-

compliance, is now being seen in a new and
not very flattering light. Their long standing
reputation for high compliance standards is
now significantly tarnished. From an FDA
enforcement perspective the agency has to be
thinking that if the best of the best has issues,
then other less capable firms must also have
similar or other issues waiting to be found. It also
certainly portends there will be no budget cuts
for FDA site inspection activities anytime soon.

Surviving your next
FDA audit
For compliance managers and business owners, a visit from the
FDA can be one of the most unsettling experiences they face in
today's business environment.

N

owadays
there is good reason to feel
anxious about FDA audits, as the
penalty for failing to measure up can
be severe. Here are some preparation
tips and inspection management advice that can
help your firm better prepare for the next visit
from an FDA inspector, and also afford a little
peace of mind in the meantime.
Many people in the industry still remember the
late 90's when FDA focused on the gas industry,
and Vice President AI Gore was handing out his
notorious Hammer Award to FDA inspectors for
their diligence in auditing gas firms. While the
FDA's inspectional tone significantly softened
during the Bush Administration years, in the last
18 months the enforcement pendulum has been
swinging back in the other direction.
Changing times
Consider that in June 2009 the then new FDA
commissioner announced a sweeping initiative
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for stepping up enforcement actions. By late
summer the same year the FDA began hiring
the first of almost 2,000 new inspectors, and
these newly recruited resources began making
site inspections in the fall of that year. While
the FDA is not targeting medical gas companies
specifically, they do like to send new recruits
to gas facilities while they are learning how to
inspect companies, freeing up the experienced
inspectors to perform the more complex
pharmaceutical audits.
In our expert opinion this upswing in site
inspections will not abate any time soon. At the
writing of this article a major FDA case - the
McNeil Labs/Johnson & Johnson inspection
and recall, and potential criminal prosecution, is
still unfolding, and this case promises to send
compliance shock waves to every corner of the
pharmaceutical industry for months and years
to come. Johnson & Johnson, long thought
to be the gold standard when it came to FDA

Where to begin
The first step in reducing your FDA audit angst
is to make sure your company is in compliance
with all relevant FDA regulations. While this
sounds simple enough, there are a lot of
elements to a well functioning FDA medical
gas compliance program, and someone in
your organization needs to be on top of all of
them keeping everything functioning properly.
For example, filling high-pressure and liquid
containers with medical gases requires a
significant amount of detailed documentation.
It is easy for fill room employees to overlook
critical entries on fill logs, or to develop bad
documentation habits, that if not detected, can
throw your company out of compliance, and you
may not even know it.
Another area where companies frequently get
tripped up during FDA inspections is the lack of
adherence to their own procedures. Sometimes
firms figure out a different, perhaps even better
way to execute an FDA-related task, and just
fail to update their procedure manual to reflect
how tasks are actually performed in the fill
room or lab. More frequently, however, failing to
follow proper procedures comes about because
employees take shortcuts or develop bad habits,
and no one from management finds and corrects
these issues.
Not following your own procedures is the
proverbial "low hanging fruit" for an FDA
inspector. All they have to do is read your
procedure, and then watch your employees
perform the task. They don't have to have any
experience in filling medical gases, and they
don't have to challenge the adequacy of your
procedures. All they need do is compare what
you said you will do to what you actually do. If
the two do not match, they can issue an
instant citation.
Create an internal audit program
We strongly recommend that firms have some
sort of internal audit program in place that
is effective at finding any instances of noncompliance. Performing an objective audit is
frequently problematic for small companies.
Often the same people performing the audits
developed the procedures, did the training,
and approved most or all of the paperwork -
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significantly reducing the chances of
successful audits.
Remember, FDA auditors bring their own
paradigms when they audit you, and your
compliance program and processes can appear
very different to them than they do to you. We
recommend independent firms have a third
party periodically perform an audit for them,
or incorporate the use a third party auditing
tool, like the B&R Medical Gas Audit program.
Both of these approaches facilitate small firms
seeing their compliance program from a different
perspective, one that would more closely
resemble the FDA's perspective.
At the very least, every company should
be able to successfully pass the B&R FDA
1O-question test. These are 10 questions that
help determine if you have the bare bones
minimum compliance program in place. Every
company should be able to successfully answer
all 10 questions. If not, you need to start
thinking about investing some time and energy
into an FDA compliance program right now,
because it is doubtful the next FDA audit will be
smooth sailing
What to do when the FDA does show up
Once the FDA has come to visit your facility
there are some tips that can help manage the
process to the extent that is possible. Our own
training program on managing FDA inspections
is a two-hour session, jam-packed with
information and tips on managing an FDA audit,
and is impossible to cover in a single article,
however, here are four key points to consider.
Point 1 - Make a good first impression. Virtually
everyone knows the importance of this, but it
is surprising how many people fail to do it. I
can still vividly remember an incident early in
my career where I was sent out to greet the
FDA inspectors in the building lobby. Both of us
then had to endure a 10 minute shouting match
between two operations managers over who
was going to get stuck dealing with the audit.
While the managers did conduct their
"discussion" behind closed doors, everyone in
the entire building could hear them - including
the FDA. Needless to say, that audit started
poorly, and never managed to get back on track.
This is why we stress that firms need to have
a preset plan in place that includes identifying
who will meet the FDA, and who will manage the
agency interface.
Point 2 - Know where your compliance records,
including the older ones, are kept. It is not
necessary to keep all your FDA records in
one place, but you need to be able to retrieve
them quickly if needed during an audit. A good
compliance program includes a record log which

