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NOTICE AND DISCLAIMER: This Recommended Practice is published by the Institute of Environmental
Sciences and Technology (IEST) to advance the technical and engineering sciences. Use of this document is entirely
voluntary, and determination of its applicability and suitability for any particular use is solely the responsibility of
the user. Use of this Recommended Practice does not imply any warranty or endorsement by IEST.

The information in this publication was considered technically sound by the consensus of persons engaged in the
development and approval of the document at the time it was developed. Consensus does not necessarily mean that
there is unanimous agreement among all persons participating in the development of this document.

IEST standards, recommended practices, and guideline publications, of which the document contained herein is one,
are developed through a voluntary consensus standards development process. This process brings together
volunteers and seeks out the views of persons who have an interest in the topic covered by this publication. While
IEST administers the process to promote fairness in the development of consensus, the organization does not write
the document and does not independently test, evaluate, or verify the accuracy or completeness of any information
or the soundness of any judgments contained in IEST standards, recommended practices, and guideline publications.

IEST disclaims liability for any personal injury, property, or other damages of any nature whatsoever, whether
special, indirect, consequential, or compensatory, directly or indirectly resulting from the publication, use of,
application, or reliance on this document. IEST disclaims and makes no guaranty or warranty, express or implied, as
to the accuracy or completeness of any information published herein, and disclaims and makes no warranty that the
information in this document will fulfill any of the particular purposes or needs of users of the document. IEST does
not guarantee the performance of any individual manufacturer or seller’s products or services by virtue of this
standard or guide.

In publishing and making this document available, IEST is not undertaking to render professional or other services
for or on behalf of any person or entity, nor is IEST undertaking to perform any duty owed by any person or entity
to someone else. Anyone using this document should rely on his or her own independent judgment or, as
appropriate, seek the advice of a competent professional in determining the exercise of reasonable care in any given
circumstances. Information and other standards on the topic covered by this publication may be available from other
sources, which the user may wish to consult for additional views or information not covered by this publication.

IEST has no power, nor does it undertake to police or enforce compliance with the contents of this document. IEST
does not certify, test, or inspect products, designs, or installations for safety or health purposes. Any certification or
other statement of compliance with any health or safety-related information in this document shall not be
attributable to IEST and is solely the responsibility of the certifier or maker of the statement.

IEST-RP-CC049.1 Institute of Environmental Sciences and Technology © IEST 2017 Al rights reserved 5



6 © IEST 2017 Al rights reserved Institute of Environmental Sciences and Technology IEST-RP-CC049.1



Controlled Environments for
Regulated Industries

IEST-RP-CC049.1

CONTENTS

SECTION

1  SCOPE AND LIMITATIONS ...ttt s 8
2 REFERENCES. ... ..o s 8
3 TERMS AND DEFINITIONS ..ottt 10
4  BACKGROUND AND PURPOSE .......ocoiiiiniiaiiiiiesiesitses e sne e sne e nne s 10
S RISK ASSESSMENT ...ttt s et r et sr e sr e nesneenn e 10
6  FACILITY REQUIREMENTS.......ooiiii e 11
T OPERATIONS ..ottt r et r b e b b s n e neenn e 13
8  MONITORING AND CONTROLS ..ottt 14
IEST-RP-CC049.1 Institute of Environmental Sciences and Technology © IEST 2017 All rights reserved



Institute of Environmental Sciences and Technology
Contamination Control Division
Recommended Practice 049.1

Controlled Environments for
Regulated Industries

IEST-RP-CC049.1

1 SCOPE AND LIMITATIONS
1.1 Scope

This Recommended Practice (RP) provides criteria for the control of non-classified environments in industries such
as pharmaceuticals, biologics, medical devices, nutraceuticals, healthcare, research and development, laboratories,
component manufacturing, and emerging industries. The criteria are intended to assist manufacturers in
implementing production methods and process controls, including facility environmental controls.

1.2 Limitations

This RP is not associated with cleanroom requirements or related documentation and does not apply to the
unregulated industries, including but not limited to semiconductor, electronics, aerospace, automotive, and
nanotechnologies.

IMPORTANT NOTE: This RP does not address sterile compounding as defined by United States Pharmacopeia
General Chapter <797> Pharmaceutical Compounding—Sterile Preparations (USP <797>).

2 REFERENCES

2.1 Normative references

IEST-RP-CCO003: Garment System Considerations for Cleanrooms and Other Controlled Environments
IEST-RP-CCO012: Considerations in Cleanroom Design

IEST-RP-CC018: Cleanroom Housekeeping, Operating, and Monitoring Procedures

IEST-RP-CC023: Microorganisms in Cleanrooms

ISO 14644-1 Cleanrooms and associated controlled environments—Part 1: Classification of air cleanliness by particle
concentration

ISO 14644-2 Cleanrooms and associated controlled environments—Part 2: Monitoring to provide evidence of
cleanroom performance related to air cleanliness by particle concentration

ISO 14644-3 Cleanrooms and associated controlled environments—Part 3: Test methods
ISO 14698 Cleanrooms and associated controlled environments—Biocontamination control

ISO 14971 Medical Devices: Application of risk management to medical devices
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