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Regulatory Concepts

Basic Terminology

Regulatory affairs is a vital field in the pharmaceutical, biotechnology, and medical device
industries.

It ensures that companies comply with all of the regulations and laws concerning their
business.

¢ Understanding basic terminology is the foundation of grasping regulatory concepts.

Key Terms:

¢ Drug: As defined by the FDA, a drug is any article intended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease and intended to affect the structure or function
of the body.

Biologic: Products derived from living organisms (e.g., vaccines, blood components, gene
therapies). These are regulated differently from traditional chemical drugs.

ANDA (Abbreviated New Drug Application): Application for a generic drug approval.
Demonstrates bioequivalence to a reference listed drug (RLD).

NDA (New Drug Application): The application submitted to the FDA for marketing approval of
a new drug.

BLA (Biologics License Application): Similar to NDA but specifically for biologics.

GMP (Good Manufacturing Practice): Regulations that require manufacturers to ensure their
products are consistently produced and controlled according to quality standards.

CMC (Chemistry, Manufacturing, and Controls): A section in regulatory applications
providing details on the drug's composition, manufacturing process, stability, and controls.

IND (Investigational New Drug): Application filed with FDA to begin clinical trials in humans.

Orphan Drug: A drug intended for the treatment of a rare disease or condition, which affects
fewer than 200,000 people in the U.S.

PDUFA (Prescription Drug User Fee Act): Law that allows the FDA to collect fees from drug
manufacturers to fund the new drug approval process.

Guidance

What is Guidance?

e Aguidance documentis a non-binding recommendation issued by regulatory authorities such
as the FDA.
e [thelpsindustry and reviewers understand the agency’s current thinking on a particular topic.

o Notlegally enforceable, but highly influential.
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o Itindicates the preferred way of conducting processes or interpreting rules.

o Issued by government agencies like the FDA, EMA, ICH, etc.

Purpose:
¢ Promote consistency in drug development and submission.
e Help drug sponsors avoid errors.

e Clarify ambiguous regulations.

Examples of FDA Guidance:

o FDA Guidance on “Bioequivalence Studies with Pharmacokinetic Endpoints for Drugs
Submitted Under an ANDA”.

o FDA Guidance on “Data Integrity and Compliance with CGMP”.
Types of FDA Guidances:

¢ Level 1: Substantive changes or new policy.

¢ Level 2: Minor editorial or clarifying changes.

How it's developed:

e The agency publishes draft guidances for public comment and then finalizes them, often after
considerable feedback from the industry.

Guidelines

What is a Guideline?

e Aguideline is similar to a guidance document but is often more general and may originate from
international bodies (e.g., ICH, WHO) rather than a national regulatory agency.

o Helps standardize processes globally.
o May serve as a template or framework for national guidance documents.

o Canbe adopted by countries in their own regulatory systems.

Examples:

¢ |ICH Guidelines (International Council for Harmonisation of Technical Requirements for
Pharmaceuticals for Human Use)

o ICH Q1A: Stability Testing of New Drug Substances and Products.

o ICH EG6: Good Clinical Practice.

Distinction Between Guidance and Guidelines:

e Guidelines are often broader and internationally focused.

e Guidance is generally country-specific and more precise.
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