
Pilot Program Allowing for the Sterile Compounding of  
Critical Drugs for Hospitals and Long-Term Care Facilities 

 
The New Jersey Board of Pharmacy (Board) is instituting a temporary Pilot program to 

facilitate pharmacies’ sterile compounding of certain drugs used for patients with Coronavirus 

Disease 2019 (COVID-19) in New Jersey hospitals or long-term care facilities, in order to 

address difficulties facilities may face in obtaining certain drugs in short supply. The temporary 

Pilot program addresses unprecedented disruptions to, and demands on, the global 

pharmaceutical supply chain as a result of the COVID-19 pandemic, as well as regional 

variation in the availability of drugs for treatment of patients with COVID-19. This Pilot 

Agreement sets forth the requirements for each party’s participation in the Pilot program. The 

Pilot Agreement must be approved by both the permit holder and registered pharmacist in 

charge (RPIC) of the pharmacy performing the compounding, and the RPIC and a person 

authorized to represent the permit holder of the hospital pharmacy or long-term care provider 

pharmacy. 

In April 2020, the United States Food and Drug Administration (FDA) issued guidance 

for industry entitled “Temporary Policy for Compounding of Certain Drugs for Hospitalized 

Patients by Pharmacy Compounders not Registered as Outsourcing Facilities During the 

COVID-19 Public Health Emergency” (FDA Guidance).  The FDA updated its guidance on May 

21, 2020. A copy of the May 21 version of the FDA Guidance is attached.   

As explained in the FDA Guidance, drug products compounded by State-licensed 

pharmacies that do not register with the FDA as outsourcing facilities are regulated under 

Section 503A of the Federal Food, Drug, and Cosmetic Act (FD&CA). 21 U.S.C. 353a. Section 

503A ordinarily limits compounding by such pharmacies to drug products that are compounded 

for an identified individual patient based on the receipt of a valid prescription, approved by the 

prescribing practitioner, which notes on the prescription order that a compounded product is 

necessary for the identified patient. The statute also ordinarily requires that a licensed 

pharmacist not compound regularly or in inordinate amounts any drug products that are 

essentially copies of commercially available drug products. 

Notwithstanding these conditions, the FDA Guidance states that, for a limited period, the 

FDA does not intend to take action against a pharmacy for compounding a drug that is 

essentially a copy of a commercially available drug, or for providing a drug to a hospital without 

obtaining a patient-specific prescription, if certain circumstances are met and the other 

conditions of Section 503A of the FD&CA are met. The FDA Guidance identifies the specific 

circumstances that must be present for a pharmacy to avail itself of this regulatory flexibility.  

One of the requirements identified in the FDA Guidance is that, before providing the drug 

product to a hospital, a State-licensed pharmacy must notify (i) the State authority that regulates 

pharmacy compounding in the State where the pharmacy is located, and, (ii) if different, the 

State authority that regulates pharmacy compounding in the State where the hospital is located; 

and the State authority must inform the pharmacy that they do not object to the pharmacy 

providing the drug product to the hospital without first obtaining a patient-specific prescription.  

To allow pharmacies, and New Jersey hospitals and long-term care facilities to utilize the 

flexibility allowed by the FDA Guidance, the Board has determined to institute a temporary Pilot 

program, pursuant to N.J.S.A. 45:14-48(b)(10), to allow Board-authorized pharmacies to 
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compound sterile preparations for use in New Jersey hospitals and long-term care facilities 

treating patients with COVID-19 without having to satisfy all of the requirements for batch 

preparation set forth in N.J.A.C. 13:39-11.17, or the requirement to have a shared medication 

file for centralized prescription handling set forth in N.J.A.C. 13:39-4.19.   

Although the FDA Guidance specifically describes compounding for hospitals, the Board  

is offering the opportunity for provider pharmacies for long-term care facilities, in addition to 

those for hospitals, to enter into the Pilot program so that they may obtain compounded drug 

products for the long-term care facilities they serve.1   

Unless this Pilot program is first terminated or modified by the Board, the Pilot program, 

like the FDA Guidance itself, will remain available for the duration of the public health 

emergency declared by the U.S. Secretary of Health and Human Services on January 31, 2020 

and extended on July 25, 2020, or for such shorter time as the FDA may announce through 

updated guidance.  The Board may terminate this Pilot program when the critical medications in 

shortage may be obtained by the hospital or provider pharmacy for the long-term care facility 

through normal supply chain distribution channels in quantities sufficient to meet their needs.  At 

the conclusion of the Pilot program, the Board may request feedback from each pharmacy 

participant to specifically identify any challenges or issues that were encountered. 

In order to participate in this Pilot program, pharmacies must agree to abide by the terms 

of the Pilot Agreement set forth below and comply with the terms of the FDA Guidance.  This 

Pilot Agreement must be signed by the RPIC and permit holder of all participating 

pharmacies.  Licensees and permit holders may be subject to discipline for failure to comply 

with the Pilot Agreement requirements.    

The terms of the Pilot Agreement are as follows: 

The Hospital Pharmacy or Provider Pharmacy for the Long-Term Care Facility shall: 

 Enter into a Centralized Prescription Handling Agreement with an identified 

compounding pharmacy, and perform the Intake, Central Processing and Dispensing 

functions associated with the filling of a medication order/prescription. 

