When you need a trusted
partner in regulatory operations,
our team is your team.
Regulatory Outsourcing Services
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Giving you all the flexibility you need
With a 35+year heritage supporting regulatory services, Parexel can help you
navigate complex global regulations, compliance, and continuity of supply for your
products. Whether you are looking for a few regulatory specialists to scale up existing
operations or a whole team of experts, we have the global infrastructure and local
knowledge to meet your needs – helping to take the effort, uncertainty, and overhead
out of managing your products.
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Ranked #1 CRO to
continually exceed
expectations in Regulatory
Operations outsourcing1

Your products are in safe hands
At Parexel, we take pride in our depth of our

and APAC, with additional experts in cost-effective

regulatory expertise and the strength of our

locations. Parexel covers regulatory guidance for

relationships with our customers.

over 110 countries and has former regulators from

Our Regulatory Outsourcing team are specialists
in regulatory operations and are located around
the globe, including hubs in Europe, the Americas,

1 LSSG Brand Research Study; July 2020
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FDA, EMA, NMPA among others who are available to
our teams with specialized knowledge and first-hand
experience of regulator expectations.

Outsourcing support for all of your
regulatory operational needs

Regulatory
strategy

Technical
authoring

Regulatory dossier
compilation, publishing,
and dispatch

Global and local
market support

Investigational
submissions

Market authorization
submissions

Post-approval
submissions and
lifecycle maintenance

Staff
augmentation

Mergers and
Acquisitions

Regulatory information
management – data
entry, data cleansing,
data migration
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Working alongside your team
Parexel's role as an outsourcing partner almost always

Our teams have extensive operational experience

includes working side-by-side with internal regulatory

working with all industry-leading regulatory

teams and other functions, supporting submissions,

technology systems for document and information

product registration, tracking agency interactions,

management, change control, and publishing. We can

and more. In this context, we carefully map out roles

offer a platform and vendor-agnostic perspective, so

and responsibilities to assure complete alignment.

you can be confident that your products are in safe

We also manage the transition, ensuring that existing

hands, that your budgets are controlled, and your

regulatory teams understand and embrace the

commercial strategies met.

rationale for our presence and contribution.
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Our experience includes:
(Annual metrics)

27,000+ 3,000+
regulatory
maintenance
activities performed

post-approval
submissions

50+

200+

market expansions/line
extensions

product reviews and annual
reports written and submitted

10,000+ 20,000+
dossiers
published
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regulatory submissions
published

We’re always available
for a conversation
www.parexel.com/regulatory-outsourcing

To learn more, please contact:
Parexel International Corporation
275 Grove Street, Suite 101C, Newton, MA 02466, USA
+1 617 454 9300
info@parexel.com
Offices across Europe, Asia, and the Americas
www.parexel.com
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