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PALA is a new technology that advances and simplifies the practice of sterile 
compounding.  PALA technology is compliant with USP Chapter <797>. As stated in 
section 1.1, “The use of technologies, techniques, materials, and procedures other 
than those described in this chapter is not prohibited as long as they are noninferior 
to those described herein and validated for the intended purpose.” The following 
documentation supports using PALA technology products in a USP <797> facility.
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USP Chapter 797 (“USP 797”) represents a sincere and professional effort by the Expert Committee to correct 
issues surrounding pharmacy sterile drug preparations.  The tireless and detailed efforts by regulators including 
the FDA and state inspectors to assure compliance, where enforced, is also recognized as necessary and 
conducted in good faith.
That being said, the intensity, genius and firmness of support for USP 797 gives insight to the idiom that no 
strength of desire, merit of brilliance, depth of study nor weight of management can, through the control and 
authority of regulation, make perfect a widely used process that is inherently imperfect.
USP Chapter 797 Primary Issues and Concerns
1.) Contaminations, recalls and 78 FDA Warning Letters i.e. 78 such letters posted between May 20, 2020 
and July 2, 2025.  (USP 797 and FDA – 797 process does not guarantee sterility):
“Please note, microbial contamination, when present, is not uniformly distributed within a batch; therefore, it 
may not be identified in a sterility test. Compounding facilities producing drug products intended to be sterile 
under insanitary conditions should not rely upon or cite a passing sterility test result as an indication of product 
sterility.” (FDA, 2024 – See Appendix A).
“Gowned personnel are the greatest source of microbial contamination in an aseptic process. Operators 
performing a media fill of less than their typical production volume and duration does not represent the worst-
case challenge and stressful condition as it does not take into regard operator fatigue.” (FDA Warning Letter 
Right Value Drug Stores, LLC  December 17, 2024)
This finding stands in direct conflict with the USP 797 standard which states (underlining and italics added for 
emphasis):
“1.1 Scope  (bold, underlining and italics added for emphasis)
The requirements in this chapter must be met to ensure the sterility of any CSP. 
Although the list below is not exhaustive, the following must be sterile: 
· Injections, including infusions 
· Irrigations for internal body cavities” 

2.) Supply chain interruptions
3.) Medication errors
4.) Use of regulatory and management strategies to enforce compliance
5.) Expensive and unaffordable
6.) Reduces access to care in critical access hospitals (e.g.)
7.) Creates environment of fear among pharmacists including loss of licenses and businesses
PALA Technology Solution - bolding, underlining and italics added for emphasis
1.) PALA Technology products meet or exceed USP Chapter 797 requirements.  PALA Technology products 
offer an “alternative technology” that resulted in a “non-inferior and validated” product that “does not modify 
requirements outlined in [chapter 797] (e.g., extending beyond-use dates, the amount of time a single-dose or 
multiple-dose container may be used and compounding in alternative environments).”  time a single-dose or 
multiple-dose container may be used and compounding in alternative environments)” Introduction USP Chapter 
797, 2022)  
2.) Meets or exceeds USP Chapter 797 requirements as well as state boards of pharmacy rules and 
regulations as well as Joint Commission inspection standards.
3.) Verified by testing and validated by qualified and certified regulatory consultants
4.) Product labeling, IFU and sales brochures confirm and claim USP 797 compliance
5.) Meets USP Chapter 797 requirements without use of a clean room or laminar flow hood (“clean room in a 
bag” providing terminal sterilization using an integral sterilizing grade .22-micron filter) manufactured under 
medical GMP
FDA Cleared medical device as a convenience kit
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UPS Chapter <797> Compliant Kit
Maintain sterility
Protect critical sites
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Fill in a terminally sterilized PEC (SAL 10 )
The PEC includes final sterile drug containers (e.g.syringes, vials, etc.).
Integrated 0.22 μm filter sterilizes drug as it enters the kit.
Containers are capped/closed before the PEC is opened.

Maintain Sterility Protect Critical Sites

Patient Safety and Access Benefits

Eliminates human error risks associated with clean room procedures
Enables point-of-care sterile compounding
Improves patient access, especially in underserved areas
Reduces medication errors through simplified procedures
Prevents vial misuse and associated contamination risks
Expert Validation

FDA Clearance: Registered and cleared as medical devices under 21 CFR 880.5440
USP <797> Compliance: Third-party validation by ProPharma Group confirms these 
devices "comply with USP <797> for the compounding of sterile preparations”
Alternative Technology Provision: USP <797> explicitly states: "The use of technologies, 
techniques, materials, and procedures other than those described in this chapter is not 
prohibited as long as they are noninferior to those described herein”

Sterile compounding without a clean 
room or laminar flow hood.
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DRAFT

Advanced Sterile Compounding with 
PALA Technology Kits

PALA technology products advance the practice of 
sterile compounding by reducing the primary 
engineering control (PEC) clean room to a single-use, 
terminally sterilized convenience kit. PALA technology 

-6maintains sterility (SAL 10 ) equal to or better than an 
ISO Class 5 clean room throughout the filling 
process. Drug entering the kit is sterilized by an 
integrated 0.22 m sterilizing-grade filter. Critical sites μ
are protected by the kit, effectively eliminating touch 
contamination at these sites. Drug containers are 
capped and sealed before the kit is opened to 
maintain drug sterility.

PALA Technology Products and USP 
<797>:

• Meet or exceed USP <797> requirements for 
sterile compounding.

• Enable sterile compounding without facility-
scale infrastructure such as clean rooms and 
laminar flow hoods.

•  Eliminate human error risks associated with 
clean room procedures

• Enable point-of-care sterile compounding

• Improve patient access, especially in under-
served areas

• Reduce medication errors through simplified 
procedures

• Prevent vial misuse and associated 
contamination risks

• Are easy to validate in your facility for Category 
1, 2 and 3 CSPs

Link to Dr. Ward’s video - QR Code???
Also add this to the Executive Summary on the White Paper

Advanced Sterile Compounding with PALA Technology Kits

PALA technology products advance the practice of sterile compounding by reducing 
the primary engineering control (PEC) clean room to a single-use, terminally sterilized 

-6convenience kit. PALA technology maintains sterility (SAL 10 ) equal to or better than 
an ISO Class 5 clean room throughout the filling process. Drug entering the kit is 
sterilized by an integrated 0.22 m sterilizing-grade filter. Critical sites are protected μ
by the kit, effectively eliminating touch contamination at these sites. Drug containers 
are capped before the kit is opened to maintain drug sterility.

PALA Technology Products and USP <797>:

• Meet or exceed USP <797> requirements for sterile compounding.

• Enable sterile compounding without facility-scale infrastructure such as clean 
rooms and laminar flow hoods.

•  Eliminate human error risks associated with clean room procedures

• Enable point-of-care sterile compounding

• Improve patient access, especially in under-served areas

• Reduce medication errors through simplified procedures

• Prevent vial misuse and associated contamination risks

• Are easy to validate in your facility for Category 1, 2 and 3 CSPs

Syrikit Demo Video by
Dr. Matthew S. Ward, MD
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