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Regulatory & Marketplace

Preparing for FDA Remote Inspections: 
What to Expect for 2022

In March 2020, the U.S. Food and Drug 
Administration (FDA) made a ground-
breaking announcement in response 
to the COVID pandemic; they would 
indefinitely pause most foreign and 
domestic inspections. That stopped 
many life sciences companies in 
their tracks, including those creating 
products in response to the pandemic 
(such as PPE, test kits, etc..). As routine 
audits and inspections are critical to 
bringing products to the market, the 
FDA announcement left companies 
scrambling, with millions of dollars and 
even lives on the line. 

With no clear protocol for resuming 
inspections amid ever-changing pandemic 
guidelines, the FDA slowly began to roll out 
limited high-priority domestic inspections 
in Summer 2020. Over a year later, the FDA 
is still prioritising mission-critical work, 
with no transparent plan on what the 
future will hold. Clearly, the organisation 
faces a staggering backlog. FDA inspections 
decreased by 56% in fiscal 2020 compared 
to previous years. While the FDA did not halt 
altogether, only three international and fifty-
two domestic examinations were considered 
“mission critical” between March 2020 to 
October 2020. 

As the world begins cautiously opening 
up, the FDA has a big problem to solve. 
Approximately 23,297 total inspections 
remain through 2021, 857 of which are for 
drugs and pharmaceutical companies. 
Understandably, the FDA faces significant 
pressure from the government on how 
and when the agency will address the 
backlog. Although a bipartisan group of 
lawmakers from the House Energy and 
Commerce Committee released a statement 
acknowledging that COVID-19 will likely 
impede in-person inspections throughout 
2021, the government is still trying to get 
ahead of the issue in the form of legislation. 

Last month, the House Appropriations 
Committee released its budget for the fiscal 
year 2022, which provides a $257 million 
increase in funding for the FDA. The funds 
will be used over several categories, notably 

increased inspections (foreign unannounced 
and high-risk), data modernisation, and 
drug safety surveillance and oversight. 

The government will allocate an extra $5 
million specifically to increased inspections, 
including unannounced foreign inspections. 
The bill includes the following statement on 
the topic:

“The Committee continues to believe 
that physical inspections, especially when 
unannounced, are one of FDA’s most 
important tools to ensure drug safety and 
quality. While COVID–19 has understandably 
delayed many routine inspections abroad, 
the Committee is concerned that FDA may 
not prioritize physical inspections as highly 
as other regulatory review methods.” 

The bill also endeavours to reduce 
regulatory barriers and slowdowns 
through data modernisation and enhanced 
technologies. Specific budget will go 
to expanding the scope of emerging 
technologies to spur innovation throughout 
the regulatory process. 

While the exact inspection protocol may 
still be murky, the expectations are clear: 
2022 FDA inspections will take an entirely 
different face. There is inherent pressure 
on life sciences companies to ensure 
preparation. A failed inspection could mean 
substantially longer delays in manufacturing 
and bringing products to market with such a 
backlog. How can companies use the tools 
at their disposal to best prepare when their 
time comes? 

One way companies can prepare for the 
future of FDA inspections is through Virtual 
Inspection Training. Virtual Inspection 
training combines remote presence 
technology with an expert FDA or regulatory 
consultant agency to prepare global teams 
before an audit. A mock audit, conducted 
by an industry expert, aligns members of 
international groups to get everybody on the 
same page. These protocols boost employee 
knowledge of what it is like to work with 
actual FDA auditors long before the day of 
their inspection. Virtual inspections are also 
a convenient and cost-effective method for 
performing internal inspections as well, and 

many companies had to switch to a virtual 
protocol during the pandemic.  

