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The United States Pharmacopeial Convention (USP) is a non-profit organization 
that establishes standards for medicines, dietary supplement products, and 
ingredients.

USP does not enforce its own standards, rather the FDA and local government 
agencies adopt and enforce the USP standards and regulations.

Not all state Pharmaceutical Boards specifically require the  following of USP 
<797> and <800>

For example in Texas – THHSC (Texas Health Human Services Commission) has 
additional information regarding requirements that aren’t stated in USP <797> 
and <800>

See §133.163. Spatial Requirements for New Construction 
(x) Pharmacy suite
Other codes  - FGI and ANSI requirements

What is USP?

Presenter
Presentation Notes
§133.163. Spatial Requirements for New Construction ...



Key Differences: 
795 vs 797 vs 800 

• USP 795_Pharmaceutical Compounding – Nonsterile Compounding: describes 

requirements for the compounding process, facilities, equipment, components, documentation, 

quality controls and training to promote patient safety.

• USP 797_Pharmaceutical Compounding – Sterile Compounding : helps to ensure 

patients receive quality preparations that are free from contaminants and are consistent in intended 

identity, strength and potency. It describes a number of requirements, including responsibilities of 

compounding personnel, training, environmental monitoring, storage and testing of finished 

preparations.

• USP 800: Handling of Hazardous Drugs – Sterile & Non-sterile hazardous 

compounding : provides standards for safe handling of hazardous drugs to minimize the risk of 

exposure to healthcare personnel, patients and the environment. PPE & monitoring; standards apply 

to all personnel who compound HDs preparations and all places where HDs are prepared, stored, 

transported, and administered.



USP <797> was established to “ensure patients receive quality 
preparations that are free from contaminants and are consistent in 
intended identity, strength and potency”.
USP <797> Protects Patients from contaminants

USP <800> was established to provide “standards for safe handling 
of hazardous drugs to minimize the risk of exposure to healthcare 
personnel, patients and the environment”.
USP <800> Protects Staff and Patients from hazardous drugs

What is the purpose of 
USP <797> and <800>?



Used when an obligation is a Requirement
MUST vs SHOULD

Used as a Recommendation/Best Practice

Example Example
A sink must be available for hand washing

An eyewash station must be readily available

Refrigerated antineoplastics must be stored in a 
dedicated refrigerator in a negative pressure area 
with at least 12 ACPH 

The ante-room must have a line of demarcation to 
separate the clean side from the dirty side

.

Refrigerators in negative pressure buffer rooms 
should have an exhaust located adjacent to the 
compressor and behind the refrigerator

Lines of demarcation should be inlaid flush into 
flooring material, and should not create crevices.

NAVIGATING THE CURRENT REGULATIONS



ASSESSMENT & WALK-THRU

Learn how to efficiently review your 
facilities for USP compliance, and 
develop tools to effectively analyze 
your current compliance

Explore how to manage user 
expectations, set realistic goals, align 
those goals with existing culture and 
future growth

Identify key challenges of 
implementation and determine how 
to meet them



REVIEW FOR COMPLIANCE

• CHECK LIST per 797/800
• Architectural, MEP, Operational

• Assess the deficiencies
• Document & Photograph facility

• User group discussion to determine initial 
needs 

• Must vs Should
• Life of Project 

• Working with Turnkey Solutions/Vendors



CASE STUDY 1



Scope of Work

PROPOSED DEMO PLAN

Presenter
Presentation Notes
Required complete design didn’t meet 795,797 or 800
No Ante-room or Sterile or Chemo prep rooms - areas divided by millwork/partial walls
Passthrough refrigerators

Equipment location 
Cleaning Storage



PROPOSED PLAN



CASE STUDY 2



PROPOSED DEMO PLAN

Scope of Work

Presenter
Presentation Notes
IV Prep room with Ante-room , pass thru refrigerators
No Chemo prep room

