
     

          
      

   
 

 

  
    

 

 

 

   
 

      
 
       

          
  

 
        

         
      
      

         
          

      
 

     
            

        
  

           
     

   
   

 
        

         
         

      
       

      
 

      
     

 
     

  
 

           
     

          
 

□ 
California State Board of Pharmacy BUSINESS, CONSUMER SERVICES AND HOUSING AGENCY 

1625 N. Market Blvd, N219, Sacramento, CA 95834 DEPARTMENT OF CONSUMER AFFAIRS 

Phone: (916) 574-7900 GOVERNOR EDMUND G. BROWN JR. 

Fax: (916) 574-8618 
www.pharmacy.ca.gov 

To: Board Members 

Agenda Item XII. Executive Officer’s Report 

a. Update on the Joint DEA and Board of Pharmacy Training Events 
Attachment 1 

On January 27, the board’s staff provided a Prescription Drug Abuse continuing education 
program at UCSF. There were 300 individuals who preregistered to attend this program, and 
230 who attended.  Those who attended were awarded 6 units of CE on such topics as 
corresponding responsibility, preventing drug losses and diversion and current drugs of 
abuse. Elements of DEA and board inspections are also part of the presentation.  The 
program also included a 7th unit of CE for those who attended the naloxone training for 
pharmacists provided by Nathan Painter, PharmD, of UCSD.  

This highly popular program continues to earn high evaluations from attendees for its 
content and speakers. Through these presentations in the last year, the board has trained 
approximately 700 pharmacists to provide naloxone under their own authority. 

A copy of the agenda for the CE program is provided as Attachment 1. Staff is working to 
provide additional sessions this year. 

b. Update on CURES 

On February 6, the board’s executive officer will speak before the Assembly Committee on 
Business and Professions in a hearing titled: “CURES 2.0 and Beyond: Advancing Technology 
to Combat the Opioid Crisis.” The purpose of the hearing is to discuss how the state’s 
upgrade to CURES is working to prevent the diversion and abuse of controlled substances, 
and the role licensed health care providers play in addressing the opioid epidemic. Another 
element is how patient privacy is maintained when accessing CURES. 

At this board meeting, Executive Officer Herold will provide a summary of the matters 
discussed at the hearing. 

Regarding statistics reporting pharmacists’ use of CURES, as of December 31, 2017, there 
were: 

• 39,878 pharmacists registered to access CURES (22.9 percent of the total of those 
registered to access CURES). 

• 635,731 patient activity reports run by pharmacists (59.9 percent of the total PAR 
reports run). 
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• 259,937 pharmacist-initiated look ups (60.8 percent of the total number of times a 
health care provider accessed CURES). 

c. Report on the National Association of Boards of Pharmacy’s (NABP) Law Enforcement 
and Legislation Committee Meeting 

Executive Officer Herold was recently appointed to serve on a two-day task force with 
representatives from other state boards of pharmacy to refine language for NABP’s model 
language for pharmacy practice. Amendments were made for five areas of pharmacy law 
that will be unveiled at the NABP May 2018 Annual Meeting.  

d. Report on the Federation of Associations of Regulatory Boards Meeting 

At the end of January, Executive Officer Herold attended the Federation of Associations of 
Regulatory Boards Annual Meeting in San Diego. This training session included segments on 
the North Carolina Dental Board Decision, the FTC’s ongoing concerns with unnecessary 
regulation that can impede market entry and competition, economic effects of occupational 
licensure, and mobility and portability of practice and licensure across state lines. Executive 
Officer Herold was the only regulator from California present despite the location of the 
meeting.  California’s regulatory structure for consumer protection is markedly advanced 
when compared to some of the discussions from other states. 

e. Discussion and Consideration of Newly Released FDA Guidance Documents 

Attachment 2 

In January 2018, the FDA released three guidance documents dealing with compounding 
and outsourcing regulation.  A policy brief detailing plans for the FDA’s future activities in 
these areas was also released as part of this package. These items will be scheduled for 
detailed discussion at the next Compounding and Enforcement Committee. However, at 
this meeting, Executive Officer Herold will provide an overview of the four documents. 

Attachment 2 includes the four FDA Guidance Documents listed below. 

1. Compounding Drug Products That Are Essentially Copies of a Commercially Available 
Drug Product Under Section 503A of The Federal Food, Drug, and Cosmetic Act 

2. FDA’s 2018 Compounding Policy Priorities 
3. Compounding Drug Products That Are Essentially Copies of a Commercially Available 

Product Under Section 503B of The Federal Food, Drug, and Cosmetic Act 
4. Mixing, Diluting, or Repackaging Biological Products Outside the Scope of an Approved 

Biological License Application 

One of the documents provided in the board packet is an eight-page “2018 Compounding 
Policy Priorities Plan.” In this document, the FDA lays out its planned future structure for 
how it will regulate pharmacies, outsourcing facilities and manufacturers. 

The FDA asserts that it recognizes the need for pharmacy compounding so that patients 
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have access to the medicines they need.  However, in response to the NECC tragedy, the 
FDA intends to regulate at three levels: limited compounding by pharmacies, larger 
compounding done by outsourcers, and outsourcers who are really manufacturing. The 
FDA states that it is the third category of outsourcers who have “created substantial risk in 
the process by manufacturing and shipping large quantities of purportedly sterile drugs, and 
not adhering to good manufacturing practices.” 

In the future, the FDA intends to: 

1. Address quality standards for outsourcing facilities, 

2. Regulate compounding from bulk drug substances, 

3. Restrict compounding of drugs that are essentially copies of FDA-approved drugs, 

4. Solidify the FDA’s partnership with state regulatory authorities, and 
5. Provide guidance on other activities that compounders undertake. 

The FDA states it will take a “strong, proactive approach toward enforcement and ensuring 
compliance with the law” and balance the need to preserve access to appropriately 
compounded drugs for patients who have a medical need for these products with the need 
to help protect patients from poor quality compounded drugs that could cause harm. 

The FDA’s intent is to preserve existing new drug approval requirements that obligate 
manufacturers to demonstrate that drugs are safe and effective for their intended purpose 
before they can be lawfully marketed. 

The FDA states that licensed outsourcers that meet CGMP requirements and are licensed by 
the FDA may compound drugs that are not in response to patient-specific prescriptions, but 
503A facilities may not. 

The FDA intends to regulate so that it is more efficient and lower cost for compounding 
pharmacies to voluntarily meet the higher production standards for 503B facilities as a way 
to promote more patient access to higher quality compounded medication. The goal is to 
make more pharmacies that compound meet “CGMP light” requirements and register as 
outsourcing facilities, and increase patient access to medically necessary compounded 
drugs from outsourcing facilities, which are subject to higher quality standards and 
oversight than compounding facilities. 

Because drugs compounded by pharmacies are subject to a lower regulatory standard, 
these compounded drugs should only be distributed to meet the needs of patients whose 
medical needs cannot be met by an FDA-approved drug. 

The FDA intends to “focus our initial efforts on education and outreach to practitioners, 
including prescribers of compounded drugs who can determine whether there is a change 
between the compounded drug and the commercially available drug or comparable 
approved drug that produces a significant or clinical difference for individual patients.” 

Pharmacies may compound using substances that are listed in USP or national formulary 
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monograph standards, are components of FDA-approved drugs or that appear on a FDA list 
generated after consultation with USP and the FDA’s Pharmacy Compounding Advisory 
Committee. 

Outsourcing facilities may use a bulk drug substance to compound a drug that complies with 
the FD&C Act if the FDA has determined there is a clinical need to compound with the 
substance and places it on the 503B bulks list, or if the drug compounded appears on the 
FDA drug shortage list. 

The FDA is moving to produce a 503 A bulks list and a 503B bulks list as part of its priorities. 

Memorandum of Understanding with States 
The FDA also discusses its plans to develop a MOU to allow compounders to distribute 
drugs interstate. Pharmacies that compound will have distributed an inordinate amount of 
drug interstate if the number of prescriptions of compounded drugs distributed during any 
calendar month is greater than 50 percent. The focus is to allow states to further pursue a 
risk-based approach and focus on notifying the FDA of those compounders where the size 
or scope of the activities merits greater oversight. They intend to “leave oversight of 
‘traditional’ pharmacy practice to states.” 

Future Determinations by the FDA 
The FDA plans to establish policy in the future on: 

• Whether a pharmacy can be collocated with an outsourcing facility. 

• Final guidance on repackaging of radiopharmaceuticals by state-licensed nuclear 

pharmacies, federal facilities and other entities, and compounding and repackaging of 

radiopharmaceuticals by outsourcing facilities. 

• Insanitary conditions and violations of the FD&C Act for physicians who compound 

small amounts of medication for their patients when negligible risk is involved 

(dermatological procedures). 

Board Activities Planned 
The guidance documents released by the FDA will be agendized for discussion at the March 
Enforcement and Compounding Committee. 

f. Update to the Biannual Report of the California Practice Standards and Jurisprudence 
Examination for Pharmacists (CPJE) Examination Statistics and the North American 
Pharmacist Licensure Examination (NAPLEX) 

Attachment 3 

Attachment 3 provides performance statistics on those who took the CPJE and/or NAPLEX 
for California since April 2017. There was an inadvertent omission of data in the data 
presented to the board in November. The attached data corrects the omission and replaces 
the prior report. 

Examination scores for the California Practice Standards and Jurisprudence Examination for 
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Pharmacists (CPJE) and North American Pharmacist Licensure Examination (NAPLEX) are 
released twice a year, generally in spring and fall. At the November 2017 board meeting, 
the CPJE statistical report for April 2017 through September 2017 was provided. Soon after 
the board meeting, the board was informed that the information for the time period was 
incomplete. As a result, the board updated the CPJE statistical report for April 2017 through 
September 2017 on the board’s website and released subscriber alert in December 2017. 

A copy of the updated CPJE statistical report for April 2017 through September 2017 and 
the subscriber alert is provided in Attachment 3. 

 NAPLEX:  Overall Pass Rates 

 Frequency Percent 

Fail 121 6.4 

Pass 1770 93.6 

Total 1891 100.0 

 CPJE:  Overall Pass Rates 

 Frequency Percent 

Fail 436 21.7 

Pass 1573 78.3 

Total 2009 100.00 

5 – Year Comparison of CPJE and NAPLEX Pass Rates (Percentage) 
 CPJE  NAPLEX 

Fail Pass Fail Pass 

Oct. 2012 – Sept. 2013 22.1 77.9 4.6 95.4 

Oct. 2013 – Sept. 2014 19.5 80.5 4.2 98.5 

Oct. 2014 – Sept. 2015 20.1 79.9 4.3 95.7 

Oct. 2015 – Sept. 2016 31.4 68.6 9.4 90.6 

Oct. 2016 – Sept. 2017 28.7 71.3 8.3 91.7 

 

g. Settlement of People v. Target Corp., Regarding Pharmacist Consultations 

Attachment 4 

Late in 2017, the District Attorney Offices of San Diego, Riverside and Alameda Counties 
concluded another failure to consult undercover investigation involving pharmacies. This is 
the fourth such settlement pursued under the state’s unfair business practices statutes. 
This time the settlement involves Target Corporation, going back to the time when Target 
operated the pharmacies in its retail stores. Target settled the case for $41,250 to each of 
the three county district attorney offices, $5,000 to the Board of Pharmacy, and $2,500 to 
the Consumer Protection Prosecution Trust Fund. 

A copy of the settlement is provided as Attachment 4. 

h. Future Sterile Compounding Training for Board Inspectors 

The board is continuing to provide ongoing training to board inspectors on compounding. 
Most board inspectors have completed and passed in-person, hands-on aseptic technique 
training. Later this year, the board will provide all inspectors with training that will result in 
their becoming certified as California sterile compounding inspectors following completion 
of a three-day in-person training following 40 hours of web-based instruction. 

Executive Officer’s Report – February 6-7, 2018 Board Meeting 
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i. Personnel Update 

Recent Hires/Transfers/Promotions 
• Katrina Trinchera was promoted to a SSM I over Licensing Unit B. 
• Angelita Acosta was promoted to AGPA in Licensing Unit A for Sterile Compounding. 
• Lupe Baltazar joined the board as an AGPA in the Enforcement Unit. 
• Pamela Kemp joined the board as an AGPA in the Enforcement Unit. 
• Autumn Ammann joined the board as an AGPA in the Complaint Unit 
• Josh Monforte joined the board as an OT in the Enforcement Unit. 

Departures 
• Lisa Chullino, AGPA, left the board in November. 
• Krystal Kimberly, OT, left the board in December. 
• Adenike Adekola-Perry, Seasonal, left the board in December 
• Addie Ardalan, Seasonal, left the board in January 

Recruitments 
• One AGPA for Licensing Unit A. 
• One SSA for the Licensing Unit B. 
• One OT for Administration Unit 

Executive Officer’s Report – February 6-7, 2018 Board Meeting 
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CALIFORNIA STATE 
BOARD OF PHARMACY 
BE AWARE AND TAKE CARE: Talk to your pharmacist! 

