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March 17, 2022 

 

Ronald T. Piervincenzi, Ph.D.   

Chief Executive Officer 

U.S. Pharmacopeial Convention 

12601 Twinbrook Parkway 

Rockville, MD 20852-1790 

 

Re: Comments to Proposed Revisions to USP General Chapter <795> Pharmaceutical 

Compounding – Nonsterile Preparations and <797> Pharmaceutical Compounding – Sterile 

Preparations 

 

Dear Dr. Piervincenzi: 

 

The National Community Pharmacists Association (“NCPA”) appreciates the opportunity to 
provide comments to the Proposed Revisions to USP General Chapter <795> Pharmaceutical 

Compounding – Nonsterile Preparations and <797> Pharmaceutical Compounding – Sterile 

Preparations.   

 

NCPA represents America’s community pharmacists, including 19,400 independent community 
pharmacies. Almost half of all community pharmacies provide long-term care services and play a 

critical role in ensuring patients have immediate access to medications in both community and 

long-term care (LTC) settings. Together, our members represent a $67 billion healthcare 

marketplace, employ 215,000 individuals, and provide an expanding set of healthcare services to 

millions of patients every day.  Our members are small business owners who are among 

America’s most accessible healthcare providers.  

While NCPA appreciates the mission of USP as a standard setting body to continue to evolve and 

evaluate practices to provide the utmost efficacy and safety for our patients, we remain 

concerned the Compounding Expert Committee (CEC) has failed to address some of the concerns 

we and other interested stakeholders have been raising regarding the proposed changes to 

<795> and <797>.  NCPA recognizes USP for its willingness to engage in an open dialogue and 

continuing to provide open forums to the CEC, listening sessions, and involvement of our 

compounding members during the process.   

However, NCPA believes USP is failing to properly consider the additional burdens of costs, space, 

and time, particularly for smaller compounding pharmacies – in rural and underserved areas, to 



comply with many of these new proposals.  By increasing the complexity for compliance, USP is 

raising the costs for compounding pharmacies and thereby limiting access to compounded 

preparations for patients.  NCPA feels this proposal is overly prescriptive for a group of licensed 

professionals, who are skilled practitioners and experts in their field. 

Lack of Evidentiary Record for Changes in <795> and <797> 

 

NCPA questions the necessity of making any changes to the chapters of USP which directly touch 

on non-sterile and sterile compounding.  Despite a sterling reputation for devotion to scientific 

principles, during the process, USP has not provided substantial evidence through data to 

establish a record that the changes to the chapters will improve patient safety or access.  As USP 

is well aware, many State Boards of Pharmacy adopt or incorporate the chapters as part of their 

regulations and therefore, acknowledging the impact and the intent of changes is imperative.   

 

NCPA expresses concern to USP on the proposed changes which will increase compliance costs 

for smaller compounding pharmacies, with little to no measurable benefit to patients.  In contrast 

to continuing to update standards unnecessarily and without patient benefit or improving them 

in a way to benefit the practice of compounding, NCPA would support USP focusing on education 

for <795> and <797> to ensure pharmacists and state boards are meeting current industry 

standards and these standards are reflected in their actual practice.   

 

Specifically, NCPA is concerned about the following issues in the proposal: 

 

Beyond Use Dates (BUD) in <795> and <797> 

 

NCPA is concerned about the proposal of USP to establish hard limits of 180 days for <795> for 

solid dosage forms, or aqueous forms with a stability test.  NCPA believes that science should be 

the basis for establishing a BUD, and that empirical evidence or a reasonably tested stability study 

should be allowed to justify a longer BUD. 

 

Additionally, NCPA is concerned about the change of creating a maximum BUD limit for category 

3 compounded sterile preparations (CSPs).  The current proposed changes to <797> only allow 

one type of Category 3 CSP – a terminally sterilized Category 3 CSP stored frozen – a maximum 

BUD of 180 days, rather than all Category 3 CSPs.  As there are legitimate reasons for a CSP which 

is not stored frozen to have a BUD up to 180 days, this unique carve-out will only serve to cause 

confusion among well-meaning pharmacists.  NCPA suggests USP consider harmonizing the BUDs 

for all Category 3 CSPs sterile preparations, regardless of storage conditions, to permit a default 

BUD up to 180 days.  

