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Definition of Audit Types

▪ Onsite audit: An audit that is performed at the physical location of the auditee. 

▪ Remote audit: Remote audits refer to the use of information and communication 
technologies (ICT) to gather information, interview an auditee, etc., when “face-to-face” 
methods are not possible or desired in order to evaluate site Compliance level.

▪ Virtual audit: An audit performed remotely utilizing a virtual environment. A virtual 
environment may be composed of digital and/or non-digital activities using 
technological assets (software, hardware, sensors, PLCs, automated devices, 
conferencing applications) subject to available technology and / or auditee agreement. 

▪ Paper Audit: An audit in which the auditee provides requested documentation to the 
auditor for independent review in order for the auditor to make an evaluation of the 
auditee’s compliance to industry regulations, regulatory requirements and company 
policies and procedures.
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Audit side
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Remote Audits- Strategy Alignment with Regulatory Agencies & Industry Standards 

Remote audits of the active substance manufacturer
Where on-site audits are not possible, the QP can rely on paper-based audits and also take into 
consideration the results of inspections from EEA authorities.
Remote audits should provide confidence that the active substance is fit-for-purpose and will not 
negatively affect the safety and efficacy of the medicinal product. The QP is expected to justify the 
controls in place on a scientific basis and record a risk assessment on a product specific basis

There are a variety of reasons that an auditor may not be present due to safety constraints,
pandemics or travel restrictions. The voluntary or mandatory confinement due to the current
COVID19 pandemic, commissioning of windmill assembly of scaffold, explosive testing and
other scenarios are all examples where auditing remotely is beneficial.

Due to the COVID-19 pandemic, FDA announced in March 2020 that it was temporarily 
postponing all domestic and foreign routine surveillance facility inspections. 
With respect to pre-approval inspections,4 FDA intends to continue using other tools and 
approaches, including requesting existing inspection reports from other trusted foreign regulatory 
partners through mutual recognition.
FDA prepares for resumption of domestic inspections with new risk assessment system” issued 
on July 10, 2020. FDA is using its COVID-19 Advisory Rating system to determine… on a case-by-
case basis, to conduct only “mission-critical” inspections.
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Audit method As Per Risk Ranking

High Risk:

▪ Perform on site audit (where possible)

▪ Where onsite audit is not possible perform virtual audit

Medium Risk:

▪ Perform virtual audit

Low Risk:

▪ Perform paper audit.  

Remote audits can be performed per a risk based approach, when an onsite audit is not 
possible or in combination with onsite auditing
Remote audits are performed according to the overall auditing method and principles of onsite 
audits
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Remote Inspection – Challenges

➢ Access to the required documentation depending on the level of electronic tools vs  paper-based evidence.

➢ Timeliness of receiving information, which is harder to enforce when operate remotely

➢ There could be a lack of credibility of audit information received remotely

➢ Lack of face-to-face interactions make it harder to build a communication, present, explain and understand

➢ Calls are likely to need scheduling, removing the ability for ad hoc ‘at desk’ requests

➢ Reports and work papers may take longer to get reviewed than they would in a normal business environment

➢ Time differences may make it difficult to schedule sessions

➢ Language barriers make it harder to translate in real time, and can be greater over the phone than face-to-face

➢ Staff may be less engaged where operate remotely. Teams are more efficient and focused when co-located
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Remote Inspection – Challenges (continued) 

➢ Translations to English – a lot of docs to be translated  

➢ Late work hours (handling of requests that should be addressed by the next day in the end of the inspection day)

➢ Explanations in writing – response should be very clear and accurate 

➢ Very tight time limitation for responses 

➢ People availability during COVID-19 

➢ A lot of documentation upon requests are to be reviewed by limited number of employees before sending  

➢ Scanning of documents – on site availability of personnel to scan documents (like Batch records, Validation raw data, 

etc.) 
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Remote Inspection - Advantages

➢ Most data is accessible from anywhere, such as a cloud portal, mails, etc.   

In addition, interviews and even observations can be conducted through 

popular platforms like Skype, Teams  or Zoom, which are regularly used by 

many of the companies already.

➢ Avoiding traveling to “difficult” locations ( an isolated area, or strict permits 

are needed to get in – even visas sometimes are required ). With a remote 

audit, you avoid these difficulties.

➢ Logistics related to auditing are not needed anymore. When conducting 

remote audits, usually organizations are relieved from logistics related to 

booking conference rooms and cleaning after the audit team leaves, as well 

as worrying about audit team accommodation, interruptions to employees’ 

regular workflow, and other related inconveniences

➢ Working from their home / office environment, the audit team will feel more 

comfortable, using all the necessary tools, such as high-speed internet, 

monitors, printers, etc. The productivity will be substantially increased in an 

e-audit needing fewer hours to complete a certain task.
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Remote Inspection – Main steps



Differences to onsite audits 

Virtual Audit Planning:

▪ Agree with auditee prior to virtual audit:

▪ The type of information and communication technologies for use during the audit 

➢Robust, secure and effective

▪ The availability of SMEs during the virtual audit 

▪ How to share and exchange documents

➢ For documents available on paper only – ask in advance for specific documents to be ready 
available as scanned files which can be presented by screen sharing during the audit

▪ Request in advance of the audit, the documentation for review during the virtual audit 

▪ Local requirements shall adhere to the right of privacy and shall be followed
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Tools and Resources  (Information and Communication Technologies) 

MS Teams

Skype for Business 

Screen sharing platforms Communication devices

PC

Smartphone

Video cameras

Teleconferences



:
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Remote Audit preparation – example of RU MOIT Inspection

https://www.pda.org/pda-letter-portal/home/full-article/regulator-develops-remote-inspection-process-due-

to-pandemic



:
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:
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Remote Audit preparation – example of requests organizing 



:
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Remote Audit preparation – example of requests sending



:
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Remote Audit preparation – example of requests sending



Differences to onsite audits 

Presenting documents/facilities during the virtual audit:

▪ Document review may be performed independent of participation of the auditee 

▪ When screen sharing application is used during a virtual audit, all non-essential applications 
should be closed

▪ Interruptions may be required to read and analyze information that has been provided

▪ During interruptions/ breaks, ensure the sound is mute and image switched off to ensure privacy

▪ A virtual tour of a facility or specific portions of facilities should be requested (when possible)  

▪ Recommended to prepare Facility Video tour
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Differences to on-site audits 

Virtual Audit Conclusion:

The audit report should clearly

▪ State the extent of use of ICT 

▪ The effectiveness of its use in achieving audit objectives

▪ Indicate those processes that could not be audited and should have been audited 
on-site

This information is important for the decision process and subsequent audits
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Remote Inspections



Thank you.


