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Online Training Courses
QualityTrainingOnline.com offers professional, engaging
fraining courses that can be accessed and completed
from any wifi location. Maintaining a trained staff
is always challenging and is an area of weakness
for some companies, often cited by regulators and
sponsors in inspection reports. Let us customize a
solution that will help your company avoid a Form
FDA 483 for your training program by developing a
compliant solution. Visit our website for a list of available
courses in GxP compliance, or contact us to have a
customized solution developed.
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Quality Assurance and Regulatory Services
® Quality System Gap Analysis

* Quality Systems Documentation Development

® Auditing: GLP, GMP, GCP, QSR and ISO

* Quality Agreement Creation and Negotiation

e FDA Form 483 Response Assistance

o Supplier Management Assistance

e Pre-Approval Inspection Preparation

e Non-Clinical and Clinical Study QAU Oversight
and Project Management

e Global Submission Assistance
e eCTD Development

* DMF Creation and Filing

e CE Marking

® Protocol and CSR Review

e Study Protocol Development
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HITE-SALTERSCONSULTING

offers Quality Assurance and Regulatory

services that assist biomedical research,
pharmaceutical, medical device, and biotechnology
companies in navigating the ever-changing global
compliance waters. That's our Mission.

Our highly experienced team will perform targeted
analysis of each company’s unique needs in order
to provide fully infegrated, strategic solutions to address
the challenges faced during the various product
development stages. We create regulatory strategies
by collaborating with regulators worldwide and are
not afraid to take a novel approach when working
through complex developmental issue. Offering
solutions that will help your company avoid problems
that could slow the advancement of your pipeline is
what we do best. That’'s our Promise.

Process & Analytical Development

Building Quality into a product or process can be the

difference between success and failure. Let us show

you how to implement Quality at the start of your

program, creating a structure for achieving compliance
throughout the development cycle.

Do you have the methods
needed to sufficiently
characterize your product,
process or device? Allow
us to build a specification
to ensure regulatory
requirements are
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Quality & Regulatory

You need ateam of professionals, sufficiently dedicated
and with the right expertise to ensure program
compliance. Allow our team to be an extension of
your critical leadership, implementing systems and
procedures to meet the necessary compliance
requirements. Whether your program will be a domestic
or international evaluation, White-Salters will instill the
Quality required for a successful program.

Manufacturing Strategy & Operations

Do you have the resources and facilities o see your
program through to commercial launch? What
process changes might be required as the lifecycle
matures? Let us develop a plan to efficiently and
economically see your program through to market.
We will enable you to remain focused on what you
do best, ‘development’, while we plan the path to a
winning program!

Outsourcing & Supply-Chain Management
The quality of your program is a direct result of the
materials going info it. Your resources are critical
to longevity; you may wish to enlist various service
providers to conserve key resources. Our extensive
experience in qualifying vendors is an asset available
to you. Compliance requirements demand a full
understanding of raw material quality, as well as their
quality over fime. Our auditing regimens wil meet
agency requirements around the world and provide
you additional assurance of your program’s Quality.

Program Management

The importance of appropriate resource management
is fantamount to your ultimate success. Our team
possesses seasoned program managers, poised to
develop the direction and an adroit path for your
program. Capable management requires flexibility,

planning and accurate tracking. We willmanage your
program for its duration, incorporating compliance
requirements with your leadership as the program
matures. You deserve the best, you demand the best...
White-Salters Consulfing will provide you the best!

Product & Technology Assessment

Whether developing a platform in-house or in-licensing
a program, you need to be sure of the landscape.
Protecting intellectual property, maintaining competitive
advantage and marketability are all important
considerations in due diligence evaluations of any
platform. We can support your assessment efforts and
perform the necessary reviews enabling accurate,
informed decision-making for success.

White-Salters is the first choice for Quality and Regulatory
Compliance Services when determining your future

and the future of your program.

Make the right choice!
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