Free Continuing Education for Pharmacists: 
CURES, Prescription Drug Abuse and Preventing 
Drug Diversion -- What a Pharmacist Needs to 

Know 

Joint Training by 
the California State Board of Pharmacy 

and 
the U.S. Drug Enforcement Administration 

UC San Francisco School of Pharmacy 
Medical Science Building - Cole Hall 

513 Parnassus Avenue 
San Francisco CA 94143 

8:00am – 5:00pm 

Please see the map provided following the agenda. Garage parking is $32 for the 
entire day. 

Registration Instructions: Space is limited; pre-registration is required. To register 
please send an email with your full name and license number (if applicable) to 
registration@dca.ca.gov. If you have questions please contact Laura Hendricks at 
laura.hendricks@dca.ca.gov or (916) 574-7918. 

Pharmacists will be awarded 6 hours of CE credit for attending the session. An 
additional 1 hour of CE can be earned at the end of the day that meets the 
requirements of California’s pharmacist protocol to provide naloxone (for a total of 
7 hours CE). 

mailto:laura.hendricks@dca.ca.gov
mailto:registration@dca.ca.gov


 

 

  
 

 

      
 
 

Agenda: January 27, 2018 

Space is Limited, Registration Is Required - See First Page for Registration Instructions 

7:30-8:00  Registration           
 
8:00-8:15   Welcoming Remarks             
 
8:15-9:15  Drug Diversion  Trends,  Counterfeit/Stolen/Altered  Prescriptions, Common  Drugs  of Abuse 

and  Reporting  Procedures  for  Counterfeit/Stolen/Altered  Scripts  –  Steven A.  Smith,  DEA  
Group  Supervisor, San  Francisco Field D ivision   

  
9:15-10:00   Pharmacy Burglaries/Robberies  -- Thomas  Lenox,  Chief  of  Enforcement,  CA State  Board  of  

Pharmacy      
 
10:00-10:15   Break             
   
10:15-10:45  Loss Prevention  in  Pharmacies -- Tony  Ngondara, Supervising  Inspector, CA State  Board  of  

Pharmacy   
 
10:45-12:30  Legal Update: Including  Corresponding  Responsibility and  Other  Legal  Topics-- Virginia  Herold,  

Executive  Officer, CA State Board  of  Pharmacy  
 
12:30-1:30  Lunch  Break  (Lunch  Will Not Be Provided)  
 
1:30-2:00  How to Prepare for  Pharmacy  Inspections  by the Board  of  Pharmacy  –  Steven Kyle,  Inspector, 

CA State Board  of  Pharmacy  
  

1:45-2:45  How to Prepare for  a  DEA Inspection -- Rica  Rachut, DEA Diversion  Investigator  and  Emma  

Hinnigan,  DEA Oakland  Resident  Office  
 
2:45-3:00  Break  
 
3:00- 3:30  California’s  Prescription  Drug Monitoring Program (CURES), Including a Q+A on the CURES 

Program  -- Dr.  Nathan  Painter  Assoc. Clinical Professor, UC  San Diego  Skaggs School of  
Pharmacy  and  Pharmaceutical Science  

 
3:30-3:45  Break  
 
3:45-4:45  Training for  CA Pharmacists to  Provide  Naloxone Pursuant  to  CA’s  Pharmacist  Protocol  -- Dr.  

Nathan  Painter Assoc. Clinical Professor, UC  San  Diego  Skaggs School of  Pharmacy  and  
Pharmaceutical Science        

                     
4:45-5:00  Evaluation/Wrap  Up  
 
 
 

Meeting location provided by  UCSF, School of Pharmacy  
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2018 Compounding Policy Priorities 
Plan 
I am pleased to share the FDA’s 2018 Compounding Policy Priorities Plan. This plan provides an 
overview of the key priorities our agency will pursue to implement the federal law on compounding 
and to advance the FDA’s public health mission. As we undertake these steps, we must continue 
to recognize the importance of compounders’ role in providing quality drugs so that patients have 
access to the medicines they need. We will clarify and appropriately tailor the policies for traditional 
compounding pharmacies and the outsourcing facilities that may supply a broader market. 

Most of these priorities are well underway. Several draft and final guidances outlined in this plan 
were announced today. Others parts of this plan will be rolled out over the course of the coming 
year. We plan for all of the commitments made under this plan to be completed in 2018. 

Background 

A key aspect of the FDA’s mission is to ensure that medicines for patients are made according to 
appropriate quality standards. Five years ago, Congress, the FDA, state regulators and health care 
practitioners across the country grappled with the largest health care-related outbreak in recent 
history. 

The 2012 outbreak of fungal meningitis (/NewsEvents/Newsroom/PressAnnounce-
ments/ucm564681.htm), resulting from a pharmacy that shipped contaminated compounded 
drugs throughout the country, led to more than 750 cases of illness and 60 deaths in 20 states. 
The tragic proportions of this outbreak were mainly attributable to the company’s large-scale, 
multistate distribution of an injectable drug intended to be sterile that had been prepared under 
inappropriate conditions. This outbreak, combined with the FDA’s continued concerns based on 
monitoring pharmacy compounding, underscored the need for improvement in compounding 
practices. It also highlighted the need for more robust oversight of compounders, close federal and 
state collaboration and a clear legal framework that would provide for compounding to meet 
patients’ medical needs, while also providing the FDA with tools to address unlawful practices that 
threaten public health. 

Further, it became apparent that it was necessary to better define and separate the legitimate 
practice of pharmacy compounding from a growing number of enterprises that were acting as 
large-scale drug manufacturers seeking to operate outside of the purview of FDA oversight by 
operating under the guise of a pharmacy license. These outfits often created substantial risk in the 
process by manufacturing and shipping large quantities of purportedly sterile drugs and not 
adhering to good manufacturing practices. 

Congress addressed these challenges and affirmed the FDA’s role in applying its mission to 
compounded drugs by passing the Drug Quality and Security Act (DQSA) in November 2013. 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo... 1/18/2018 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo
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Of particular note, DQSA created a new category of compounders, called outsourcing facilities, 
which may engage in larger-scale, nationwide distribution with associated higher risks. DQSA sets 
forth a framework for pharmacy compounders and outsourcing facilities to compound drugs for 
patients when FDA-approved drugs are not available to meet patients’ clinical needs. The law 
sought to balance the important role for the practice of pharmacy compounding with the need to 
promote the quality of compounded products, which pose greater risks to patients because they 
have not undergone premarket review for safety, efficacy and certain manufacturing controls. 

Because of the profound public health implications, the FDA’s compounding program is a priority 
for the agency and the FDA is committed to implementing the DQSA framework. During the last 
four years, we have made great strides in DQSA implementation through significant policy 
development, robust inspection and enforcement actions and strong collaboration with state 
regulators. We also have communicated actively with key stakeholders, allowing us to obtain 
important input and advice on scientific, technical and medical issues concerning drug 
compounding and related activities. 

Our 2018 compounding policy priorities plan lays out how the agency will implement certain key 
provisions of DQSA and other provisions of the law relevant to compounders over the course of 
the coming year. Our policy will be part of a series of draft and final guidance documents, 
proposed and final rules and a revised draft memorandum of understanding (MOU) between the 
FDA and the states. 

Specifically, this plan lays out how we will address quality standards for outsourcing facilities; 
regulate compounding from bulk drug substances; restrict compounding of drugs that are 
essentially copies of FDA-approved drugs; solidify the FDA’s partnership with state regulatory 
authorities; and provide guidance on other activities that compounders undertake. We know that to 
fulfill our public health mission, we need to keep in mind the critical role that compounding has 
played in meeting patient needs and that we must work with the compounding community to 
continue to develop an appropriately balanced approach to regulation. As part of our plan, we will 
continue to help protect patients from harm by taking a strong, proactive approach toward 
enforcement and ensuring compliance with the law. 

2018 COMPOUNDING POLICY PRIORITIES 

As we meet our obligations under DQSA, we will balance the need to preserve access to 
appropriately compounded drugs for patients who have a medical need for these products with the 
need to help protect patients from poor quality compounded drugs that could cause harm. At the 
same time, we’ll continue to take steps to preserve the new drug approval requirements that 
obligate sponsors to demonstrate that drugs are safe and effective for their intended purpose 
before they can be lawfully marketed. 

Risk-Based Approach to Manufacturing Standards for Outsourcing 
Facilities 

As amended by DQSA, the Federal Food, Drug and Cosmetic Act (FD&C Act) provides two 
pathways for lawful compounding under the Act. Under one pathway, in section 503A, state-
licensed pharmacies, among others, compound drugs pursuant to patient-specific prescriptions 
(referred to as “503A facilities” or as “traditional compounders”). Under the other pathway, in 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo... 1/18/2018 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo
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section 503B, drugs are compounded by a new category of compounders called outsourcing 
facilities (or “503B facilities”) according to heightened statutory requirements relative to the 503A 
facilities. 

For example, drugs produced by outsourcing facilities must be compounded in compliance with 
current good manufacturing practice (CGMP) requirements and in an FDA-registered facility that is 
subject to regular, risk-based inspections. Information on the products compounded at outsourcing 
facilities, including the source of the active ingredients used, must be reported to the FDA. 

Other conditions also must be met under section 503B, including reporting adverse events and 
labeling products with certain information. Outsourcing facilities that meet these conditions may 
compound drugs that are not necessarily in response to patient-specific prescriptions, whereas 
503A facilities may not. 

To further describe the operating parameters for outsourcing facilities, and promote the ability of 
compounding pharmacies to efficiently meet the more stringent production standards, we plan to 
take several steps. Our policy goal is to make it more efficient and lower cost for more 
compounding pharmacies to voluntarily meet the higher production standards for 503B outsourcing 
facilities as a way to promote more patient access to higher quality compounded medicines. 

The FDA plans to issue proposed regulations on CGMP requirements that these outsourcing 
facilities must meet. In the interim, the agency is revising the draft guidance to describe a new 
flexible, risk-based approach to CGMP requirements for outsourcing facilities. The policies 
described in the revised draft guidance will consider how CGMP requirements should be applied in 
light of the size and scope of an outsourcing facility’s operations. We anticipate that in response to 
these new, more flexible policies, certain smaller compounders that compound limited volumes of 
drugs, and presumably present lower risks, may decide to register as outsourcing facilities, which 
will allow them to compound drugs with or without patient-specific prescriptions under section 
503B. Our goal is for more compounders to register as outsourcing facilities with the understanding 
that they can still meet the FDA’s core requirements for drug quality, based on the size and scope 
of their compounding operations. 

Like the 2014 draft guidance, our revised draft guidance also will describe the circumstances under 
which the FDA generally does not intend to enforce against outsourcing facilities certain CGMP 
requirements applicable to conventional drug manufacturers. Based on the comments we received 
to the FDA’s 2014 draft guidance, the new draft revised guidance will address standards critical to 
producing a high-quality product, while balancing appropriate flexibility. We believe that these 
additional steps will make it more feasible for smaller compounders to register and compound 
drugs as outsourcing facilities. 

Ultimately, the goal is to increase patient access to medically necessary compounded drugs from 
outsourcing facilities, which are subject to higher quality standards and oversight than 503A 
facilities. 

Restricting Compounding of Drugs that are Essentially Copies of 
FDA-Approved Drugs 

A critical component of the FD&C Act is its restrictions on compounding drugs that are essentially 
copies of FDA-approved or commercially available products. Today, the FDA has issued two final 
guidance documents regarding the copies provisions for 503A (/downloads/Drugs/Guid-

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo... 1/18/2018 

https://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompo
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anceComplianceRegulatoryInformation/Guidances/UCM510154.pdf) and 503B (/down-
loads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM510153.pdf) 
facilities, respectively. 

These provisions of the law are an important mechanism to protect both public health and the 
premarket approval process. These restrictions are intended to ensure that drugs are not 
compounded for patients who could use an available, FDA-approved product. Even when drugs 
are compounded in accordance with section 503A or 503B of the FD&C Act, they have not 
undergone FDA premarket review for safety, effectiveness and quality. They also lack a premarket 
inspection and finding of manufacturing quality that is part of the drug approval process. Because 
they are subject to a lower regulatory standard, compounded drugs should only be distributed to 
meet the needs of patients whose medical needs cannot be met by an FDA-approved drug. This 
principle was a key feature of the DQSA passed by Congress. 

The restrictions on compounding drugs that are essentially copies of approved drugs also protect 
the incentives for conventional drug manufacturers to pursue research and to develop FDA-
approved drugs. Sponsors would be less likely to invest in and seek approval of innovative, life-
saving medications if compounders could, after a drug is approved, compound “substitutes” that 
may be less expensive because they have not gone through the premarket approval process. 
Sponsors also would be less likely to seek approval of an ANDA for a generic drug if outsourcing 
facilities were permitted to compound drugs that were essentially copies of approved drugs without 
going through the ANDA process. 

Our policies regarding these provisions carefully balance preserving access to compounded drugs 
for patients who need them, while preventing compounders from undermining the drug approval 
process or unnecessarily exposing patients to risks associated with unapproved drugs. This is the 
careful balance that Congress sought in enacting DQSA and first creating this modern framework. 
In implementing these policies, we have taken into consideration the concerns from various 
stakeholders. 

As we move toward implementation and enforcement, we intend to focus our initial efforts on 
education and outreach to practitioners, including prescribers of compounded drugs who can 
determine whether there is a change between the compounded drug and the commercially 
available drug, or comparable approved drug, that produces a significant or clinical difference for 
an individual patient. 

