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ASSESSING YOUR SYSTEMS

ADAMAS’s Good Manufacturing Practice (GMP) experts can work to evaluate systems at your pharmaceutical,
biotechnology, medical device organization or at your vendor sites to determine if the systems in place are
sufficient to meet your manufacturing needs and the current regulatory standards. As an extension of your
GMP Auditing team, we’re able to conduct audits on your behalf, using your established audit program or the
ADAMAS process, whichever works best for your needs.

Our GMP experts have experience auditing systems against applicable regulatory and industry standards. Our
experts work with you to apply the correct standards based on your needs, the activities or services provided,
and the stage of your project. During our evaluations, we can identify areas for improvement or potential
compliance risks. We assess a wide range of systems—most notably those used in quality, production,
packaging and labeling, materials, laboratories, distribution, and equipment and facilities.

| PREPARING YOU FOR INSPECTION

Our GMP expertise means we’re perfectly placed to prepare you for inspections. Offering a wealth of services,
we can train employees on inspection interview techniques, conduct GAP analysis on your systems,
processes, or facilities, and facilitate full mock inspections and more.

I SUPPORTING YOUR PROCESSES

ADAMAS can partner with your organization to conduct facility walkthroughs to support process improvements
throughout the company. Through support services such as inspection training, gap analysis, or risk
assessments, our team can strengthen the compliance of your systems.
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OUR RANGE OF GMP SERVICES INCLUDE:

GMP COMPLIANCE AUDITING GMP TRAINING/INSPECTION
INTERVIEW TRAINING

e Drug Product (DP) - sterile and nonsterile
e Greeting and reception, answering

guestions, avoiding opinion and conjecture,
preparation of documents and personnel
prior to entering the inspection room

e Drug Product—Sterile Fill/Finish (i.e.
Lyophilized, Liguids (i.e. Vials, Cartridges,
Pre-filled Syringes, Ampules))

e Drug Product—Non-sterile Fill/ Finish (i.e.

Tablets, Capsules, Creams, Ointments, Oral)
GAP ANALYSIS
e Combination Products

¢ |nterconnection of Quality Systems and

e Medical Device . . .
compliance with regulatory filings

e Drug Substance/Active Pharmaceutical

Ingredient FACILITY ASSESSMENTS

* Laboratory (Analytical and Microbial) - ) ) _
 Utilities, equipment, instrumentation,

calibration, preventive maintenance, and
* Excipients ongoing monitoring of critical systems

e Cell-Bank Manufacture and Storage

e Packaging and Labeling

 Warehouse, Storage and Distribution FACILITY WALKTHROUGHS
e Printed Packaging Components (i.e. Labels, * Upkeep, clean and use logs, calibration
Cartons, Inserts) tags, resolution of observed issues

e Components and Consumables (i.e. Bags,
Vials, Filters, Stoppers)

e Sterilization (i.e. Gamma Irradiation, E-Beam,
VHP)

e Batch Disposition (Qualified Person (QP),
Exploitant)

e Service provider
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