Virtual inspection training requires the 
right kind of technology to give global teams 
and auditors the feeling of being present. 
If experts or mock auditors are tuning in 
remotely, the quality of their consult lies in 
their ability to see an entire space. During 
the worst parts of the pandemic, companies 
substituted in-person internal audits with 
standard videoconferencing platforms, such 
as Teams or Zoom, to conduct an inspection. 
However, these platforms were designed to 
conduct face-to-face meetings and are not 
optimal for showing attendees a physical 
location. Since standard videoconferencing 
POV is relegated to where the host points the 
camera, it limits the freedom that auditors or 
guests have to explore an area and inspect 
finer details. 

When considering the right tools for the 
job, there are several features to consider 
to optimise quality and results. Most 
importantly, technology that enables:

• A 360-degree view of a facility or 
environment is crucial to seeing the 
complete picture. 

• Autonomous viewing. With 360-degree, 
remote viewers can take advantage of 
autonomous viewing to select their own 
viewpoint, thus providing an extra layer 
of confidence. 

• Collaboration. Another way to align 
participants and create a seamless 
experience is to ensure your technology 
provides document and checklist 
collaboration. With this feature, session 
hosts can quickly and easily pull up a 
checklist or other important document 
in real-time without interrupting the 
tour.

• Session recording is key to eliminating 
any doubt or questions post-meeting. 
Auditors can double-check details, 
spaces, or discussions for quality 
assurance. 

• High-Resolution. It is counterproductive 
to sort through lagging video and 
pixelated imaging. 

When the time comes for a virtual 
inspection, either for practice or internal 
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reasons, there are a few unique steps to 
keep in mind.

1. Prepare in Advance
It may go without saying, but the key to 
a successful remote audit is meticulous 
preparation. Careful prep holds true even for 
remote audits. While remote audits provide 
a high level of assurance and detail, it’s 
essential to take extra care to ensure the 
session runs seamlessly. 

Before the inspection, be sure to identify 
the goal of the inspection and any SOPs or 
documentation needed. Prepare and share 
necessary documents or briefings two to 
three weeks before the audit. It is also 
essential to determine the schedule and 
length of the inspection well in advance. 
Remote reviews are beneficial in that they 
can bring global teams together without the 
need to travel. However, it is still vital to 
adhere to a strict schedule to respect the 
participants’ time and ensure everything 
can be covered. 

Furthermore, since the quality of a remote 
inspection rests in part on the quality of the 
virtual inspection technology, it’s absolutely 
critical to consider internet access. 
Proactively validate the facility’s connection 
quality by performing a bandwidth test 
before the session. Be sure to consider LTE 
wireless connectivity if needed. Finally, align 
on data and recording protocols. Bearing 
in mind the confidentiality of a facility, 

confirm that recording is allowed and remain 
transparent in how data is recorded and 
shared. 

To guarantee preparation, it’s not a bad 
idea to reconfirm the above details a few 
days before a session is to take place. 

2. During the Audit 
Whether for practice or to perform an 
internal audit, begin the session by 
aligning on scope and purpose. Cohesion 
is especially important with global teams 
and other stakeholders coming together 
around the world. If utilising a virtual 
inspection platform that allows for real-
time collaboration, pull up any relevant 
documents or checklists so that all guests 
feel like they’re on the same page. 

3. Close Out
Transparency and trust are key to a 
successful audit, both before and after 
the session. After completing the mock or 
internal audit, take an extra moment to 
discuss relevant observations, follow-up 
steps, and reporting processes.

Assessment:  
The Future of Audits and Inspections
If there’s one thing 2020 taught the world, 
it’s that the road ahead is ever-changing. 
Given the Delta variant on the rise and the 
significant backlog of FDA inspections, it 
is unclear when and how the agency will 
resume a regular inspection protocol. One 

thing, however, is certain; the government 
wants to move the needle along and make 
tangible progress in addressing the backlog. 
With the government boosting unannounced 
inspections and considering bringing remote 
technology into the regular inspection 
protocol, it is clear times are changing. 
Companies’ best chance at adapting to the 
new reality is to be prepared and open to 
alternative technologies. 


