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Remote Audit Survey Analysis

October 2020



o ﬁ*ﬁ* Lk
%54 What is your experience with remote audits? ¥

Generally Successful
Very Successful

Moderately Successful

This
Generally Unsuccessful respondent:
<20 days
completed
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“=% What do you consider as positive aspects of ¥

remote auditing?

Less need for travel, so auditor time can be used more efficiently

* * *._*i ¢ 3

Ease of involvement of specific NB experts, located in other geographies, as they
can participate remotely

Enables innovative improvement of classic audit formats
Use of modern IT technology

Sustainable and CO2 neutral

Enhanced transparency, as authorities can witness audits in other geographies
more easily

Promote inclusive workforce (because physical handicaps are no impediment)
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"= What are the most common issues / obstacles that ™N&
yvou have encountered with remote audits?

Other:

* |ssues with image and
sound

Poor network connection

Manufacturer with limited IT skills

e Paper records

* Not clear when shown on
camera

e Review of production
documentation lengthy
because documents had to
be scanned/ digitalized

Excessive time in obtaining responses
Other (please specify)

Missing documentation from manufacturer
Poor preparation by manufacturer

e Time difference

Manufacturer cooperation

* More superficial image of
company
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software
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nere been instances that your auditors ¥
enied access to a site?

Reasons for denied access to site:

* Lack of resources onsite (due to staff
access restrictions)

* Separation measures for staff in
order to avoid infection

e Staff in risk groups (e.g. age >60)

* No staff available at all

e Infection risk to production staff for

critical devices

Site closure

Site in high risk area

Auditor coming from high risk area

Too busy with COVID-response

(production, e.g. masks, ventilators;

patientcare e.g. NHS-hospital)

* Manufacturer cannot afford audit
due to COVID-related financial loss
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On average, did your NB raise more or less or
equivalent number of non-conformities in remote
audits compared to onsite audits?

Hm Equal
W Fewer

W Greater
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How many audit days have been completed remotely for In your experience, for the same audit agenda, did you ﬁygﬁ-
‘clinically necessary devices?' (See MDCG 2020 4 - 'clinically need more time or less time to complete the audit ®
necessary' are devices for patients with CoVid19) remotely compared to an onsite audit?

More than 100 days

Up to 100 days
Equal time
16
43%

More time
21
57%

Up to 50 days

Up to 10 days

None

% -2 more
days
10-20%
more time




Number of Remote Audit Days by Type

9000
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Number of Days

3000

2000

1000

H Initial Remote Audit Days
H Surveillance Remote Audit Days
B Extension to Scope Remote Audit Days

Re-assessment Remote Audit Days

AIMDD/MDD/IVDD Legal
Manufacturer

564.25
8175.5
602
2402

1

AIMDD/MDD/IVDD
Suppliers/Subcontractors

55
732.5
12
318

In total

~ 400 days

|
MDR/IVDR Legal Manufacturers

145.5
210
0
34
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“= What have your auditors been doing during  N¥

remote audits? Other.

* Inspection of software
development, process and
source code reviews

Interview operators, regulatory personnel, quality inspectors etc.

Review documents on screen

* Review all available information:
e audit last report

* technical documentation of medical

Video camera view of equipment, records, manufacturing areas etc. . i
devices included under the scope

* Document review off-site during
the audit

* review of submitted documentation

Pre-audit verification / agreement / compatibility of information and
communication technology

Pre-audit document review (to determine audit duration)

e Request to send the records and
evidence of the QS and
regulatory aspects before

Other (please specify) remote audit
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"=+ What method of communication have you INE
been using to complete remote audits?
* Many people have
used multiple
? platforms
. * Depends on the
choice/ability of the

40%

manufacturer or
subcontractor being

30%

20%

-h - a u d Ite d
0%
GoToMeeting Blizz by TeamViewer 3CX

WebEx

10
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