GENERAL

This document provides the physical and environmental design criteria for compounded sterile preparation controlled environments for ABC Pharmacy. Materials to be used in construction as well as resulting environmental conditions are defined in this document. Acceptance of vendor bids and subsequent contracted work will be dependent upon meeting the requirements specified in this document.

The compounded sterile preparation cleanroom/s, anteroom/s and pass throughs, otherwise called the Pharmacy Compounding Complex is designed to meet the facility requirements specified by ABC Pharmacy, applicable laws and regulations and other current standards of practice. The objective is to create a controlled environment which will enhance the pharmacy’s ability to attain the highest level of quality assurance. 

The Pharmacy Complex will include (at a minimum) an ISO Class 8 Anteroom also known as Gowning Room; an ISO Class 7 Clean Room;  with ISO Class 5 workstations in the form of some combination of the following: Biological Safety Cabinets, Barrier Isolators, Laminar Airflow Hood or Laminar Airflow workbenches. 

ANTEROOM (Gowning Room) AND PASS THROUGHS: ISO CLASS 8

	Item Detail
	Required Design Specifications
	Vendor Comments/Specifications

	Ceilings
	Cleanroom ceiling tile with anodized aluminum T-Bar grid; perimeter of all ceiling tiles must be caulked with silicone caulk.
	 

	Floors
	Seamless vinyl sheet with minimum 4” cove to the wall; flat molding on top sealed with silicone caulk; no floor drains permitted.
	

	Walls
	Fiberglass Reinforced Plastic or PVC Laminate Panel
	  

	Doors
	Gasketed Anodized Aluminum door and frame; full length windows preferred
	

	Light Fixtures
	Standard construction recessed cleanroom fixture; Room-temperature Vulcanizing (RTV) silicone sealed to anodized aluminum T-bar ceiling grid; Acrylic lens with baked enamel finish.
	

	Windows
	Tempered safety glass with no sills and stainless steel or anodized aluminum frames; must change bulbs within cleanroom; discuss emergency lighting.
	

	Air Changes
	20 Air Changes Per Hour 
	  

	Air Pressure
	Anteroom must be negative to the Clean Room and positive +0.01” Water Column to the non classed pharmacy preparation area
	 

	Air Filtration
	99.99% HEPA filter Type C or J per IEST RP CC 001.4 that has been both efficiency and leak tested.
	 

	Particulate Control
	ISO Class 8 at 0.5 μm particles under dynamic operating conditions per ISO 14644-1
	 

	Temperature
	64(F +/- 4( F
	 

	Relative Humidity
	35 - 60 % RH*
	 


*The relative humidity will be controlled within the limits of the humidification equipment/controls of the HVAC System. Cooling of the make-up air will act as the primary means of dehumidification, however an integrated dehumidification unit must be considered to assure RH < 61% during times of maximum humidity.

CLEAN ROOM: ISO CLASS 7       

	Item Detail
	Required Design Specifications
	Vendor Comments/Specifications

	Ceilings
	Cleanroom ceiling tile RTV to anodized aluminum T-Bar grid; perimeter of all ceiling tiles must be caulked with silicone caulk.
	 

	Floors
	Seamless vinyl sheet with minimum 4” cove to the wall; flat molding on top sealed with silicone caulk; no floor drains permitted.
	

	Walls
	Fiberglass Reinforced Plastic or PVC Laminate Panel
	  

	Doors
	Gasketed Anodized Aluminum door and frame; full length windows preferred
	

	Light Fixtures
	Standard construction recessed cleanroom fixture; Room-Temperature Vulcanizing (RTV) silicone sealed to anodized aluminum T-bar ceiling grid; acrylic lens with baked enamel finish; must change bulbs within cleanroom; discuss emergency lighting.
	

	Windows
	Tempered safety glass; free of sills; frames of stainless steel or anodized aluminum 
	

	Air Changes
	60 air changes per hour if integrated clean room benches; 15 ACHP if using discrete primary engineering controls such as LAFH’s which will make contribute to overall air exchanges attaining at least 30 ACPH.
	    

	Air Pressure
	Clean room must be +0.02” Water Column to adjacent work spaces.
	 

	Air Filtration
	99.99% HEPA filter Type C or J per IEST RP CC 001.4 that has been both efficiency and leak tested.
	 

	Particulate Control
	ISO Class 7 at 0.5 μm particles under dynamic operating conditions per ISO 14644-1
	 

	Temperature
	64(F +/- 4( F
	 

	Relative Humidity
	35 - 60 % RH*  
	 


*The relative humidity will be controlled within the limits of the humidification equipment/controls of the HVAC System. Cooling of the make-up air will act as the   primary means of dehumidification, however an integrated dehumidification unit must be considered to assure RH < 61% during times of maximum humidity.

LAMINAR AIRFLOW COMPOUNDING BENCH (if desired in design): ISO CLASS 5 (100)     

	Item Detail
	Required Design Specifications
	Vendor Comments/Specifications

	Ceilings
	Cleanroom ceiling tile with anodized aluminum T-Bar grid WITH 90% HEPA filter coverage.
	 

	Compounding Bench
	Stainless Steel table/s 36” deep, running full-length of designated bench area of appropriate height; stainless steel IV bar running length of bench
	

	Light Fixtures
	Standard construction recessed cleanroom fixture; Room-temperature vulcanized sealed to anodized aluminum T-Bar ceiling grid; Acrylic lens with baked enamel finish; if required integrated HEPA filter light units will be installed.
	

	Air Changes
	Airflow velocity and/or volume (cubic feet per minute or CFM) – the speed of air at 90 feet per minute average, with uniformity within ± 20% across the entire area of the air exit (velocity averages between 72-108 feet per minute).
	    

	Air Filtration
	99.99% HEPA filter Type C or J per IEST RP CC 001.4 that has been both efficiency and leak tested.
	 

	Particulate Control
	ISO Class 5 at 0.5 μm particles under dynamic operating conditions per ISO 14644-1.
	 

	Installed Filter Leakage
	In-place filter testing per IEST RP CC 034.2 for HEPA filter with no penetrations to exceed 0.01% of upstream aerosol (Emery-3004) concentration. 
	 


ADDITIONAL DESIGN REQUIREMENTS

1. One cart size cart double door pass through (to accommodate a 36”x 48” stainless steel cart) which will be used to transfer components into and out of the Clean Room. In certain applications, in wall pass throughs may be considered.
2. One door for compounding personnel to enter the Anteroom (Gowning Room) from the Pharmacy Preparation (non-classed) area and one door from the Anteroom (Gowning Room) to the Clean Room/s.
3. Manometers will be installed in the non classed area adjacent to the entrance to Anteroom (Gowning Room). The magnehelic gauges will read the pressure from the Clean Room to the Anteroom (Gowning Room); pressure from the Anteroom (Gowning Room) to the non classed Pharmacy Preparation Area. The gauge that reads the pressure from the cleanroom to the anteroom will be equipped with an alarm. Consideration will be given to a gauge to report the AHU Prefilter pressure.  

4. The line of demarcation in the Anteroom (Gowning Room) will be established during design discussions and a line of vinyl sheet flooring (in a different color than the floor) will be integrated to denote that line.
5. Only stainless steel fixtures will be used inside the controlled environments. The sink will be located in the Anteroom (Gowning Room) and will be fitted with a shroud to cover the pipes and water controls beneath to facilitate cleaning. The shroud will be made of the same material as the walls or other acceptable material. The sink will be fitted with a knee valve to control water delivery.
6. Automatic hand dryers will NOT be installed.

© 2006 Performance Strategies, LLC