Needed to create a Clean room suite meeting 797 & 800
Required more renovation than other projects and new approach to laying out the new design
Area in adequate for PPE in Ante room, no LOD, sink too small




PROPOSED PLAN



CASE STUDY 3



PROPOSED DEMO PLAN

Scope of Work



PROPOSED PLAN



Summary



 Air Change Requirements – 30 ACH min in Ante, Sterile, and HD Compounding Rooms, 12 ACH min in 

HD Storage Room – Best Practice New Dedicated AHU

 Pressurization Requirements – Min 0.02” w.c. Positive in Ante and Sterile Compounding Rooms. Min 

0.02” Negative in HD Compounding Rooms. Min 0.01” to 0.03” Negative in HD Storage Room

 Controls/Monitoring  - Keep it simple?

 Door design with direction of flow (Positive, Negative, Neutral) 

 Door Operators  - Best practice handsfree wave technology

 Sliding doors can provide solutions in tight spaces and comply with pressure flow

 Doors must accommodate equipment

TAKE AWAYS



 Temperature and Humidity Requirements – 68 degrees F or cooler with a relative humidity of less than 

60% RH

 Filtration Requirements – All air serving ISO classified rooms shall pass through HEPA filters – Best 

Practice to locate them at the end devices with laminar airflow

 Low Return/Exhaust Grilles – Whenever return or exhaust grilles are installed locate them down low on 

the wall – In HD storage room locate low exhaust behind refrigerator near compressor

 Exhaust Requirements – Separate hood exhaust from all other building exhaust systems

 Equipment Location – obstruction of LR, Future planning – add’ l hoods coordinate MEP requirements

TAKE AWAYS



 Lighting – Utilize gasketed clean room style light fixtures with cleanable surfaces

 Maintain a properly sealed room - Seal or Gasketed access panels, other components that penetrated 

the walls/ceilings etc.

 Eyewash Requirements – Use ANSI approved eyewash and meet tempered water requirements 

between 60-100 degrees F by using a mixing valve

 Sinks – make sure the washing requirements – Best Practice Single Scrub sink with Integral eye wash

 Have the spaces Commissioned/Certified prior to substantial completion

 Be careful with third party vendor package solutions

TAKE AWAYS



 Drug receipt / unpacking process for hazardous drug/Hazardous 

drug storage needs – receiving through final dosage form

 LOD – Line of Demarcation- Donning/Doffing

 Segregated compounding area – sterile vs non-sterile

 *Dedicated segregated Anterooms – hazardous vs non-hazardous

*Determine what Best Practices components were desirable for better 

patient outcomes and improved process flow to maintain safety of Staff and 

Patients.

TAKE AWAYS



 Avoid potential dust collectors – caulking corners vs coved corner conditions

 Flooring and wall finishes, Coved conditions 

 Monolithic integral flooring with coved base

 Ceiling with coved transition to wall   

 Surfaces in the SCA should be smooth, impervious, free from cracks and crevices, and non-shedding so they can be easily 

cleaned and disinfected 

 Cleaning Storage – supply closet for HSKP equipment

 THHSC  to adopt FGI 2018

 Official December 1, 2019 – USP 800

TAKE AWAYS



MEP Items from THHSC



FGI 2018



FGI 2018



FGI 2018



THANK YOU 

COMMENTS / QUESTION/ NEED HELP
Presented by: 

Annabella Koloskov, EYP; Richard Mapes, m-Strategic Partners; Aric Murray, SSR





Learning Objectives:

We covered the basic Architectural and MEP requirements for 
hospital pharmacy clean rooms and explain how to work 
within the parameters of USP 797/800 compounding 
pharmacy standards to achieve the best outcome for day one 
compliance. 

Best practices to navigate the current standards, different 
alternatives to meeting the standard, and associated pros and 
cons of each will be discussed.

Discussed how to approach USP 800 requirements for 
hazardous drug storage to help hospital pharmacies prepare 
for this new standard anticipated to become official December 
1, 2019.
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