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Introduction
The United States Food and Drug Administration (FDA) plays a 
pivotal role in ensuring the safety, efficacy, and quality of drugs 
available in the market. Its regulatory processes and approval 
mechanisms are designed to protect public health and instill 
confidence in pharmaceutical products. 

This article delves into the FDA’s key responsibilities, the drug 
approval process, and the agency’s commitment to upholding 
stringent standards.

With over 25 years of experience in auditing 
within the financial and pharmaceutical 
sectors, Kristy Rodriguez (Paulick), founder 
of The GxP Advisors, possesses a wealth 
of expertise. Her focus during the past 
15 years has revolved around Clinical 
Research, fostering extensive familiarity 
with GxP regulations, ICH guidelines, and 
regulatory directives. She stands out as a 
self-motivated, detail-oriented individual 
who excels in independent work, leadership 
roles, and seamless integration within team 
environments. 
 
Her diverse experience spans conducting 
audits of sites, vendors, and laboratories, 
training, facilitating regulatory inspections, as 
well as providing inspection readiness on a 
global scale for regulatory bodies like the U.S. 
Food & Drug Administration (FDA), Health 
Canada, European Medicines Agency (EMA), 
Medicine and Healthcare products Regulatory 
Agency (MHRA), and Medicines Control 
Council (MCC). Additionally, she has served 
as a QA Director in-house at both small 
biotech companies and large pharmaceutical 
corporations. 

At the core of Kristy’s professional ethos is 
a commitment to excellence. She thrives on 
navigating the complexities of regulatory 
landscapes, conducting meticulous audits, 
and providing strategic guidance to 
organizations striving for compliance.
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The primary mission of the FDA is to safeguard public health by 
ensuring that drugs reaching consumers meet rigorous safety 
and efficacy standards. The agency meticulously evaluates the 
risks and benefits of each drug candidate to make informed 
decisions that prioritize patient well-being.

The FDA’s oversight extends beyond the approval phase. The 
agency continually monitors drug manufacturing processes, 
ensuring adherence to Good Manufacturing Practices (GMP) to 
maintain product quality. Regular inspections of manufacturing 
facilities help identify and rectify any issues promptly, reinforcing 
the commitment to delivering safe and effective medications.

The FDA employs a thorough and science-based drug approval 
process, typically involving several stages. Manufacturers must 
conduct pre-clinical studies and submit an Investigational New 
Drug (IND) application before initiating clinical trials. Subsequent 
phases involve extensive clinical testing, during which the FDA 
reviews data on safety and effectiveness. If the results are 
favorable, a New Drug Application (NDA) is submitted, and the 
FDA conducts a comprehensive review before granting approval.
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Even after a drug is approved and available in the market, the 
FDA remains vigilant through post-market surveillance. Adverse 
event reporting systems and ongoing safety monitoring allow 
the agency to detect and address emerging safety concerns. 
This commitment to post-market oversight ensures that any 
potential risks associated with a drug are promptly identified 
and communicated to healthcare professionals and the public.

The FDA collaborates with international regulatory agencies 
to promote global drug safety standards. Through initiatives 
like the International Council for Harmonisation of Technical 
Requirements for Pharmaceuticals for Human Use (ICH), the 
FDA works alongside its counterparts worldwide to establish 
common standards and facilitate the efficient development and 
registration of pharmaceutical products.
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Conclusion
The FDA’s role in regulating and approving drugs is central to maintaining public trust in the pharmaceutical 
industry. By upholding stringent standards throughout the drug development lifecycle, from pre-clinical studies 
to post-market surveillance, the FDA ensures that the medications available to consumers are safe, effective, and 
of high quality. This commitment to public health emphasizes the agency’s pivotal role in shaping the landscape 
of drug development and accessibility in the United States.

Is Your Organization Seeking Regulatory Guidance?

The GxP Advisors can help. Let us bring our expertise and knowledge to enhance your organization’s 
dedication to quality assurance and ensure that you are in regulatory compliance. Together, we can 
contribute to the mission of ensuring the safety, efficacy, and compliance of products within the life 
sciences sector.

Contact us at 813.545.3793 or at info@thegxpadvisors.com to schedule a meeting and learn how we 
can put our experience and resources to for work for you. 
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