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Understanding GMP Part 210: A Baseline Document for Interpreting
Part 211 Regulations
By enKap

The significance of Title 21, Code of Federal Regulations (CFR) Part 210 (Part 210) of the GMP regulations is
sometimes not fully appreciated. The industry's focal point is often 21 CFR Part 211 (Part 211), which con-
tains specific regulations that state the requirements for compliance with Good Manufacturing Practice
(GMP). Part 210 is especially important because it specifically makes the connection of the GMP regulations
to the Food, Drug, and Cosmetic (FD&C) Act (the Act) and establishes the consequences of non-compliance.
Part 210 also contains the definition of terms referenced in Part 211.

A solid understanding of Part 210 is necessary for interpretation and application of the regulations contained
in Part 211.

ARTICLE EXCERPT BEGINS

“...GMP Regulation 21 CFR 210.1 (b) also states that as a result of this non-compliance, both the drug and the
person responsible for the company's failure to comply with regulation requirements are subject to regula-
tory action. This is the reason that Warning Letters issued by the Food and Drug Administration (FDA) are
sent to the company's President or Chief Executive Officer (CEQO). FDA holds these individuals accountable for
regulatory compliance failures. Warning Letters are the first step of regulatory action by the FDA.

Auditing Tip
A good method to auditing this regulation is to interview management to determine their level of under-
standing of the implications and consequences of noncompliance with the requirements of 21 CFR 210.1.

Harmony in Regulation - 21 CFR 210.2 (a)

The regulation presented in 21 CFR 210.2 (a) is important because it establishes the fact that the regulations
never conflict with each other. The GMP regulations are intended to supplement, not supersede each other,
unless specifically stated. Understanding this concept is necessary for proper interpretation and application
of the requirements of the GMP regulations related to the manufacture of drug products.

Application and Interpretation - 21 CFR 210.2 (a)

Regulation 21 CFR 210.2 (a) declares that the rules in Parts 211 through 226 of Chapter | of the CFR, Title 21
(21 CFR) as applied to drugs, and Parts 606 through 680 which apply to biological products for human use,
supplement and do not supersede each other, unless the regulation specifically states otherwise. Regulation
21 CFR 210.2 (a) further states that when two regulations are involved, the more specific regulation will take
precedence over the more general.

Here is an example to consider. GMP regulation 21 CFR 211.46 requires that air filtration systems provide
adequate control of contaminants. This is a general requirement. The regulation at 21 CFR 211.42 requires an
air filtration system that has High Efficiency Particulate Air (HEPA) filters under positive pressure for aseptic
(sterile) processing. This is a specific requirement.
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The 21 CFR 211.42 regulation supplements the 21 CFR 211.46 regulation because it provides more detail
about air filtration to control contaminants. In the manufacture of a sterile product, regulation 21 CFR 211.42
will take precedence over 21 CFR 211.46, because it is specific to sterile products. It is important to under-
stand this, because if a sterile product manufacturer met the requirements of 21 CFR 211.46, the manufact-
urer would not be in compliance with the full requirements of GMP, because the requirement for HEPA filtra-
tion in 21 CFR 211.42 would not have been met.

Some but not All - 21 CFR 210.2 (b)

GMP regulation 210.2(b) states, “If a person engages in only some operations subject to the requlations in
this part, in parts 211 through 226 of this chapter, in parts 600 through 680 of this chapter, and in part 1271
of this chapter, and not in others, that person need only comply with those regulations applicable to the op-
erations in which he or she is engaged”.

For example, if a contract company is packaging a drug product for another manufacturer, the packaging con-
tract company must comply with the requirements of the GMP regulations applicable only to packaging and
labeling. In addition, the packaging company would have to meet the general GMP requirements for facili-
ties, personnel, equipment, control of drug product containers and closures, labeling, and documentation.
GMP requirements for components, in-process materials, and finished drug product would not apply, be-
cause the contract facility is involved only in packaging operations...”

ARTICLE EXCERPT ENDS
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This article excerpt is compliments of the FDA Compliance Learning Community of
enKap (http://www.enkap.com ). The complete article is published in the November
2009 Premier issue of the FDA Compliance Digest.
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