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Everything can be outsourced — except responsibility.
That’s a rule the U.S. FDA lives by, and one you should
embed in your policies, SOPs, and corporate culture.
Last year, the deaths associated with contaminated
heparin – followed by the ensuing FDA investigations
and embarrassing (and expensive) product recalls –
underscored the importance of ensuring your suppliers
comply with the regulations and conform to your
manufacturing specifications at all times.
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FDA holds corporate management, not the quality
assurance department, responsible when outsourcing
decisions go bad. Whether you’re outsourcing manufacturing, clinical trials, IT services, pharmaceutical ingredients,
circuit boards, or anything else, the ultimate responsibility
for your product is yours and yours alone. Management
can’t pass responsibility down the supply chain like a hot
potato. But here are a few common-sense outsourcing
guidelines to lessen the risk of a severe burn.

Select the Right Partner
It all begins with identifying the right partner. Think of
your suppliers, vendors and contractors as partners in
your product’s success. Considering the life-and-death
risks inherent in drugs and devices, you absolutely must
find someone who matches your organization’s own
goals and values.

“The more you
outsource, the
more you need a
vigorous and
vigilant quality
assurance
department.”

Start by letting prospective partners know what you
expect of yourself. During the selection process, share
more than just job specifications – share your company’s
codes of conduct, mission statements, quality policies,
compliance SOPs, and CAPA plans. In return, ask potential partners to share their own ethical standards, mission
statements, business goals, and quality programs. Evaluate – through first-hand observation and careful review
of their track record at FDA and other regulatory bodies
– if they actually live up to their claims. Your reputation
and profits are at stake, so don’t merely rely on a thirdparty “snapshot” audit to select a supplier; dig deeper.
Focus on Mutually Understood Risks
Once you’ve selected your outsourcing partner, monitor
its operations continuously, just as you would any critical
process. All too often, when a company outsources a
process or a product, it reduces its quality assurance staff,
assuming the contractor will now handle those responsibilities. But in reality, the more you outsource, the more
you need a vigorous and vigilant quality assurance
department. Monitoring an outsourced operation – especially something as major as, say, contract manufacturing
– is more difficult and time-consuming than monitoring
any internal operation.

THE HOT POTATO OF RESPONSIBILITY: HOW TO MANAGE OUTSOURCING

2

Key SLA Provisions
Typically, Service Level Agreements (SLAs) are negotiated
as part of the initial outsourcing contract. Your SLAs should
include sections on:
Definitions
Scope of Work

Your monitoring should focus on defined processes and
mutually understood risks. The FDA thinks of risk in the
context of patients, products and processes, in that order.
Those risks are indeed critical, but you also need to
assess and manage broader business risks such as
supplier costs, business continuity, data integrity, facility
security, and compliance with non-FDA regulatory
requirements, just to name a few of the common
outsourcing pitfalls.

Duration
Property
Key Contacts
Infrastructure
Regulatory Requirements
Validation Requirements
Quality Processes
Management Processes
Conditions and Limitations
Documentation
Reporting Requirements
Change Management
Support
Secrecy
Security

Furthermore, understand that risks change over time.
Plan to constantly review and re-assess them. After a few
years, processes rarely exhibit the same risks; the initial
ones hopefully have been mitigated, and new ones likely
have emerged. The FDA is constantly going to look at
risk and how you control it, especially when it involves
your outsourcing partners.
Set Expectations for Problem Solving
Regardless of how well your outsourcing partner
performs, chances are you’ll still encounter some out-ofspecification results, recalls or complaints. For that
reason, your outsourcing agreement should clearly define
each party’s roles and responsibilities for spotting and
responding to problems. Such an understanding is
especially crucial during the first year of operations or
immediately following process changes – those are the
times when performance gaps most likely appear. The
sidebar, Key SLA Provisions, outlines other important
expectations your outsourcing agreements should cover.

Business Continuity
Arbitration

Plan to manage non-conformances in a pre-defined,
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established way. Make sure you and your outsourcing
partner understand your respective roles in the initial
investigation and the importance of a timely response.
Define who is responsible for determining root cause
and CAPA follow-up. Be aware that failure to find the
root cause and not documenting the closure of a CAPA
event are two of the fastest ways to bring down the wrath
of the FDA.

“... failure to find
the root cause and
not documenting

Each person involved in the outsourced operation should
have input to your CAPA system. Don’t assume your
partner knows or understands the system; train them on
what constitutes a CAPA-worthy event. For a copy of the
free CAPA Resource CD used by EduQuest in its CAPA
training classes, contact:
MartinHeavner@EduQuest.net.

the closure of a
CAPA event are two
of the fastest ways
to bring down the
wrath of the FDA.”

Don’t Hide Behind Subsidiaries
Yes, a company can outsource to itself. A number of
companies do – but they are mistaken if they think
they’ve passed along the hot potato of responsibility. For
example, when a company outsources equipment maintenance to another division it owns, FDA will consider it
all one company for enforcement purposes. In the
heparin case, a number of subsidiaries were involved in
the product contamination and inadequate testing, but
FDA still focused its enforcement powers on the number
one company it directly regulated. The lesson is that
outsourcing to yourself or buying through subsidiaries
doesn't really shield you. The FDA can and will still
make its case against the parent company, resulting in
penalties and negative attention.
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Be Proactive Now

“Document everything associated
with your decisions, and have
those documents
easily accessible
when the FDA inspector visits.”

Beyond basic compliance with quality standards, your
outsourcing partners need to share your commitment to
follow the regulations and understand FDA’s expectations — not only what it mandates, but what it fundamentally expects. As a case in point, FDA places a high
priority on documentation. The agency’s unstated motto
is, “If it isn’t documented, it isn’t done”. So document
everything associated with your outsourcing decisions,
and have those documents easily accessible when the
FDA inspector visits.
FDA has the authority to inspect most, if not all, of your
outsourcing partners. Currently the agency simply lacks
the resources to do it. But fueled by comments by
Congress and recently introduced legislation, FDA
almost certainly will grow in the coming years. Expect
accelerated rulemaking and expanded, higher-visibility
enforcement actions. Your hot potato of responsibility is
only going to get hotter. Use the time now – while the
new Administration sorts out its priorities – to re-visit
your existing outsourcing agreements, upgrade your
supplier monitoring capabilities, and engage new outsourcing partners wisely.
This article originally appeared in the February 2009 edition of the GxP Lifeline,
published by MasterControl, Inc., www.MasterControl.com
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