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You
is it possible to prevent an FDA investigator from accessing a class A aseptic

processing area



KeyPedia™

Based on FDA regulations and guidance for aseptic processing, it is not possible to
flatly refuse an FDA investigator access to a facility; however, a firm can and must
restrict access to Class A (ISO 5) aseptic areas based on specific safety, health, and
quality protocols.

While FDA investigators have statutory authority to inspect "at reasonable times and within
reasonable limits," they are required to comply with the facility's established Current Good
Manufacturing Practice (CGMP) procedures to ensure product sterility is not
compromised.

1. Regulatory Grounds for Restricting Access

Under 21 CFR Part 211, the following regulations allow a firm to control who enters a
high-risk aseptic area:

Authorized Entry (21 CFR 211.28(c)): Only personnel authorized by supervisory
personnel shall enter areas designated as limited-access areas.

Health Status (21 CFR 211.28(d)): Any person shown to have an apparent iliness or
open lesions that may adversely affect the safety or quality of drug products shall be
excluded from direct contact with components, containers, and in-process materials.

Personnel Training (Guidance Section V.A): The FDA’s own guidance states that
"appropriate training should be conducted before an individual is permitted to enter the
aseptic manufacturing area." This includes training on aseptic technique, cleanroom
behavior, and gowning.

2. Requirements for Investigators Entering Class A Areas

If an investigator insists on entering a Class A/ISO 5 area, the firm should ensure the
following protocols are met to maintain compliance:

Requirement Description

Investigators must wear the same sterile, non-shedding protective apparel as

Gowning

operators (face masks, hoods, gloves, etc.) as per 21 CFR 211.28(a).
Aseptic Visitors must follow "slow and deliberate” movement protocols to avoid
Technique disrupting unidirectional airfiow, which poses a risk to product sterility.
Health Firms may ask investigators to confirm they do not have symptoms of illness or

Screening skin conditions that could shed contaminants.



Requirement Description

SOP The Quality Control unit must provide oversight to ensure the investigator
Adherence adheres to established written procedures during the walkthrough.

3. Practical Alternatives to Physical Entry

Because every entry into a Class A area increases the risk of contamination, firms often
use alternative methods to satisfy an investigator's needs without physical entry:

Viewing Windows: Most modern aseptic suites are designed with windows to allow for
visual inspection from a lower-grade area (e.g., Class C or D).

Remote Monitoring: The use of cameras or "smart glasses” to provide a real-time view
of the aseptic core.

Isolator Technology: If the process uses an isolator, the "Class A" environment is
internal and physically separated from the investigator, who remains in the surrounding
room.

Summary of Key Findings

Refusal vs. Restriction: You cannot refuse an inspection, but you can restrict entry to
the "Critical Area" if the investigator does not meet the health, gowning, or training
requirements defined in your SOPs.

Risk Management: FDA's guidance emphasizes that "as operator activities increase...
the risk to finished product sterility also increases." Firms are expected to defend the
sterility of their environment by limiting unnecessary traffic.

Documentation: If an investigator is denied entry due to health or safety reasons, the
firm should clearly document the reason and offer an alternative (such as viewing through
a window) to avoid a charge of "refusal of inspection.”

Source Data: FDA Guidance for Industry: Sterile Drug Products Produced by Aseptic
Processing (2004); 21 CFR 211.28; FDA Inspections Operations Manual (IOM).*
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