documents where the different compliance
records are maintained.
This does not mean that when the FDA shows
up you should bring all your records into the
conference room for the FDA to review. Let the
inspector make specific requests for documents,
and then retrieve them from their storage
location.
Point 3 - This point, good housekeeping, relates
to Point 1. There is an old auditor adage: "A
clean and organized site !s usually a well-run
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When FDA inspectors see a gas fill area that is neat
and organized, .they are much more likely to give
that company the benefit of the doubt regarding its
audit progresses.

There is an old auditor adage:
"A clean and organized site is
usually a well-run site"
site." These sites can also be expected to
have good safety records and well-managed
compliance programs.
Again, while this sounds simplistic, in my
nearly 40-year FDA career, and after performing
hundreds of medical gas audits, I can count
on one hand the number of times where sites
with poor housekeeping had top-notch FDA
compliance programs. FDA inspectors are
like almost everyone else. When they see a
medical gas fill area that is neat and organized,
and where the key areas are well defined and
marked with signs, they are much more likely
to give that company the benefit of the doubt
regarding its audit progresses. Conversely, FDA
inspectors entering the proverbial "hell hole
facility" develop preconditioned expectations
regarding what they will see during the rest of
the audit.

II

Point 4 - Have a knowledgeable resource or
person lined up in advance who can provide
guidance and assistance during and after
the inspection. Even the largest medical gas
companies have "go to" resources to help
them during inspections. One of the things our
customers rely most on us for is FDA audit
support. We know how important it is for our
customers to be able to access resources
experienced in handling an FDA audit as the
events unfold. Recently, the FDA arrived at one
firm and announced they were there to conduct
a four-day audit. However, the customer, by
following our advice and game plan, was able
to successfully conclude the audit early the
morning of the third day. The less time agency
inspectors spend in your facility, the less
opportunity they have to find compliance issues,
so a key objective for every inspection is to
conclude it as quickly as possible.
While results can vary, depending on
what FDA finds during the early part of the
audit, there is no substitute for experience in
managing FDA audits, and that is one thing
most medical gas firms lack. Unless a company
has managed to pop up on the FDA's radar
scope, the average independent medical gas
company is only audited every 3-5 years, and
often less frequently. It is hard to develop a
good skill set for something that happens so
infrequently. However, there is no doubt that the
stakes during an FDA audit are high. Dealing
with the fallout from a difficult audit can be both
expensive and time consuming. For this reason
we recommend firms have a "go to" set of
resources for the day they need them.
Like the tip of an iceberg, one article can only
provide about 10% of what a firm needs to know
to be fully assured it can survive its next audit.
To assist medical gas firms in managing their
FDA audits B&R offers both on-site and on-line
training programs. We can also perform a mock
FDA audit and training session. Many business
owners use our Mock FDA audit services as
a report card on how well their operations
managers are doing with FDA compliance,
and provide their people with an opportunity
to practice managing an audit - sort of a "live
fire" exercise. For more information just give
us a call.l]!J
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