We also intend to prioritize review of situations that could adversely impact the public health and 
premarket approval process, such as compounding using a bulk drug substance to produce a 
product that can otherwise be made by diluting an FDA-approved drug according to its labeled 
instructions. 

Our goal will be to make sure that patients do not receive compounded drugs unnecessarily when 
an FDA-approved drug is appropriate to meet their medical needs. 

Regulating Compounding from Bulk Drug Substances 

503A facilities may compound drugs in accordance with the FD&C Act using bulk drug substances 
that comply with existing United States Pharmacopeia (USP) or National Formulary monograph 
standards; are components of FDA-approved drugs; or appear on a list developed by the FDA 
through regulation, after consultation with USP and the Pharmacy Compounding Advisory 
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Committee (the 503A bulks list). 503B outsourcing facilities may use a bulk drug substance to 
compound a drug that complies with the FD&C Act if the FDA has determined there is clinical need 
to compound with the substance and places it on the 503B bulks list, or if the drug compounded 
appears on the FDA’s drug shortage list. 

As an interim step, the agency issued interim policy guidances to address compounding from bulk 
drug substances by 503A and 503B facilities while we are developing the bulks lists. These 
temporary policies were designed to address the uncertainty concerning compounding from bulk 
drug substances that may be used in compounding by 503A and 503B facilities during the interim 
period in which the agency evaluates bulk drug substances nominated for use in compounding. 

The FDA believed this temporary approach was in the best interest of the public health, because it 
would not prevent outsourcing facilities from compounding with bulk drug substances while the 
503B bulks list was being developed. The FDA was concerned that an alternative, interim policy 
approach would have left all compounding from bulk drug substances to facilities operating under 
section 503A, which, unlike outsourcing facilities, may compound drugs that are exempt from 
CGMP requirements, generally do not report adverse events and generally are not subject to risk-
based FDA inspection. 

The FDA cautions, however, that the exercise of enforcement discretion during this time period for 
a certain nominated substance consistent with the 503A or 503B interim policies does not reflect a 
determination that the substance belongs on the 503A or 503B bulks lists or that there is a clinical 
need under section 503B to compound with the bulk drug substance. 

Regarding development of the 503A bulks list, the agency solicited nominations for bulk drug 
substances to include on the 503A bulks list and presented 48 substances that were nominated to 
the Pharmacy Compounding Advisory Committee for its input. In December 2016, the agency 
issued proposed regulations to address 10 of these substances and establish the criteria it will use 
to evaluate substances for inclusion on the list. After considering public comments, we intend to 
issue a final regulation. We also will continue our process for evaluating additional bulk drug 
substances that have been nominated and addressing those substances in proposed regulations. 

Regarding development of the 503B bulks list, the agency solicited nominations for bulk drug 
substances for inclusion on the 503B bulks list. The next step is for the FDA to issue, in March 
2018, a draft guidance document that proposes criteria for making clinical need determinations for 
purposes of establishing the 503B bulks list. The agency has heard concerns about compounding 
from bulk drug substances when the drug can be compounded from FDA-approved drugs. The 
FDA intends to address these concerns in its draft guidance document, and it will carefully 
consider any additional concerns that may be raised during the public comment period for the draft 
guidance. Health care clinicians and practitioners are especially encouraged to submit comments 
on the draft clinical needs guidance, so that we receive their feedback on the use of compounded 
drugs in clinical care and the potential impacts on patient safety. 

As the agency develops what we intend to be our policy going forward, we know that many 
competing concerns will be brought to our attention. The FDA’s decisions will be guided by the 
conditions set forth in the statute, so that bulk drug substances are placed on the 503B bulks list 
only when there is clinical need to compound drugs using these substances. This protects patient 
health and the drug approval process, for example, by helping to ensure that outsourcing facilities 
do not compound using a bulk drug substance when an FDA-approved drug can be used to meet 
patient medical needs. 
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Solidifying FDA’s Partnership with State Regulatory Authorities 

To address risks presented by compounded drugs, the FDA is working closely with our state 
partners on oversight of compounding activities. Our objective is to focus FDA resources on 
outsourcing facilities and on 503A facilities that present the greatest risks. At the same time, the 
FDA intends to clarify circumstances in which the agency will look primarily to state partners to 
oversee certain compounding operations for example because the compounded drugs are being 
distributed intrastate in response to prescriptions for named patients and fall within what’s 
commonly viewed as the practice of pharmacy. 

Strong partnerships with our state and other public health partners are an essential aspect of our 
efforts to implement DQSA. Last September, the FDA hosted an annual intergovernmental 
meeting with the state boards of pharmacy, and in the upcoming months we plan to issue a 
significantly revised draft MOU between the FDA and the states regarding compounding under 
section 503A. We received more than 3,000 comments as well as considerable congressional 
interest in response to the previous draft MOU. The draft MOU will be substantially revised to 
address many of the concerns we heard. 

The draft MOU addresses the percentage of compounded drugs that could be shipped interstate 
by 503A compounders and state investigation of complaints. Under the draft MOU, if a pharmacy 
distributes an “inordinate amount” of compounded drug product interstate, the state would agree to 
take action. FDA had defined “inordinate amount” for states that have entered into the MOU as “an 
amount of compounded drug product distributed interstate in a given month that is equal or greater 
to 30 percent of all drug products dispensed or distributed by the pharmacist, pharmacy, or 
physician.” 

Among some of the provisions of the revised draft MOU, the FDA will clarify that a compounder 
has distributed an inordinate amount of drug interstate if the number of prescriptions of 
compounded drugs distributed interstate during any calendar month is greater than 50 percent. 
Instead of serving as a hard limit for state action, the 50 percent would instead trigger certain 
reporting requirements. The new MOU also would make it more feasible for states to enter into the 
MOU by providing more time to report to the FDA and greater flexibility in the mechanisms states 
use to identify inordinate amounts instead of just relying upon inspection records. Under this 
approach, states will be able to further pursue a risk-based approach, and focus on notifying the 
FDA of those compounders where the size or scope of the activities merits greater oversight. Our 
aim is to leave the oversight of traditional pharmacy to states. 

The FDA appreciates the critical role that pharmacies play in the U.S. health care system, and we 
recognize the need to preserve access to compounded drugs for patients who have a medical 
need for them. We believe that the significantly revised MOU will provide states with additional 
flexibilities without compromising our shared public health goals. 

Once revised and issued in final form, the MOU will serve as an important mechanism for the FDA 
and the states to come to a mutual understanding about what types of activities are primarily 
overseen at the state versus federal level, and will help ensure robust communication between the 
FDA and its state partners. Our underlying goal of the MOU is to make sure that, with respect to 
503A facilities, we focus our inspection and enforcement resources on activities that present the 
greatest risk to patients across many states, while primarily leaving to our state partners routine 
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oversight of those activities that mainly affect patients within their own borders, as well as oversight 
of compounders that distribute a limited percentage of products interstate, pursuant to valid 
prescriptions for identified individual patients. 

Finalization of Biological Products Guidance and Clarifying Other 
Policies on Activities that Compounders Undertake 

Today, the FDA finalized its guidance, Mixing, Diluting, or Repackaging Biological Products 
Outside the Scope of an Approved Biologics License Application (/downloads/Drugs/Guid-
anceComplianceRegulatoryInformation/Guidances/UCM434176.pdf). This final guidance is a 
good example of how the FDA is developing policies to reflect the feedback we have received for 
balancing patient access and public health objectives. In this case, the final guidance describes a 
mechanism for outsourcing facilities to assign beyond use dates (BUDs) to repackaged biological 
products that exceed the “default” BUDs of 24 hours, based on data. We heard the concerns about 
the consequences of adopting a policy with specific caps on BUDs for these products without a 
means to extend the BUDs. 

To address these concerns, we are putting forward a more flexible, science and data-driven policy 
approach to support patients and their clinicians, while also protecting public health. 

As part of our efforts, in the upcoming months, we will further clarify policies applicable to 
compounding by outsourcing facilities with a guidance on the “definition of a facility” in section 
503B. This guidance will address the question of whether an outsourcing facility can be co-located 
with a 503A pharmacy, and whether an outsourcing facility also can manufacture FDA-approved 
drugs within the same facility. This guidance will address concerns raised by some stakeholders 
about when differently situated products were manufactured in the same or nearby facility, and will 
define more clearly when products intended to be produced under 503A would not be scoped into 
503B and a more stringent framework just because they were manufactured near an outsourcing 
facility. Similarly, the FDA soon will issue final guidance on compounding and repackaging of 
radiopharmaceuticals by state-licensed nuclear pharmacies, federal facilities and certain other 
entities, as well as compounding and repackaging of radiopharmaceuticals by outsourcing 
facilities. 

These guidance documents will be followed by revised draft guidance describing examples of 
conditions that the FDA considers to be insanitary and in violation of the FD&C Act. This guidance 
will address concerns raised by some providers who compound small quantities of drugs in their 
offices for patient use, and as part of their routine clinical practice. This came up in the setting of 
certain dermatological procedures, for example. The FDA plans to better define the circumstances 
under which we believe drugs are being mixed and applied in a manner that creates negligible 
patient risk, and therefore wouldn’t be subject to the same compliance policy under the agency’s 
risk-based approach to implementing these requirements. 

We also intend to issue a final rule regarding the additions and modifications to the list of drug 
products that cannot be compounded because the products or their components have been 
withdrawn or removed from the market for reasons of safety or effectiveness. The FDA previously 
issued a final rule with other additions and modifications to that list in October 2016. 

Compliance 
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Monitoring compliance with the law and taking enforcement action when needed will remain a 
cornerstone of the FDA’s oversight role because of the ongoing and serious risks poorly 
compounded drugs can pose. Examples of risks include contamination of drugs that need to be 
sterile because they are entering the bloodstream, as well as drugs that are super-potent and 
therefore can cause harm. These risks are apparent and are underscored by recent compound-
ing risk alerts (/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompound-
ing/ucm570188.htm) that the FDA issued to inform the public of serious concerns with specific 
compounded products. 

Since enactment of the DQSA, the FDA has conducted nearly 500 inspections, issued more than 
180 warning letters advising compounders of significant violations of federal law, issued more than 
70 letters referring inspectional findings to state regulatory agencies, overseen more than 150 
recalls involving compounded drugs and worked with the Department of Justice on multiple civil 
and criminal enforcement actions. 

We recognize the public health imperative to quickly and fully implement federal compounding law 
and to clearly and proactively communicate our progress in implementing this critical public health 
law. Our policies will aim to foster the continued development of reliable compounding by 
traditional compounding pharmacies and outsourcing facilities, so that patients have access to 
quality compounded drugs when they need them. I look forward to soon sharing more regarding 
how we will continue to build on our efforts to fully implement the provisions of DQSA and employ 
strong oversight of compounding as part of our public health mission. 

Scott Gottlieb, M.D. 
FDA Commissioner 
January 2018 

Regulatory Policy Information 
(/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm166743.htm) 

Compounding Risk Alerts 
(/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm570188.htm) 

Compounding: Inspections, Recalls, and other Actions 
(/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm339771.htm) 

Outsourcing Facilities 
(/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm393571.htm) 

More in Compounding 
(/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/default.htm) 
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Compounded Drug Products That Are Essentially Copies of a 
Commercially Available Drug Product Under Section 503A of the 

Federal Food, Drug, and Cosmetic Act 
Guidance for Industry1 

This guidance represents the current thinking of the Food and Drug Administration (FDA or the Agency) 
on this topic.  It does not create any rights for any person and is not binding on FDA or the public.  You 
can use an alternative approach if the approach satisfies the requirements of the applicable statutes and 
regulations. To discuss an alternative approach, contact the FDA office responsible for this guidance as 
listed in the title page.   

I. INTRODUCTION AND SCOPE 

To qualify for exemptions under section 503A of the Federal Food, Drug, and Cosmetic Act 
(FD&C Act), a drug product must be compounded by a licensed pharmacist or physician who 
does not compound regularly or in inordinate amounts any drug products that are essentially 
copies of a commercially available drug product, among other conditions.  This guidance sets 
forth FDA’s policies regarding this provision of section 503A, including the terms commercially 
available, essentially a copy of a commercially available drug product, and regularly or in 
inordinate amounts. 2 

In general, FDA’s guidance documents do not establish legally enforceable responsibilities.  
Instead, guidances describe the Agency’s current thinking on a topic and should be viewed only 
as recommendations, unless specific regulatory or statutory requirements are cited.  The use of 
the word should in Agency guidances means that something is suggested or recommended, but 
not required. 

1 This guidance has been prepared by multiple offices in the Center for Drug Evaluation and Research, in 
consultation with the Office of Regulatory Affairs at the Food and Drug Administration. 

2 This guidance does not apply to drugs compounded for use in animals, to biological products subject to licensure 
in a biologics license application, or to repackaged drug products.  For policies pertaining to mixing, diluting, and 
repackaging biological products, see FDA’s guidance, Mixing, Diluting, and Repackaging Biological Products 
Outside the Scope of an Approved Biologics License Application. For policies pertaining to repackaged drug 
products, see FDA’s guidance, Repackaging of Certain Human Drug Products by Pharmacies and Outsourcing 
Facilities. 

