions to get the full picture.
By ensuring you make the best use of cameras
throughout the process, you will gain much
more clarity. Essentially, it means that the facial
expressions and body language of regular
face-to-face communication are not lost.
By being able to study both spoken and
non-verbal responses at the same time, the
auditor can see if the line of questioning is clear,
whether another approach is necessary and
generally get a much more rounded view of
each audite response.

Always have a plan B.
Not everything always goes to plan and
technology can on occasion let us down.
Having a backup plan will help to keep
an audit on track and greatly reduce the
possibility of postponement or worse,
cancellation due to the internet being down
or from another technology issue.
Have a backup IT system in place in case the
one being used fails. Also, provide a phone
line available in case any participant loses
the connection or has another IT problem
that can’t be addressed promptly.
Another solution would be to continue
the audit using a document-based approach.
Always have plans in place to keep disruptions
to a minimum.

Prepare document requests
as early as possible.
Ensure you make the requests for your first
document set as early on in the planning stage
as possible. This simple step means auditors
have the time to properly review all materials
to see if anything is missing and if additional
documents are required.
You will find that the audit will run better
and more efficiently when all required
documentation is in place from the outset.
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Top tips for auditees.
Take the initiative in proposing
technical solutions.
Make sure to consult with your auditees
and get them to suggest ideas for effective
document sharing and for the audit call, too.
By using familiar means that everyone is
comfortable with, stress levels will be reduced
and as a result, better responses will be
the outcome.
You’ll also need less time in preparation and
do without the learning curve associated with
new or unfamiliar tools.
Test the technology and connectivity
internally with the audit team.
A more general testing of the technology to be
used will iron out any disruptive elements so
the audit can run unhindered. Agree on items
such as how video will be used, making sure
that people can properly see each other.
Ensure muting works properly so each response
can be heard without people talking over others
too and work to eliminate sound interferences
such as background noises or echoes. With
these items in place, auditees can focus on
getting better audit results, rather than solving
technical glitches.
Although these measures may seem obvious,
they are common, so make sure to factor them in.
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Make sure the internal team has
its own communication channel.
During the audit, you’ll want to be able to foster
discussions outside of the official audit call.
One of the best ways to do this is by having
a separate quiet group chat that allows for
constant communication between all parties.
It may be that participants need information
from other team members or interviewees
simply need confirmation or advice on
a specific point.
This approach will greatly enhance the audit
and will replicate the face time of a live
group situation.
Exercise care when sharing documents
in “live mode”.
When sharing screens in full screen mode, it’s
vital to address any data breaches upfront.
Participants often need to keep certain data
confidential, so have a specific area to share
requested documents.
To hardwire this behaviour, ensure your team
communicates this measure clearly from
the outset and on a regular basis throughout
the audit call.

Give audit co-ordinators defined roles.
All roles should be decided upon and defined
upfront. You’ll need to include a room keeper
to invite audio attendees to the call and
to keep track of time for each session.
Make someone else responsible for document
reviews and sharing as well as preparation —
ideally a person who can anticipate requests
before they come in.
You’ll also need someone to take notes so all can
easily track the progress of the audit. The Quality
Lead Host should also introduce interviewees to
the auditors, so they know whom to address for
each given topic.
Finally ensure that all auditors are aware of
who is handling each role, so they know who
to go to.

Finally.
To successfully transition from on-site
to remote audits within your company,
preparation is key to ensure you get the
results you need, without any loss of
audit quality.
Both auditors and auditees need to feel
assured that the pharmacovigilance audit
model can be easily replicated, so do
make sure to follow our tips to iron out any
potential issues.
With the increased efficiency and flexibility
that remote models can deliver; we
believe that the future for successful
pharmacovigilance systems is already here.

For all you auditing and quality management needs
contact sales@arriello.com.
Or visit us online at:
Go to website >>
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From development to market.
Faster. Better. Smarter.
About us.
Arriello is a leading consultancy and solutions provider of risk management
and compliance services to the pharmaceutical industry. We’ve been making
the development-to-market process faster, better, and smarter since 2008.

With our extensive global network, decades of combined experience and ISO:9001
certification, we are a trusted partner primarily to pharmaceutical and biotech
companies.

Our global services span the product life cycle from Clinical to post-submission
Regulatory Affairs and Pharmacovigilance, Quality Assurance and Auditing,
and innovative automation solutions.

Our valued clients rely on our ability to deliver, however complex their requirements,
through our proven expertise, global coverage, and technology.

Headquartered in Ireland, with operations across Europe, we consult and create
solutions across the EU, North America, LATAM, CIS, MENA, Asia, and South Africa.

Service inquiries: sales@arriello.com
linkedin.com/company/arriello_group
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