 Provide the compounding pharmacy with a request for a compounded drug product that 

appears on the list of drugs used for hospitalized patients or patients in long-term care 

facilities with COVID-19 maintained on FDA’s website at 

https://www.fda.gov/media/138279/download, and that contains only one active 

ingredient. 

 Confirm that the New Jersey hospital or long-term care facility is treating patients with 

COVID-19, and that the hospital pharmacy or provider pharmacy for the long-term care 

                                                           
1 The Board contacted the FDA to request its views on extending the flexibilities 

described in the FDA Guidance to long-term care facilities in New Jersey. In response, 

the FDA indicated that “for the present time, FDA would not consider enforcement of the 

prescription requirement or the copies condition to be a priority related to the provision 

of compounded drugs to long term care facilities provided that FDA’s temporary 

guidance on these matters is otherwise followed.” 
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facility has made reasonable attempts to obtain, and is not able to obtain (1) adequate 

supplies of an FDA-approved drug product containing the same active ingredient for the 

same route of administration, or (2) adequate supplies of a product made by an 

outsourcing facility containing the same active ingredient for the same route of 

administration. 

 Within thirty days of the receipt of the initial dose of compounded drug product, ensure 

the compounding pharmacy receives a list of patients who received the compounded 

drug product provided by the compounding pharmacy.  The list may be accompanied by 

a medication order or prescription, if available.  The list may be sent to the compounding 

pharmacy by hardcopy, facsimile or electronic transmission. 

The Compounding Pharmacy shall: 

 Enter into a Centralized Prescription Handling Agreement with the requesting hospital 

pharmacy or the provider pharmacy for the long-term care facility, and perform the 

Central Fill function associated with the filling of a medication order/prescription. 

 Compound for hospital or long-term care use, consistent with the FDA Guidance, only 

those drug products that appear on the list of drugs used for hospitalized patients or 

patients in long-term care facilities with COVID-19 maintained on FDA’s website at 

https://www.fda.gov/media/138279/download, and that contain only one active 

ingredient.   

 Determine beyond use dating as set forth in the FDA Guidance, including Appendix A. 

 Ensure sterility and stability of the compounded medication consistent with the 

requirements of N.J.A.C. 13:39-11.19. 

 Send or deliver the compounded sterile preparations to the requesting hospital 

pharmacy or provider pharmacy for the long-term care facility and mark the order with a 

notation indicating that the drug is provided to the hospital or long-term care facility to 

treat patients during the COVID-19 public health emergency.   

 Within thirty days of delivery of the compounded product, ensure receipt of a list of 

patients who received the medications provided by the pharmacy, and maintain that list 

as part of the pharmacy’s compounding records, along with any medication orders or 

prescriptions that may have been provided by the hospital pharmacy or long-term care 

facility. 

 Destroy any remaining batch medication produced that will reach its beyond use date 

before it is administered or dispensed to a patient, and properly record this action. 

 Provide to the Board weekly a spreadsheet, in Excel format, that lists the name of the 

medication, dosage form and number of doses of each compounded product sent to the 

hospital, provider pharmacy for the long-term care facility for patient use. 

 Follow all the Board’s current regulations for compounding of sterile preparations, with 

the exception of the following:  

o The requirement to have a documented history of valid prescriptions or 

medication orders prior to commencing batch compounding (N.J.A.C. 13:39-

11.17(a); 

o The requirement to receive patient-specific-medication orders/prescriptions prior 

to dispensing the medication (N.J.A.C. 13:39-11.17(a)(1); and 

o The requirement to have a shared medication file for centralized prescription 

handling (N.J,A,C. 13:39-4.19(d)(8). 
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We have read and understand our obligations to comply with the requirements of this Pilot 

Agreement, the FDA Guidance and the laws and regulations governing the practice of 

pharmacy.  We understand that a failure to comply with any of these requirements may result in 

disciplinary action by the Board.  
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Name of Hospital Representative:     

 

________________________________________________________ 

Signature of Hospital Representative:   

 

__________________________________________________________ 

Title:_____________________________________________________ 

 

Name of Hospital Pharmacy RPIC: 

 

 ___________________________________________________________ 

Signature of Hospital Pharmacy RPIC: 

 

 ___________________________________________________________ 

Date: ______________________________________________________ 

Name of Long-Term Care Provider Pharmacy Permit Holder:    

 

______________________ ______________________________________ 

Signature of Long-Term Care Provider Pharmacy Permit Holder: 

 

____________________________________________________________ 

Title:  ______________________________________________________ 

Name of Long-Term Care Provider Pharmacy RPIC:  

 

____________________________________________________________  

Signature of Long-Term Care Provider Pharmacy RPIC:  

 

____________________________________________________________ 

 

Date: __________________________________________________ 
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Name of Compounding Pharmacy Permit Holder:    

 

_________________________________________________________ 

Signature of Compounding Pharmacy Permit Holder: 

 

____________________________________________________________ 

Title: _______________________________________________________ 

Name of Compounding Pharmacy RPIC:  

 

____________________________________________________________  

Signature of Compounding Pharmacy RPIC:  

 

____________________________________________________________ 

 

Date: __________________________________________________ 

 

Last updated: 8/17/20 