All FDA guidances are available on the FDA guidance web page.  FDA updates guidances regularly.  To make sure 
you have the most recent version of a guidance, always consult the guidance web page at 
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm. 

1 
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II. BACKGROUND 

A. Section 503A of the FD&C Act 

Section 503A, added to the FD&C Act by the Food and Drug Administration Modernization Act 
of 1997 and amended by the Drug Quality and Security Act in 2013, describes the conditions 
that must be satisfied for human drug products compounded by a licensed pharmacist in a State-
licensed pharmacy or Federal facility, or by a licensed physician, to qualify for exemptions from 
the following three sections of the FD&C Act:3 

 Section 501(a)(2)(B) (concerning current good manufacturing practice (CGMP) 
requirements)  

 Section 502(f)(1) (concerning the labeling of drugs with adequate directions for use) 
 Section 505 (concerning the approval of drugs under new drug applications (NDAs) or 

abbreviated new drug applications (ANDAs))   

One of the conditions that must be met for a compounded drug product to qualify for the 
exemptions under section 503A of the FD&C Act is that it must be compounded by a licensed 
pharmacist or a licensed physician that “does not compound regularly or in inordinate amounts 
(as defined by the Secretary) any drug products that are essentially copies of a commercially 
available drug product.”4 

The statute further states that “the term ‘essentially a copy of a commercially available drug 
product’ does not include a drug product in which there is a change, made for an identified 
individual patient, which produces for that patient a significant difference, as determined by the 
prescribing practitioner, between the compounded drug and the comparable commercially 
available drug.”5 

A complete list of the conditions that must be met for a compounded drug product to qualify for 
the exemptions in section 503A appears in the FDA guidance, Pharmacy Compounding of 
Human Drug Products Under Section 503A of the Federal Food, Drug, and Cosmetic Act. 

B. Compounding, Generally 

Compounded drug products serve an important role for patients whose clinical needs cannot be 
met by an FDA-approved drug product, such as a patient who has an allergy and needs a 
medication to be made without a certain dye, an elderly patient who cannot swallow a pill and 
needs a medicine in a liquid form that is not otherwise available, or a child who needs a drug in a 
strength that is lower than that of the commercially available product.  Drug products for 
identified individual patients can be compounded by licensed pharmacists in state-licensed 

3 In addition, under section 581(13) of the FD&C Act, the term “product,” for purposes of pharmaceutical supply 
chain security requirements, does not include a drug compounded in compliance with section 503A. 

4 See section 503A(b)(1)(D). 

5 See section 503A(b)(2). 
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pharmacies and Federal facilities and by licensed physicians operating under section 503A of the 
FD&C Act. Drug products can also be compounded by outsourcing facilities under section 503B 
of the FD&C Act for identified individual patients pursuant to prescriptions or for distribution to 
health care practitioners without first receiving a prescription.6  Both sections 503A and 503B 
restrict compounding drug products that are essentially a copy of a commercially available drug 
product (section 503A) or an approved drug product (section 503B). 

C. Risks Associated with Compounded Drug Products 

Although compounded drugs can serve an important need, they can also pose a higher risk to 
patients than FDA-approved drugs.  Compounded drug products are not FDA-approved, which 
means they have not undergone FDA premarket review for safety, effectiveness, and quality.  In 
addition, licensed pharmacists and licensed physicians who compound drug products in 
accordance with section 503A are not required to comply with CGMP requirements.   
Furthermore, FDA does not interact with the vast majority of licensed pharmacists and licensed 
physicians who compound drug products and seek to qualify for the exemptions under section 
503A of the FD&C Act for the drug products that they compound because these compounders 
are not licensed by FDA and generally do not register their compounding facilities with FDA.  
Therefore, FDA is often not aware of potential problems with their compounded drug products 
or compounding practices unless it receives a complaint, such as a report of a serious adverse 
event or visible contamination.  

FDA has investigated numerous serious adverse events associated with compounded drug 
products that were contaminated or otherwise compounded improperly, including the adverse 
events associated with the 2012 fungal meningitis outbreak in which contaminated injectable 
drug products resulted in more than 60 deaths and 750 cases of infection.  FDA has also 
identified many pharmacies that compounded drug products under insanitary conditions such 
that the drug products may have been contaminated with filth or rendered injurious to health and 
that shipped the compounded drug products made under these conditions to patients and health 
care practitioners across the country, sometimes in large amounts.    

D. Compounded Drugs That Are Essentially Copies of Commercially Available 
Drug Products 

Section 503A provides exemptions from new drug approval, labeling with adequate directions 
for use, and CGMP requirements of the FD&C Act, so that drug products can be compounded as 
customized therapies for identified individual patients whose medical needs cannot be met by 
commercially available drug products. The restrictions on making drugs that are essentially 
copies ensure that pharmacists and physicians do not compound drug products under the 
exemptions for patients who could use a commercially available drug product. Such a practice 
would create significant public health risks because patients would be unnecessarily exposed to 
drug products that have not been shown to be safe and effective and that may have been prepared 

6 Section 503B of the FD&C Act describes the conditions that must be met for a human drug product compounded 
by an outsourcing facility to qualify for exemptions from sections 505, 502(f)(1), and 582 (concerning drug supply 
chain security requirements) of the FD&C Act.  The conditions applicable to outsourcing facilities are discussed in 
separate guidances applicable to those facilities. 
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under substandard manufacturing conditions.  FDA has investigated serious adverse events in 
patients who received contaminated compounded drugs when a comparable approved drug, made 
in a facility subject to CGMP requirements, was available. 

In addition to these immediate public health risks, section 503A’s limitations on producing a 
drug product that is essentially a copy of a commercially available drug product protects the 
integrity and effectiveness of the new drug and abbreviated new drug approval processes that 
Congress put in place to protect patients from unsafe, ineffective, or poor quality drugs. 
Furthermore, sponsors may be less likely to invest in and seek approval of innovative, life-saving 
medications if a compounder could, after a drug is approved, compound “substitutes” that may 
be less expensive because they have not had to demonstrate safety and effectiveness and are not 
produced in accordance with CGMP requirements or labeled with adequate directions for use.  

Sponsors might also be less likely to seek approval of an ANDA for a generic drug if 
compounders were permitted to compound drugs that are essentially copies of commercially 
available drugs without going through the ANDA process.  An ANDA must include data to 
demonstrate that the drug has the same active ingredient and is bioequivalent to an approved 
drug. FDA also conducts premarketing inspections of proposed manufacturing facilities.    

The copies restriction also protects FDA’s drug monograph process. FDA has an ongoing 
process for evaluating the safety and effectiveness of certain over-the-counter (OTC) 
medications, and if the Agency determines that an OTC drug meets certain conditions and is 
generally recognized as safe and effective, it will publish a final monograph specifying those 
conditions. Products that comply with a final monograph may be marketed, but manufacturers 
are required to meet CGMP standards. Restrictions in section 503A prevent compounders from 
producing drugs without having to comply with monograph standards, or CGMP requirements.       

III. POLICY 

As stated above, to qualify for the exemptions under section 503A of the FD&C Act, a drug must 
be compounded by a licensed pharmacist or a licensed physician that does not compound 
regularly or in inordinate amounts (as defined by the Secretary) any drug products that are 
essentially copies of a commercially available drug product.7  This means that a compounded 
drug product is not eligible for the exemptions in section 503A if it is (1) essentially a copy of a 
commercially available drug product, and (2) compounded regularly or in inordinate amounts.  
Accordingly, and as discussed below, when evaluating whether a drug product meets the 
condition in section 503A regarding essentially copies, FDA intends to determine whether a 
compounded drug product is essentially a copy of a commercially available drug product: if it is, 
FDA intends to determine whether the drug product was compounded regularly or in inordinate 
amounts.8 

7 See section 503A(b)(1)(D). 

8 FDA is considering the applicability of the policies described in this guidance to hospitals and health systems and 
intends to address these issues in separate guidance or rulemaking. FDA regards a health system as collection of 
hospitals that are owned and operated by the same entity and that share access to databases with drug order 
information for their patients. There is no definition of “health system” that applies to all sections of the FD&C Act. 
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FDA’s policies with regard to the terms (1) commercially available drug product, (2) essentially 
a copy of a commercially available drug product, and (3) regularly or in inordinate amounts, are 
as follows: 

A. Commercially Available Drug Product 

For purposes of this guidance, a drug product is commercially available if it is a marketed drug 
product. 

We do not consider a drug product to be commercially available if 

 the drug product has been discontinued and is no longer marketed9 or 

 the drug product appears on the FDA drug shortage list in effect under section 506E 
of the FD&C Act.10  A drug “appears on the drug shortage list in effect under section 
506E” if the drug is in “currently in shortage” status (and not in “resolved” status) in 
FDA’s drug shortage database. 

Commercially available drugs are available on the market, and they are generally subject to 
FD&C Act requirements relating to approval, labeling, and CGMP requirements, and the copies 
restriction applies to all such drugs because section 503A is not intended to provide a means for 
compounders to produce compounded drugs exempt from the Act’s requirements that are 
essentially copies of commercially available drug products. 

B. Essentially a Copy of a Commercially Available Drug Product 

1. What is Essentially a Copy? 

FDA intends to consider a compounded drug product to be essentially a copy of a commercially 
available drug product if: 

 the compounded drug product has the same active pharmaceutical ingredient(s) (API) as 
the commercially available drug product;  

 the API(s) have the same, similar, or an easily substitutable dosage strength; and 

However, this is the definition of a “health system” used in section 506F of the Act concerning hospital repackaging 
of drugs in shortage. 

9 FDA maintains a list of approved drug products that sponsors have indicated are not marketed in the discontinued 
section of the list of Approved Drug Products with Therapeutic Equivalence Evaluations (Orange Book). See 
http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm. Specifically, the list includes approved drug products 
that have never been marketed, are for exportation, are for military use, have been discontinued from marketing and 
we have not determined were withdrawn for safety or effectiveness reasons, or have had their approvals withdrawn 
for reasons other than safety or effectiveness subsequent to being discontinued from marketing. 

10 See http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm. 

5 
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 the commercially available drug product can be used by the same route of administration 
as prescribed for the compounded drug, 

unless, as provided by section 503A(b)(2), a prescriber determines that there is a change, made 
for an identified individual patient, which produces, for that patient, a significant difference from 
the commercially available drug product. 

The limitations in section 503A(b)(1)(D) apply to the compounding of drug products that are 
essentially copies of a commercially available drug product – not only to drugs that are exact 
copies or even to drugs that are nearly identical. This is to ensure that compounders do not evade 
the limits in this section by making relatively small changes to a compounded drug product and 
then offering the drug to the general public without regard to whether a prescribing practitioner 
has determined that the change produces for the patient a significant difference.  For example, 
Congress contemplated that a compounded drug may be essentially a copy of a commercially 
available drug if “minor changes in strength (such as from .08% to .09%) are made that are not 
known to be significant . . .” for the patient for whom the drug was prescribed.11 

a. Same API  

With regard to the characteristics listed above, an API is the substance in a drug product that is 
intended to furnish pharmacological activity or other direct effect in the diagnosis, cure, 
mitigation, treatment, or prevention of disease or to affect the structure or function of the body.12 

When a compounded drug product offers the same API as a commercially available drug 
product, in the same, similar, or easily substitutable dosage strength and for use through the same 
route of administration, we generally intend to consider such a drug product essentially a copy, 
unless a prescriber determines that there is a change, made for an identified individual patient, 
that will produce a significant difference for that patient.  

We recognize that, for some patients, a drug product that has the same API, strength, and route 
of administration may include a change that produces a significant difference for a particular 
patient. For example, a drug product compounded without a particular inactive ingredient may 
produce a significant difference for a patient who has an allergy to the inactive ingredient in the 
commercially available drug product. However, for other patients, this change may produce no 
difference at all. Congress did not intend for compounders to use, for example, the fact that some 
patients may have allergies as a basis to compound a drug without the inactive ingredient for 
other patients who do not have the allergy under the exemptions in section 503A (i.e., without 
meeting requirements for premarket approval, labeling with adequate directions for use, or 

11 U.S. House. Food and Drug Administration Modernization Act of 1997, Conference Report (to Accompany S. 
830). (105 H. Rpt. 399). 

12 Section 503A refers to bulk drug substances.  A bulk drug substance is defined as any substance that is intended 
for incorporation into a finished drug product and is intended to furnish pharmacological activity or other direct 
effect in the diagnosis, cure, mitigation, treatment, or prevention of disease, or to affect the structure or any function 
of the body. It does not include intermediates used in the synthesis of the substance. This definition is the same as 
the definition of active pharmaceutical ingredient. See 21 CFR 207.1, 207.3. 
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CGMP requirements).13  In the context of compounding and consistent with the statute, we 
generally intend to consider such a drug essentially a copy unless a prescriber determines that 
there is a change that will produce a significant difference for the patient for whom it is 
prescribed. 

b. Same, Similar or Easily Substitutable Strength 

FDA generally intends to consider two drugs to have a similar dosage strength if the dosage 
strength of the compounded drug is within 10% of the dosage strength of the commercially 
available drug product. 