 

In both <795> and <797>, USP has not presented adequate data to justify these changes.  USP 

should either provide data to justify these changes which should focus on exact improvements 



to compounded drug safety, or a corresponding improvement in patient access, or reconsider 

the limitations on BUDs. 

 

Limitations on Batch Size in <797> 

 

NCPA believes the 250 limitation of batch sizes is not supported by the evidentiary record.  While 

NCPA recognizes the desire of USP to minimize potential exposure of patients to any errors during 

compounding, a limitation of batch size does not necessarily remove the risk or the need for 

validation.  We would encourage USP to adopt a standard which allows the compounding 

pharmacist to use their professional judgment for each preparation to determine what is the 

most cost-effective and risk adverse batch size.  While USP may feel more comfortable with a 

specific number, rather than a range or accepting the assessment of a licensed pharmacist, there 

are often several factors during the evaluation by the pharmacist in determining the batch size.  

These factors include the needs of the patient and cost of the preparation, which need to be 

accounted for in the standard.  It does not serve patients to have an arbitrary limitation which is 

overly prescriptive and perhaps counter to reducing risk by limiting batch sizes forcing 

pharmacists to produce more batches to meet the needs of patients.  These resulting batches 

are more susceptible to error by potentially introducing contamination during the process by 

increasing the number of steps in preparation. 

 

Additional Costs for Operations for Compounding Affecting Patient Access 

 

In adopting additional standards for facility operations and controls, USP is proposing operational 

requirements which serve to minimize contamination.  However, the wording of the changes is 

vague and inexact – such ambiguity in a standard leaves the interpretation up to the 

implementing state boards of pharmacy, and often up to each individual inspector and unique 

situation.  Use of wording such as “slight variation” leaves enforcement open to interpretation.  

Additionally, there are proposed changes which conflict with FDA guidance, such as the batch 

size limitation which increases potential movement of the pharmacist in and out of sterile areas.  

Anecdotally from our membership, this leads to confusion among regulators and unequal 

application of the standard. 

 

Additionally, these operational changes have a financial cost for which the Committee needs to 

appropriately account – which will be passed on to patients.  While NCPA recognizes the necessity 

to reduce risk as much as possible, we are concerned about the impacts on pharmacies in rural 

and underserved areas and the potential for a reduction in access for those patients, which leads 

to negative outcomes.   

 

Finally, NCPA wishes USP to acknowledge patients will ultimately bear the brunt of increased 

costs – through out-of-pocket costs or increased copays.  In order to comply with the proposed 

changes, pharmacies will have difficulty maintaining adequate inventory to treat patients and/or 



assign such short BUDs.  Therefore, patients will need to refill prescriptions more often, driving 

up costs for patients and payers.  The current <797> standards are one of the factors which have 

led to fewer sterile compounding pharmacies to compound sterile preparations and further 

changes will only negatively impact access. Since so many of these proposed changes are 

unjustified by scientific data, any currently compliant compounding pharmacies will have to alter 

time-tested practices and procedures to comply, which could result in a reduction in access. 

 

Implementation of New Standards 

 

Pharmacies will need time to be trained, train support staff, redo all BUDs, update standard 

operating procedures, and adjust the rest of their operations to comply with the proposed 

changes to <795> and <797>.  NCPA requests that USP, should they decide to move forward with 

any changes, consider at least a one-year minimum timeframe for implementation. 

 

Conclusion 

 

NCPA greatly appreciates the opportunity to share our comments and suggestions on USP’s 
Proposed Revisions to General Chapter <795> Pharmaceutical Compounding – Nonsterile 

Preparations and <797> Pharmaceutical Compounding – Sterile Preparations.  We believe by 

implementing these changes USP will be restricting access to patients and potentially driving up 

the cost of compounded preparations.  Compounding pharmacies are a necessary part of the 

treatment regime for a significant population of patients and any changes USP wishes to pursue 

to limit BUDs and batch sizes need to be properly justified and supported by evidence.   

 

Sincerely,  

 

 
Ronna Hauser, PharmD 

Senior Vice President, Policy and Pharmacy Affairs 

National Community Pharmacists Association 

 

 

 

 