With regard to the concept of easily substitutable strength, in some cases, the same or similar 
dosage strength can be achieved by administration of fractional or multiple doses of a drug 
product. For example, if FDA-approved Drug X tablets have a dosage strength of 25 mg and a 
patient needs 50 mg of Drug X, FDA would generally consider a compounded Drug X 50 mg 
tablet to have an easily substitutable strength because the patient could take two Drug X 25 mg 
tablets to achieve the required dose.14 

c. Same Route of Administration 

Route of administration is a way of administering a drug to a site in a patient (e.g., topical, 
intravenous, oral).15  In general, FDA does not intend to consider a compounded drug product 
with the same API and similar or easily substitutable strength to be essentially a copy of a 
commercially available drug product if the compounded drug product and the commercially 
available drug product have different routes of administration (e.g., if the commercially available 
drug product is oral and the compounded drug product is topical).  However, if the compounded 
drug product has the same API and similar or easily substitutable strength as the commercially 
available drug product and the commercially available drug product can be used (regardless of 
how it is labeled) by the route of administration prescribed for the compounded drug, FDA 
generally intends to consider the compounded drug to be essentially a copy of the commercially 
available drug. In this case, the compounded drug product generally would not produce a 
significant difference for an identified individual patient relative to the commercially available 
drug product. 

For example, if the commercially available drug is an injectable drug sold in a vial that is labeled 
for intra-muscular use, but the drug also can be drawn from the vial by a smaller needle for 
subcutaneous administration, a compounded drug product with the same API and similar or 

13 See note 11. 

14 If a commercially available tablet must be split to achieve the prescribed dosage strength, and such tablet is not 
suitable for splitting, FDA would not consider the compounded drug made to the prescribed dosage strength to have 
an easily substitutable strength. For example, some tablets may be too small or crumble too easily when split, 
making splitting an inappropriate option. Information regarding tablet splitting may be printed in the “HOW 
SUPPLIED” section of the professional label insert and in the patient package insert of an approved drug product. 

15 See 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/D 
ataStandardsManualmonographs/ucm071667.htm.  
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easily substitutable strength prescribed for sub-cutaneous administration would generally be 
considered to be essentially a copy, unless the prescriber documents on the prescription that the 
compounded drug product produces a significant difference for the identified individual patient.  

d. Same Characteristics as Two or More Commercially Available Drug Products 

FDA intends to consider a compounded drug product to be essentially a copy of a commercially 
available drug product if the compounded drug product contains the same APIs as two or more 
commercially available drug products in the same, similar, or easily substitutable strength and if 
the commercially available drug products can be used (regardless of how they are labeled) by the 
same route of administration prescribed for the compounded drug, unless there is documentation 
as described in section III.B.2. Such drug products present the same kinds of concerns as drug 
products that have a single API and in some respects may be more dangerous because of the 
potential for unintended drug interactions or formulation issues.  For example, if drug X and 
drug Y are commercially available oral drug products, FDA generally intends to consider a 
compounded oral drug product that combines drug X and drug Y in strengths that are within 10% 
of the strengths of the respective commercially available products to be essentially a copy of the 
commercially available drug product, unless a prescriber determination of a significant 
difference has been documented.  

2. Statement of Significant Difference 

Pursuant to section 503A(b)(2) of the FD&C Act, a compounded drug product is not essentially a 
copy of a commercially available drug product if a change is made for an identified individual 
patient, and the prescribing practitioner has determined that the change will produce a significant 
difference for that patient. If a compounder intends to rely on such a determination to establish 
that a compounded drug is not essentially a copy of a commercially available drug product, the 
compounder should ensure that the determination is documented on the prescription.   

FDA does not believe that a particular format is needed to document the determination, provided 
that the prescription makes clear that the prescriber identified the relevant change and the 
significant difference that the change will produce for the patient.  For example, the following 
would be sufficient: 

 “No Dye X, patient allergy” (if the comparable drug contains the dye) 
 “Liquid form, patient can’t swallow tablet” (if the comparable drug is a tablet) 
 “6 mg, patient needs higher dose” (if the comparable drug is only available in 5 mg dose) 

However, if a prescription identifies only a patient name and drug product formulation, this 
would not be sufficient to establish that the prescriber made the determination described by 
section 503A(b)(2). Note also that the significant benefit that the prescriber identifies must be 
produced by the change the compounder will make to a commercially available drug product 
(i.e., a change in drug product formulation). Other factors, such as a lower price, are not 
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sufficient to establish that the compounded drug product is not essentially a copy of the 
commercially available drug product.16 

If a prescription does not make clear that the prescriber made the determination required by 
section 503A(b)(2), or a compounded drug is substituted for the commercially available drug 
product, the compounder can contact the prescriber and if the prescriber confirms it, make a 
notation on the prescription that the compounded drug product contains a change that makes a 
significant difference for the patient. The notations should be as specific as those described 
above, and the date of the conversation with the prescriber should be included on the 
prescription.17 

It is not possible to offer exhaustive guidance about when a difference will be “significant” to an 
identified individual patient. At this time, FDA generally does not intend to question prescriber 
determinations that are documented in a prescription or notation.  However, we do intend to 
consider whether a prescription or notation relied upon by a compounder to establish that a drug 
is not essentially a copy documents that the determination was made.  

If the compounder produces drugs in anticipation of receiving valid prescriptions for identified 
individual patients, and the compounder obtains the statement of significant difference from the 
prescriber when it receives the prescription for the compounded drug, prior to distribution, FDA 
does not intend to consider the compounded drug that is then distributed to be essentially a copy. 

3. Documentation of Shortage 

If the drug was compounded because the approved drug product was not commercially available 
because it was on the FDA drug shortage list, the prescriber or compounder should include a 
notation on the prescription that it was on the drug shortage list and the date the list was 
checked.18 

4. Regularly or in Inordinate Amounts 

A drug product is not eligible for the exemptions in section 503A if it is prepared by a 
pharmacist or physician who compounds “regularly or in inordinate amounts (as defined by the 
Secretary)” any drug products that are essentially copies of a commercially available drug 

16 Congress noted that “where it is readily apparent, based on the circumstances, that the ‘significant difference’ is a 
mere pretext to allow compounding of products that are essentially copies of commercially available products, such 
compounding would be considered copying of commercially available products and would not qualify for the 
compounding exemptions if it is done regularly or in inordinate amounts. Such circumstances may include, for 
example, instances in which minor changes in strength (such as from .08% to .09%) are made that are not known to 
be significant or instances in which the prescribing physician is receiving financial remuneration or other financial 
incentives to write prescriptions for compounded products.”  See the U.S. House. Food and Drug Administration 
Modernization Act of 1997, Conference Report (to Accompany S. 830). (105 H. Rpt. 399).  

17 See section IV of this guidance. 

18 See section IV of this guidance. 
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product.19  FDA interprets this to mean that, in order to be compounded in accordance with 
section 503A, a drug product that is essentially a copy of a commercially available drug product 
cannot be compounded regularly – i.e., it cannot be compounded at regular times or intervals, 
usually, or very often. Nor can the amounts compounded be inordinate, in light of the purpose of 
section 503A. 

Section 503A is intended to protect patients from the public health risks of providing 
compounded drugs to patients whose medical needs could be met by commercially available 
drug products and to protect the integrity and efficiency of the drug approval process.  Under the 
statutory scheme, only very rarely should a compounded drug product that is essentially a copy 
of a commercially available drug product be offered to a patient.  We conclude, therefore, that a 
drug product that is essentially a copy of a commercially available drug product is compounded 
regularly or in inordinate amounts if it is compounded more frequently than needed to address 
unanticipated, emergency circumstances, or in more than the small quantities needed to address 
unanticipated, emergency circumstances.  

It is important to note that the regularly or in inordinate amounts provision is not implicated if 
the compounded drug is not essentially a copy of a commercially available drug product.  For 
example, a compounded drug product that has the same API, dosage strength, and route of 
administration as a drug product on FDA’s shortage list would not be considered essentially a 
copy of a commercially available drug because a drug product is not considered commercially 
available if it is on FDA’s drug shortage list.  In addition, a compounded drug product is not 
essentially a copy of a commercially available drug product if a prescriber has determined that 
the compounded drug has a change that produces a significant difference for a patient.  
Once it has been determined that a compounded drug is essentially a copy of a commercially 
available drug product as described above, the following are examples of factors that may be the 
basis for concluding that it has been compounded regularly or in inordinate amounts:  

 The compounded drug product amounts to more than a small number of prescriptions or a 
small percentage of the compounded drug products that a compounder prepares.  

 The compounder routinely substitutes compounded drugs that are essentially copies of 
commercially available drugs upon receiving prescriptions for patients. 

 The compounder offers pre-printed prescription pads that a prescriber can use to write a 
prescription for the drug product that is essentially a copy without making a 
determination that there is a change that will produce a significant difference for a 
patient. 

 The compounded drug product is not compounded on an as-needed basis, but on a routine 
or pre-set schedule. 

The foregoing list is not intended to be exhaustive. Other factors may be appropriate for 
consideration in a particular case. 

To focus enforcement on the most significant cases, as a matter of policy, at this time FDA does 
not intend to take action against a compounder for compounding a drug product that is 

19  See section 503A(b)(1)(D). 
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essentially a copy of a commercially available drug product regularly or in inordinate amounts if 
the compounder fills four or fewer prescriptions for the relevant compounded drug product in a 
calendar month.20  As noted above, a compounded drug product is not essentially a copy of a 
commercially available drug product if a prescriber has determined that the compounded drug 
has a change that produces a significant difference for a patient; thus, a prescription that 
documents such a prescriber determination would not be counted towards the four prescriptions. 

Compounders may produce a limited amount of drugs in anticipation of receiving valid 
prescriptions for identified individual patients. See section 503A(a)(2). FDA generally intends to 
consider whether such drugs are essentially a copy at the time the drug is distributed rather than 
the time it is produced. 

5. Recordkeeping 

A licensed pharmacist or physician seeking to compound a drug product under section 503A 
should maintain records to demonstrate compliance with section 503A(b)(1)(D).  For example, 
records should be kept of notations on prescriptions for identified individual patients that a 
prescriber has determined that the compounded drug has a change that produces a significant 
difference for the identified patient. 

Compounders under section 503A should also maintain records of the frequency in which they 
have compounded drug products that are essentially copies of commercially available drug 
products and the number of prescriptions that they have filled for compounded drug products that 
are essentially copies of commercially available drug products to document that such 
compounding has not been done regularly or in inordinate amounts.21 

FDA recommends that compounders maintain the records described above for a period of at least 
three years. 

IV. PAPERWORK REDUCTION ACT 

This guidance contains information collection provisions that are subject to review by the Office 
of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (44 U.S.C. 
3501-3520). See footnotes 17, 18, and 21. These provisions require review and are not in effect 
until they display a currently valid OMB control number.  The information collection provisions 
in this guidance have been submitted to OMB for review as required by section 3507(d) of the 
Paperwork Reduction Act of 1995. FDA will publish a notice in the Federal Register 
announcing OMB’s decision regarding the information collection provisions in this guidance.  

20 For purposes of this policy, FDA intends to consider each refill of a prescription as an additional prescription. 

21 See section IV of this guidance. 
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APPENDIX A: 
HOW FDA GENERALLY INTENDS TO DETERMINE WHETHER A COMPOUNDED DRUG IS 

ESSENTIALLY A COPY OF A COMERCIALLY AVAILABLE DRUG PRODUCT UNDER SECTION 503A 

(1) Is the comparable marketed drug 

product not "commercially available"? 

E.g., is the marketed drug product ... 
Discontinued and no longer marketed? 

• On the FDA drug shortage list in effect 
under section 506E of the FD&C Act? 

No 

(2) Is the compounded drug product 

essentially a copy? 

Are all of the following true? 
The compounded drug has the same 
active pharmaceutical ingredients (API) 
as the commercially available drug 
product; 
The APl(s) have the same, similar, or an 
easily substitutable dosage strength; and 

• The commercially available drug product 
can be used by t he same route of 
administration as prescribed for the 
compounded drug 

Yes 

(3) Was a change made for an identified 

individual patient that produces a 

significant difference for that patient? 

Was a change made between the compounded 
drug and the comparable commercially 
available dr\.Jg for an identified individual 

Yes 

No 

- Yes ➔ 

patient, and has a prescribing practitioner -- No -+ 
determined that the change produces a 
significant difference for that patient? 

Not essentially a copy 

May be com pounded 
under section 503A of t he 

FD&C Act (provided all 
conditions of sect ion 

503A are met) 

Not essentially a copy 

May be compounded 
under section 503A of 

the FD&C Act (provided 
all conditions o f section 

503A are met) 

Not essentially a copy 

May be compounded 
under sect1ion 503A of 

the FD&C Act (provided 
all conditions of section 

503A a re met) 

Essentially a copy 

Drug may not be 
compounded under 
section 503A of the 

FD&C Act 
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APPENDIX A. 
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Guidance for Industry1 

Compounded Drug Products That Are Essentially Copies of 

Approved Drug Products Under Section 503B of the Federal Food, 

Drug, and Cosmetic Act 

This guidance represents the current thinking of the Food and Drug Administration (FDA or the Agency) 

on this topic. It does not create any rights for any person and is not binding on FDA or the public. You 

can use an alternative approach if the approach satisfies the requirements of the applicable statutes and 

regulations. To discuss an alternative approach, contact the FDA staff responsible for this guidance as 

listed in the title page. 

I. INTRODUCTION AND SCOPE 

For a drug product compounded by an outsourcing facility to qualify for the exemptions under 
section 503B of the Federal Food, Drug, and Cosmetic Act (FD&C Act), it must not be 

“essentially a copy of one or more approved drug products,”2 and must meet the other conditions 
in section 503B.3 This guidance sets forth FDA’s policies concerning the essentially a copy 
provision of section 503B.4 

In general, FDA’s guidance documents do not establish legally enforceable responsibilities. 
Instead, guidances describe the Agency’s current thinking on a topic and should be viewed only 
as recommendations, unless specific regulatory or statutory requirements are cited. The use of 
the word should in Agency guidances means that something is suggested or recommended, but 

not required. 

1 This guidance was preparedby multiple offices in the Center for Drug Evaluation andResearch, in consultation 
with the Office of Regulatory Affairs at the FoodandDrug Administration. 

2 See section 503B(a)(5). 

3 See section 503B(a)(11). 

4 This guidance does not apply to drugs compoundedfor use in animals, to biological products subject to licensure 

in a biologics licenseapplication, or to repackaged drug products. For policies pertaining tomixing, diluting, and 
repackagingbiologicalproducts, see FDA’s guidance Mixing, Diluting, and RepackagingBiologicalProducts 

Outside theScopeofan Approved Biologics LicenseApplication. For policies pertaining to repackageddrug 
products, seeFDA’s guidance RepackagingofCertainHuman Drug Products by Pharmacies and Outsourcing 
Facilities. 

All FDA guidances are available on the FDA guidanceweb page. FDA updates guidances regularly. To make sure 

you have the most recent versionof a guidance, always consult the guidanceweb page at 
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm. 
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II. BACKGROUND 

A. Section 503B of the FD&C Act 

In 2013, the Drug Quality and Security Act created a new section 503B of the FD&C Act, which 
describes a new category of compounders called outsourcing facilities.5 Section 503B of the 
FD&C Act describes the conditions that must be satisfied for human drug products compounded 
by, or under the direct supervision of, a licensed pharmacist in an outsourcing facility to qualify 

for exemptions from the following three sections of the FD&C Act: 

 Section 502(f)(1) (concerning the labeling of drugs with adequate directions for use) 

 Section 505 (concerning the approval of drugs under new drug applications (NDAs) or 

abbreviated new drug applications (ANDAs)) 

 Section 582 (concerning drug supply chain security requirements). 

In contrast to drug products compounded under section 503A of the FD&C Act, drug products 
compounded by outsourcing facilities under section 503B cannot qualify for exemption from 
current good manufacturing practice (CGMP) requirements in section 501(a)(2)(B) of the FD&C 
Act. Outsourcing facilities are also subject to FDA inspections according to a risk-based 

schedule, specific adverse event reporting requirements, and other conditions that help to 
mitigate the risks of the drug products they compound. 

One of the conditions that must be met for a compounded drug product to qualify for the 

exemptions under section 503B of the FD&C Act is that “the drug is not essentially a copy of 
one or more approved drugs.”6 Section 503B(d)(2) defines essentially a copy of an approved 
drug as — 

- A drug that is identical or nearly identical to an approved drug, or a marketed drug 
not subject to section 503(b) and not subject to approval in an application 

submitted under section 505, unless, in the case of an approved drug, the drug 

appears on the drug shortage list in effect under section 506E at the time of 

compounding, distribution, and dispensing (section 503B(d)(2)(A)); or 

- A drug, a component of which is a bulk drug substance that is a component of an 

approved drug or a marketed drug that is not subject to section 503(b) and is not 

subject to approval in an application submitted under section 505, unless there is a 

change that produces for an individual patient a clinical difference, as determined 

5 See Pub.L. No.113-54, §102(a), 127 Stat. 587, 587-588 (2013). Under section503B(b), a compounder can elect to 
register with FDA as an outsourcing facility. Section503B(d)(4) defines an outsourcing facility as a facility at one 

geographic locationor address that is engaged in the compoundingof sterile drugs; has elected to register as an 
outsourcingfacility; andcomplies with allof the requirements of section503B. An outsourcingfacility is not 
required to be a licensedpharmacy, although compounding must be doneby, or under the directsupervisionof, a 

licensed pharmacist. In addition, an outsourcingfacility may or may not obtain prescriptions fo r identified 
individualpatients. 

6 See section 503B(a)(5). 
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by the prescribing practitioner, between the compounded drug and the comparable 
approved drug (section 503B(d)(2)(B)). 

A compounded drug product only qualifies for the exemptions in section 503B if it is 

compounded by an outsourcing facility that compounds all of its drugs, both sterile and non-
sterile, in accordance with all of the conditions of section 503B.7 A complete list of the 
conditions that must be met for a drug product to qualify for the exemptions in section 503B 
appears in the guidance For Entities Considering Whether to Register As Outsourcing Facilities 

Under Section 503B of the Federal Food, Drug, and Cosmetic Act. 

B. Compounding, Generally 

Compounded drug products serve an important role for patients whose clinical needs cannot be 
met by an FDA-approved drug product, such as for a patient who has an allergy and needs a 
medication to be made without a certain dye contained in an FDA-approved drug product, or an 
elderly patient or a child who cannot swallow a pill and needs a medicine in a liquid form that is 

not available in an approved product. Drug products for identified individual patients can be 
compounded by licensed pharmacists in State-licensed pharmacies and Federal facilities and by 
licensed physicians operating under section 503A of the FD&C Act.8 Drug products can also be 
compounded by outsourcing facilities for identified individual patients pursuant to prescriptions 

or for distribution to health care practitioners without receiving prescriptions. Sections 503A and 
503B restrict the compounding of drug products that are essentially copies of commercially 
available (section 503A) or approved drug products (section 503B). 

C. Compounded Drugs that are Essentially Copies of Approved Drug Products 

Although compounded drugs can serve an important need, they can also pose a higher risk to 
patients than FDA-approved drugs. Drug products compounded by outsourcing facilities in 

accordance with the conditions of section 503B are exempt from FDA drug approval 
requirements and the requirement to be labeled with adequate directions for use. There are 
greater assurances of quality when drugs are compounded by outsourcing facilities that meet the 
conditions of section 503B and CGMP requirements than there are for drugs compounded by 

entities that are not required to comply with CGMP requirements and are not routinely overseen 
by FDA. However, as with all compounded drugs, drugs compounded by outsourcing facilities 
have not undergone FDA premarket review for safety, effectiveness, and quality, and lack a 
premarket inspection and finding of manufacturing quality that is part of the drug approval 

process. Because they are subject to a lower regulatory standard, compounded drugs should only 
be distributed to health care facilities or dispensed to patients to fulfill the needs of patients 
whose medical needs cannot be met by an FDA-approved drug. 

7 See sections 503B(a)(11) and 503B(d)(4)(A)(iii). 

8 Section 503A of the FD&C Act describes the conditions that mustbe met for a human drug productcompounded 
by a licensed pharmacist in a State-licensedpharmacy or Federal facility, or by a licensed physician, to qualify for 
exemptions fromsections 501(a)(2)(B), 502(f)(1), and 505 of the FD&C Act. The conditions applicable to 

compounders seeking to operate under section 503A are discussed in separate guidance documents applicable to 
these entities. 
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The restrictions on compounding drugs that are essentially copies of approved products ensure 
that outsourcing facilities do not compound drug products under the exemptions in section 503B 
for use in patients who could use an approved product. Compounding copies of these products 
would unnecessarily expose patients to drug products that have not been shown to be safe and 

effective. 

In addition to these immediate public health risks, section 503B’s prohibition on producing a 
drug product that is essentially a copy of an approved drug product protects the integrity and 

effectiveness of the new drug and abbreviated new drug approval processes. Sponsors would be 
less likely to invest in, and seek approval of, innovative, life-saving medications if an 
outsourcing facility could, after a drug is approved, compound “substitutes” that may be less 
expensive because they have not gone through the drug approval process. 

Sponsors would also be less likely to seek approval of an ANDA for a generic drug if 
outsourcing facilities were permitted to compound drugs that are essentially copies of approved 
drugs without going through the ANDA process. An ANDA must include data to demonstrate 

that the drug has the same active ingredient and is bioequivalent to an approved drug. FDA also 
conducts a premarketing inspection of proposed manufacturing facilities before approving the 
application. Section 503B’s restrictions on producing a drug product that is essentially a copy of 
an approved drug product protect the integrity of both the new drug and the abbreviated new 

drug approval processes. 

D. Compounded Drugs that are Essentially Copies of Unapproved Non-

Prescription Drug Products 

The definition of essentially a copy of an approved drug in section 503B(d)(2) also refers to drug 
products that are not subject to section 503(b) (i.e., non-prescription drug products) and that are 
not subject to approval in an application submitted under section 505. Congress did not provide 

exemptions under section 503B for such drugs, which ensures that outsourcing facilities do not 
compound unapproved over-the-counter drug products under the exemptions in section 503B. 
Such products may only be produced under the requirements that apply generally to conventional 
drug manufacturers. Section 503B also protects FDA’s over-the-counter (OTC) drug monograph 

process. FDA has an ongoing process to evaluate the safety and effectiveness of OTC 
medications, and if the Agency determines that an OTC drug meeting certain conditions is 
generally recognized as safe and effective, it will publish a final monograph specifying those 
conditions. Compounding copies of such drug products would undermine the OTC drug 

monograph process under which drug manufacturers must comply with the published 
monograph, which includes a set of specific regulatory requirements that limit the formulation of 
the drug product, and both the content and format of its labeling. 

III. POLICY 

Under section 503B(a)(5) of the FD&C Act, a compounded drug must not be essentially a copy 
of one or more approved drugs.9 

9 FDA is considering the applicability of the policies described in this guidanceto hospitals andhealth systems and 
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A. Definition of Essentially a Copy of an Approved Drug 

The definition of essentially a copy of an approved drug has two components, specified in 

sections 503B(d)(2)(A) and 503B(d)(2)(B) of the Act. Section 503B(d)(2)(A) applies to a 
compounded drug that is “identical or nearly identical” to an approved drug or an unapproved 
non-prescription drug. All other compounded drugs are evaluated under section 503B(d)(2)(B). 
FDA applies these provisions as depicted in the diagrams in Appendices A and B. 

The definition of essentially a copy of an approved drug in section 503B(d)(2) addresses both 
drug products approved under section 505 and marketed drug products that are not subject to 
section 503(b) and that are not subject to approval in an application submitted under section 505. 

For purposes of this provision: 

 Approved drug means a drug product that (1) is approved under section 505 of the FD&C 

Act, (2) does not appear on the list described in subsection 503B(a)(4) of drugs that have 
been withdrawn or removed from the market because such drugs or components of such 
drugs have been found to be unsafe or not effective. 

 Marketed drug not subject to section 503(b) and not subject to approval in an application 
submitted under section 505 means any non-prescription drug product marketed without 
an approved application.10 We refer to these products as covered OTC drug products 
throughout the remainder of this guidance document. 

 A drug appears on the drug shortage list in effect under section 506E if the drug is in 

“currently in shortage” status (and not in “resolved” status), as indicated in FDA’s drug 
shortage database.11 

In addition, FDA does not intend to take action against an outsourcing facility for failing to 
compound in accordance with section 503B(a)(5) if it fills orders for a compounded drug that is 

essentially a copy of an approved drug that has been discontinued and is no longer marketed.12 

intends to address these issues in separateguidance or rulemaking. FDA regards a health systemas collection of 
hospitals thatare ownedandoperated by the same entityand that share access todatabases with drug order 

information for their patients. There is no definitionof “health system” thatapplies toall sections of the FD&CAc t. 
However, this is the definition of a “healthsystem” used in section506F of the Act concerning hospital repackaging 
of drugs in shortage. 

10 This includes unapprovedOTCdrugs whether theyare marketed under FDA’s OTCDrug Monograph Review 
programor outsidethe monograph system. 

11 See http://www.accessdata.fda.gov/scripts/drugshortages/default.cfm. 

12 FDA maintains a list of approveddrugproducts thatsponsors have indicated are notmarketed in the discontinued 

section of thelist of Approved DrugProducts with Therapeutic EquivalenceEvaluations (OrangeBook). See 
http://www.accessdata.fda.gov/scripts/cder/ob/default.cfm. Specifically, the list includes approveddrug products 
that have never beenmarketed, are for exportation, are for military use, have beendiscontinuedfrommarketing and 

we have not determined that theywere withdrawnfor safetyor effectiveness reasons, or have had their approvals 
withdrawn for reasons other thansafetyor effectiveness subsequent to being discontinued frommarketing. 
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In the discussion that follows, in subsection 1, we explain how we intend to apply the definition 
of essentially a copy of an approved drug in section 503B(d)(2) when the compounded drug is 

compared to an approved drug, and then in subsection 2, we explain how we intend to apply this 
definition when the compounded drug is compared to a covered OTC drug product. 

1. Application of the “Essentially a Copy” Definition in Section 503B(d)(2) When the 

Compounded Drug Is Compared to an Approved Drug (see Appendix A) 

a. Compounded drugs that are identical or nearly identical to an approved drug (section 
503B(d)(2)(A)) 

Under section 503B(d)(2)(A), a compounded drug is essentially a copy of an approved 
drug if the compounded drug is identical or nearly identical to an approved drug unless 
the approved drug appears on the drug shortage list in effect under section 506E at the 

time of compounding, distribution, and dispensing. 

i. Identical or nearly identical (Appendix A, box 1) 

FDA intends to consider a compounded drug product to be identical or nearly identical to 
an approved drug if the compounded drug product and the FDA-approved drug have the 
same: 

 active ingredient(s), 

 route of administration,13 

 dosage form,14 

 dosage strength, and 

 excipients.15 

A compounded drug product that has all of these characteristics in common with an 
FDA-approved drug product is essentially a copy of an approved drug, unless the 

13 See 
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ 

DataStandardsManualmonographs/ucm071667.htm. Additionally, if the approveddrugcan be used(regardless of 
howit is labeled) by the same routeof administrationprescribedfor the compoundeddrug, we intend to treat the 
compounded drug as though it has thesame route of administration for purposes of this analysis. For example, if the 

approved drug is an injectable drug sold in a vial that is labeled for intra-muscular use, but this drug canalsobe 
drawn from the vialby a smaller needle for subcutaneous administration, a compoundeddrugproductsold in a 

similar vial and prescribedfor sub-cutaneous usewould beconsidered to havethe same routeof administration 
under this analysis. 

14 See 
https://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/ucm162038.htm. 

15 In some cases, informationabout theexcipients contained in an approveddrug is not publicly available andnot 
known to the outsourcing facility. In suchcases, FDA does not intend to consider whether thecompoundeddrug 

has the same excipients that the approved drug is labeled to contain in determining whether a compoundeddrug is 
identicalor nearly identical to an approved drug. 
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approved drug appears on FDA’s drug shortage list at the time of compounding, 
distribution, and dispensing. If a compounded drug product is identical or nearly 
identical to an approved drug that is not on FDA’s drug shortage list at the time of 
compounding, distribution, and dispensing, the compounded product is essentially a 

copy, and an outsourcing facility may not produce it under section 503B. 

In establishing this policy, FDA considered the following. Under section 503B(d)(2)(A), 
the identical or nearly identical compounded product cannot be exempted from the 

copying restriction by a prescriber determination that there is a change to the 
compounded product that produces a clinical difference for an individual patient. 
Compounded products meeting the criteria outlined above are not expected to contain 
changes from an approved drug that would produce such a difference. 

A compounded drug that is identical, or nearly identical, to an approved drug is not 
considered essentially a copy if the approved drug is in shortage at the time of 
compounding, distribution, and dispensing.16 In such a case, the outsourcing facility can 

compound the drug provided that it complies with the other conditions of 503B. It is 
important to patients and prescribers that compounded drugs prepared to address a 
shortage closely resemble the drug in shortage, and for that reason, the statute seeks to 
allow compounders to compound drugs that are as close as possible to the drug in 

shortage.17 

A compounded drug product with the characteristics described in our policy would be the 
same as the approved drug in several important respects. The active ingredient is the 

substance in a drug product that is intended to furnish pharmacological activity or other 
direct effect in the diagnosis, cure, mitigation, treatment, or prevention of disease or to 
affect the structure or function of the body. Dosage form is the way of identifying the 
drug in its physical form, and route of administration describes the way a drug is 

administered to the body. Inactive ingredients (also known as “excipients”) may include 
preservatives, dyes, and flavorings. The dosage strength of a drug product indicates the 
amount of the active ingredient that is present in each dosage. 

If the outsourcing facility compounds a product that differs on one or more of these 
characteristics, we generally would not consider the product to be identical or nearly 
identical to the approved drug. As described below, if the compounded drug product is 
not considered identical or nearly identical under section 503B(d)(2)(A), it would then be 

evaluated under section 503B(d)(2)(B). 

Outsourcing facilities seeking to compound drugs under this provision should also take 
note that other provisions of the FD&C Act contain requirements for drug product 

16 For the purposes of this guidance, distribution means that a compoundedhuman drug product has left the facility 

in which the drug was compounded. Distribution includes delivery or shipment to a physician’s office, hospital, or 
other healthcare setting for administrationanddispensing to anagent of a patient or to a patient for the patient’s 
own use. 

17 See footnote 11. 
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formulation and packaging that are important for patient safety. In particular, drug 
products compounded in accordance with section 503B remain subject to adulteration 
and misbranding provisions of the FD&C Act including, but not limited to, section 
501(b) (concerning drug products that are recognized in an official compendium and 

whose strength differs from, or whose quality or purity falls below, the standards set forth 
in such compendium) and section 502(g) (concerning drug products that are recognized 
in an official compendium and that are not packaged and labeled as prescribed therein). 

ii. Compounded drugs that are identical or nearly identical to an approved 
drug on FDA’s drug shortage list after the shortage is resolved (Appendix 
A, box 2) 

As explained above, under section 503B (d)(2)(A), a compounded drug is not essentially 
a copy of an approved drug if the approved drug appears on FDA’s drug shortage list at 
the time of compounding, distribution, and dispensing. However, FDA recognizes that 
there may be circumstances in which a drug product is in shortage when the outsourcing 

facility compounds the drug, but the shortage is resolved before the outsourcing facility 
distributes it. FDA does not intend to take action against an outsourcing facility for 
filling orders that it received for a compounded drug that is identical, or nearly identical, 
to an approved drug that was on FDA’s drug shortage list at the time that the outsourcing 
facility received the order, provided the drug also appeared on the FDA drug shortage list 
within 60 days of the outsourcing facility distributing or dispensing the drug.18 

b. Compounded drugs that contain a bulk drug substance that is a component of an 

approved drug (see Appendix A, boxes 3 and 4) 

Under section 503B(d)(2)(B), a compounded drug product is essentially a copy of an 
approved drug if a component of the compounded drug product is a bulk drug substance19 

that is also a component of an approved drug, unless there is a change that produces, for 
an individual patient, a clinical difference, as determined by the prescribing practitioner, 
between the compounded drug and the comparable approved drug. 

i. Using the same bulk drug substance (Appendix A, box 3) 

18 An outsourcing facility may not be able to predictwhen a drugshortage willbe resolved, and the facility may 
have orders for a compoundeddrug in-housethatwere in progress when the drug was removedfromFDA’s drug 
shortagelist (e.g., the outsourcingfacility may have compoundeda drug while it was in shortage, but the shortage 
ended while the outsourcingfacility awaited theresults of sterility testingbeforerelease). This policyprovides 
some regulatory flexibility when an outsourcing facility fills orders that it received for a compounded drug while the 

drug was in shortage. FDA may take regulatoryaction, however, if an outsourcingfacility continues to fillnew 
orders for the compoundeddrugafter the approveddrug is removed fromFDA’s drugshortage list, or if it con tinues 
to fill orders more than60days after thedrughas beenremoved fromFDA’s drugshortage list. 
19 Title 21, section207.1and 207.3 of the Code of FederalRegulations define the term bulk drugsubstance to mean 

“any substancethat is intendedfor incorporation into a finished drug product and is intended to furnish 
pharmacologicalactivityor other direct effect in the diagnosis, cure, mitigation, treatment, or preventionof disease, 

or to affect the structure or any function of the body. [It] does not include intermediates used in the synthesis of the 
substance.” 
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If a component of the compounded drug is a bulk drug substance that is also a component 
of an approved drug, the compounded drug product is essentially a copy of an approved 
drug, and cannot be compounded under section 503B, unless there is a prescriber 

determination of clinical difference, as described below.20 This provision applies to a 
compounded drug whether it was compounded from bulk drug substances or from drugs 
in finished form. 

ii. Prescriber determination of clinical difference (Appendix A, box 4) 

If an outsourcing facility compounds a drug, the component of which is a bulk drug 
substance that is a component of an approved drug, there must be a change that produces 

a clinical difference for an individual patient as determined by the prescribing 
practitioner. If an outsourcing facility intends to rely on such a determination to establish 
that a compounded drug is not essentially a copy of an approved drug, the outsourcing 
facility should ensure that the determination is noted on the prescription or order (which 

may be a patient-specific prescription or a non-patient specific order) for the compounded 
drug. 

FDA is aware that a health care practitioner who orders a compounded drug from an 

outsourcing facility for office stock will not know the identity of the individual patients 
who will receive the compounded drug at the time of the order. In that case, the 
outsourcing facility should obtain a statement from the practitioner that specifies the 
change between the compounded drug and the comparable approved drug and indicates 

that the compounded drug will be administered or dispensed only to a patient for whom 
the change produces a clinical difference, as determined by the prescribing practitioner 
for that patient. Such assurances should be provided by the health care practitioner or a 
person able to make the representation for the health care practitioner. 

For example, a hospital may need an FDA-approved drug combined with a particular 
diluent in infusion bags to administer to patients during surgery, and this preparation may 
not be contemplated in the approved product labeling. The pharmacy manager for the 

hospital could order the compounded drug from an outsourcing facility and document on 
the order that the compounded drug will only be administered to patients for whom the 
prescriber determines that this formulation will produce a clinical difference from the 
comparable approved drug. Similarly, a physician who regularly treats patients with an 

allergy to an inactive ingredient in a particular approved injectable drug product could 
order a compounded version of the drug for office use from an outsourcing facility 
provided that he or she includes a statement on the order that removing the particular 
inactive ingredient produces a clinical difference for his or her individual patients and 

that he or she will provide the drug only to patients with that particular clinical need. 

20 FDA expects that if a compounded drughas the same bulkdrug substance as anapproveddrug, the two drugs 
have the same active ingredient. 
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Many outsourcing facilities compound non-sterile drugs in addition to sterile drugs.21 All 
drugs compounded by an outsourcing facility must be compounded in accordance with 
section 503B, including the prohibition on compounding drug products that are 
essentially copies of approved drug products in order for any of them to qualify for the 

exemptions provided in section 503B.22 For example, a hospice may need a compounded 
liquid formulation of a drug that is only approved in capsules to treat elderly patients who 
cannot swallow capsules. The pharmacy manager for the hospice could order the 
compounded drug from an outsourcing facility and document on the order that the liquid 

formulation produces a clinical difference for hospice patients who are unable to swallow 
capsules and that the compounded drug will be dispensed only to a patient whose 
prescribing practitioner determines that the liquid formulation will produce this clinical 
difference for the patient. 

FDA does not believe that a particular format is needed, provided that an order for office 
stock (i.e., not patient-specific) clearly identifies the relevant change and the clinical 
difference that the change will produce for patient(s), as determined by the prescriber. 

For example, the following would be sufficient: 

 “Liquid form, compounded drug will be prescribed to patients who can’t swallow 
tablet” (if the comparable drug is a tablet) 

 “Dilution for infusion solution to be administered to patients who need this 
formulation during surgery” (if the comparable drug is not available at that 
concentration, pre-mixed with the particular diluent in an infusion bag) 

 “1 mg, pediatric patients need lower dose” (if the comparable drug is only 
available in 25 mg dose) 

An order that only identifies the product formulation, without more information, would 

not be sufficient to establish that the determination described by section 503B(d)(2)(B) 
has been made. 

Many outsourcing facilities also compound drug products based on prescriptions for 

identified individual patients. The following are examples of statements on a patient-
specific prescription that could be used to document the prescriber’s determination that a 
compounded drug has a change that produces a clinical difference for a particular patient: 

 “No Dye X, patient allergy” (if the comparable drug contains the dye) 

 “Liquid form, patient can’t swallow tablet” (if the comparable drug is a tablet) 

21 An entity that only compounds non-sterile drugs does not meet the statutory definitionof an outsourcingfacility in 
section 503B(d)(4) of the FD&C Act. The definition states, in part, that an outsourcingfacility “is engaged in the 
compounding of sterile drugs” (section503B(d)(4)(i)). 

22 Under section503B(a)(11), a compoundeddrugcan qualify for the exemptions fromsection503Bonly if all of 

the facility’s compounded drugs are compounded in accordance with section 503B. 
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 “150 mg drug X in 120 ml cherry-flavored Syrup USP, patient needs alcohol-free 
preparation (if the comparable drug is only available in formulations that contain 
alcohol) 

However, if a prescription identifies only a patient name and product formulation, this 
would not be sufficient to establish that the determination described by section 
503B(d)(2)(B) has been made. Note also that the clinical difference identified on either a 
patient-specific prescription or order, or non-patient specific order, must be produced by 

the “change” between the outsourcing facility’s product and the approved drug (i.e., a 
change in product formulation). Other factors such as a lower price are not sufficient to 
establish that the compounded product is not essentially a copy of the approved drug. 

If a prescription or order does not make clear that the determination required by section 
503B(d)(2)(B) has been made, the outsourcing facility may contact the prescriber or 
health care facility, and if the prescriber or health care facility contact confirms it, make a 
notation on the prescription or order that the prescriber has determined that the 

compounded product contains a change that produces a clinical difference for patient(s). 
The notations should be as specific as those described above, and should include the date 
of the conversation with the health care facility contact or prescriber and the name of the 
individual who provided the determination.23 

At this time, FDA generally does not intend to question the determinations of clinical 
difference that are documented in a prescription or order as described above. However, 
we do intend to consider whether a prescription or order relied upon by an outsourcing 

facility to establish that a drug is not essentially a copy documents that the determination 
was made. 

iii. Essentially a copy of one or more approved drug products 

Under section 503B(a)(5), a compounded drug product must not be essentially a copy of 
one or more (emphasis added) approved drug products. When applying section 
503B(d)(2)(B), FDA intends to consider a compounded drug product that has bulk drug 

substances that are components of one or more approved drugs to be essentially a copy of 
an approved drug product, unless the prescribing practitioner determines that there is a 
change that produces a clinical difference for an individual patient between the 
compounded drug product and the comparable approved drug. For example, if there are 

two approved drug products that are tablets, one containing 5 mg of active ingredient A 
and the other containing 10 mg of active ingredient B and the outsourcing facility 
compounded a tablet that offered both active ingredients in the same dosage strengths, the 
compounded drug would be essentially a copy absent a prescriber determination of 

clinical difference. 

23 See section IVof this guidance. 
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2. Application of the “Essentially a Copy” Definition in Section 503B(d)(2) When the 
Compounded Drug Is Compared to a Covered OTC Drug Product (Appendix B) 

a. Compounded drugs that are identical or nearly identical to a covered OTC drug 

product (section 503B(d)(2)(A)) (Appendix B, box 1) 

Under section 503B(d)(2)(A), a compounded drug is not considered essentially a copy of 
an approved drug if it is identical or nearly identical to an approved drug that appears on 

FDA’s drug shortage list at the time of compounding, distribution, and dispensing. The 
statute does not provide a similar exemption from the definition in section 503B(d)(2) if 
the compounded drug is identical or nearly identical to a covered OTC drug on FDA’s 
drug shortage list. Therefore, FDA intends to apply the same policy described above in 

section III.A.1.a to OTC monograph drugs, with one exception. 

If a compounded drug is identical or nearly identical to a covered OTC drug under 
section 503B(d)(2)(A), the compounded drug is essentially a copy of an approved drug, 

and the appearance of the covered OTC drug on FDA’s shortage list does not change that 
result; the drug cannot be compounded under section 503B.24 If the compounded drug is 
not identical or nearly identical to a comparable drug, it must be evaluated under section 
503B(d)(2)(B), as described below. 

b. Compounded drugs that contain a bulk drug substance that is a component of an 
covered OTC drug product (section 503B(d)(2)(B)) (Appendix B, box 2) 

Under section 503B(d)(2)(B), a compounded drug product is essentially a copy and 
cannot be compounded under section 503B if a component of the compounded drug 
product is a bulk drug substance25 that is also a component of a covered OTC drug, 
unless there is a change that produces for an individual patient a clinical difference, as 

determined by the prescribing practitioner, between the compounded drug and the 
comparable approved drug. A clinical difference between the compounded drug and an 
unapproved drug (such as a covered OTC drug) does not exempt the compounded drug 
from the definition in section 503B(d)(2)(B). 

c. Essentially a copy of one or more approved drug products26 

Under section 503B(a)(5), a compounded drug product must not be essentially a copy of 

one or more approved drug products. When applying section 503B(d)(2)(B), FDA 
intends to consider a compounded drug product that has bulk drug substances that are 
components of one or more approved drugs to be essentially a copy of an approved drug 
product unless the prescribing practitioner determines that there is a change that produces 

a clinical difference for an individual patient between the compounded drug product and 

24 The compoundeddrugwould not be essentially a copy if it was also identicalor nearly identical to an approved 
drug on FDA’s drug shortagelist, but this would bea very rare case. 
25 See footnote 19. 

26 This scenario is not depicted in the diagrams in the appendices. 
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the comparable approved drug. For example, if there are two approved drug products 
that are tablets, one containing active ingredient A and the other containing active 
ingredient B, and the outsourcing facility compounded a tablet that offered both active 
ingredients, the compounded drug containing active ingredients A and B would be 

essentially a copy absent a prescriber determination of clinical difference. 

If a bulk drug substance is a component of a covered OTC drug and an approved drug, 
the bulk drug substance can be evaluated as a component of an approved drug, as 

described in section III.A.1 of this guidance. 

B. Recordkeeping 

Outsourcing facilities should maintain records to demonstrate compliance with the essentially a 
copy provision in section 503B(a)(5). For example, where an outsourcing facility has 
compounded a drug that is evaluated under 503B(d)(2)(B) and a component of the compounded 
drug is a bulk drug substance that is a component of an approved drug, the outsourcing facility 

should maintain prescription or order records of a prescriber’s determination of clinical 
difference as described above in section III.A.1.b.ii. 

In addition, if the outsourcing facility compounded a drug that is identical or nearly identical to 

an approved drug product that appeared on FDA’s drug shortage list, the outsourcing facility 
should maintain documentation (e.g., a notation on the order for the compounded drug) regarding 
the status of the drug on FDA’s drug shortage list at the time of compounding, distribution , and 
dispensing.27 

FDA recommends that outsourcing facilities maintain the records described above for a period of 
at least three years. 

IV. PAPERWORK REDUCTION ACT 

This guidance contains information collection provisions that are subject to review by the Office 
of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (44 U.S.C. 

3501-3520). See footnotes 23 and 27. These provisions require review and are not in effect until 
they display a currently valid OMB control number. The information collection provisions in 
this guidance have been submitted to OMB for review as required by section 3507(d) of the 
Paperwork Reduction Act of 1995. FDA will publish a notice in the Federal Register announcing 

OMB’s decision regarding the information collection provisions in this guidance. 

27 See section IVof this guidance. 
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Contains Nonbinding Recommendations 

Mixing, Diluting, or Repackaging Biological Products Outside the 

Scope of an Approved Biologics License Application 

Guidance for Industry1 

This guidance represents the current thinking of the Food and Drug Administration (FDA or Agency) on 

this topic.  It does not establish any rights for any person and is not binding on FDA or the public.  You 

can use an alternative approach if it satisfies the requirements of the applicable statutes and regulations. 

To discuss an alternative approach, contact the FDA office responsible for this guidance as listed on the 

title page. 

I. INTRODUCTION AND SCOPE 

This guidance sets forth FDA’s policy regarding the mixing,2 diluting, and repackaging3 of 

certain types of biological products that have been licensed under section 351 of the Public 

Health Service Act (PHS Act) when such activities are not within the scope of the product’s 

approved biologics license application (BLA) as described in the approved labeling for the 

product. This guidance describes the conditions under which FDA does not intend to take action 

for violations of section 351 of the PHS Act and section 502(f)(1), section 582, and, where 

specified, section 501(a)(2)(B) of the Federal Food, Drug, and Cosmetic Act (FD&C Act) (21 

U.S.C. 352(f)(1), 21 U.S.C. 360eee-1, and 21 U.S.C. 351(a)(2)(B), respectively), when a state-

licensed pharmacy, a federal facility, or an outsourcing facility4 dilutes, mixes, or repackages 

certain biological products outside the scope of an approved BLA. 

1 This guidance has been prepared by multiple offices in the Center for Drug Evaluation and Research (CDER), in 

cooperation with the Center for Biologics Evaluation and Research (CBER) and the FDA Office of Regulatory 

Affairs. 

2 For purposes of this guidance, mixing means combining an FDA-licensed biological product with one or more 

ingredients. 

3 For purposes of this guidance, repackaging means taking a licensed biological product from the container in which 

it was distributed by the original manufacturer and placing it into a different container without further manipulating 

the product. As used in this guidance, the terms mixing, diluting, and repackaging describe distinct sets of activities 

with respect to a biological product. 

4 Outsourcing facility refers to a facility that meets the definition of an outsourcing facility under section 503B(d)(4) 

of the FD&C Act (21 U.S.C. 353b(d)(4)). See guidance for industry Guidance for Entities Considering Whether to 

Register As Outsourcing Facilities Under Section 503B of the Federal Food, Drug, and Cosmetic Act (August 

2015), available at 

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434171.pdf. 

All FDA guidances are available on the Agency’s guidance website at 

http://www.fda.gov/ForIndustry/FDABasicsforIndustry/ucm234622.htm. FDA updates guidances regularly. To 

ensure that you have the most recent version, please check this web page. 

1 

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434171.pdf
http://www.fda.gov/ForIndustry/FDABasicsforIndustry/ucm234622.htm
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This guidance does not address the following:5 

 Biological products not subject to licensure under section 351 of the PHS Act (i.e., 

biological products for which a marketing application could properly be submitted under 

section 505 of the FD&C Act (21 U.S.C. 355) (see section 7002(e) of the Affordable 

Care Act)).6 

 Radioactive biological products.  It is the Agency’s understanding that pharmacists do 

not manipulate radioactive biological products outside the scope of the product’s 

approved labeling. 

 Mixing, diluting, or repackaging biological products (other than allergenic extracts) by 

entities that are not state-licensed pharmacies, federal facilities, or outsourcing facilities 

(e.g., repackers registered with FDA under section 510 of the FD&C Act (21 U.S.C. 

360)); and preparation of allergenic extracts by entities that are not state-licensed 

pharmacies, federal facilities, outsourcing facilities, or physicians. 

 Removing a biological product from the original container at the point of care (e.g., 

patient’s bedside) for immediate administration to a single patient after receipt of a valid 

patient-specific prescription or order for that patient (e.g., drawing up a syringe to 

administer directly to the patient). FDA does not consider this to be “repackaging” for 

purposes of this guidance. 

 Diluting or mixing a biological product at the point of care for immediate administration 

to a single patient after receipt of a valid patient-specific prescription or order for that 

patient (e.g., diluting or mixing into a syringe to administer directly to the patient). 

 Mixing, diluting, or repackaging a licensed biological product when the product is being 

mixed, diluted, or repackaged in accordance with the approved BLA as described in the 

approved labeling for the product. FDA considers this to be an approved manipulation of 

the product. 

 Mixing, diluting, or repackaging of blood and blood components for transfusion,7 

vaccines, cell therapy products, or gene therapy products. This guidance does not alter 

FDA’s existing approach to regulating the collection and processing of blood and blood 

components for transfusion. In addition, FDA intends to consider regulatory action if 

licensed vaccines, cell therapy products, and gene therapy products are subject to 

additional manufacturing, including mixing, diluting, or repackaging, in ways not 

5 FDA is considering the applicability of the policies described in this guidance to hospitals and health systems and 

intends to address these issues in separate guidance. 

6 
The repackaging of biological products approved under section 505 of the FD&C Act is addressed in a separate 

guidance for industry, Repackaging of Certain Human Drug Products by Pharmacies and Outsourcing Facilities 

(January 2017), available at https://www.fda.gov/downloads/Drugs/Guidances/UCM434174.pdf. 

7 This guidance does apply to licensed, plasma-derived biological products, including recombinant and transgenic 

versions of plasma derivatives that are mixed, diluted, or repackaged outside the scope of an approved BLA. 

2 

https://www.fda.gov/downloads/Drugs/Guidances/UCM434174.pdf
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specified in the product’s approved BLA as described in the approved labeling for the 

product. 

 Investigational new drugs being studied under an investigational new drug application.  

This guidance does not alter FDA’s existing approach to regulating investigational new 

drugs. 

As stated above, this guidance does not address the mixing, diluting, or repackaging of a 

biological product for which a marketing application could properly be submitted under section 

505 of the FD&C Act (see section 7002(e) of the Affordable Care Act). Accordingly, in this 

guidance, the term biological product does not include products for which a marketing 

application can be or has been submitted under section 505 of the FD&C Act. 

Section II of this guidance provides background on biological products and the legal framework 

for FDA’s regulation of these products and explains that sections 503A and 503B of the FD&C 

Act (21 U.S.C. 353a and 21 U.S.C. 353b, respectively) do not provide exemptions for mixing, 

diluting, or repackaging of biological products.  Section III describes FDA’s policy on mixing, 

diluting, or repackaging of certain licensed biological products that is not within the scope of the 

product’s approved BLA as described in the approved labeling for the product. 

In general, FDA’s guidance documents do not establish legally enforceable responsibilities.  

Instead, guidances describe the Agency’s current thinking on a topic and should be viewed only 
as recommendations, unless specific regulatory or statutory requirements are cited.  The use of 

the word should in Agency guidances means that something is suggested or recommended, but 

not required. 

II. BACKGROUND 

A. Biological Products 

The term “biological product” is defined in section 351(i)(1) of the PHS Act as 

a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or 

derivative, allergenic product, protein (except any chemically synthesized polypeptide), 

or analogous product, or arsphenamine or derivative of arsphenamine (or any other 

trivalent organic arsenic compound), applicable to the prevention, treatment, or cure of a 

disease or condition of human beings. 

Biological products can be complex chains or combinations of sugars, amino or nucleic acids, or 

living entities such as cells and cellular therapies. Biological products include therapeutic 

proteins, monoclonal antibodies, allergenic extracts, blood and blood derivatives, cell therapy 

products, gene therapy products, preventive vaccines, and therapeutic vaccines.  Generally, 

biological products have a complex set of structural features (e.g., amino acid sequence, 

glycosylation, folding) essential to their intended effect and are very sensitive to changes to their 

manufacturing process, including but not limited to any manipulation outside of their approved 

container-closure systems.  In addition, many biological products are particularly sensitive to 
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storage and handling conditions and can break down or aggregate if exposed to heat or light, if 

dropped, or if shaken during storage and handling. Accordingly, in the absence of manufacturing 

controls, diluting or mixing a biological product with other components or repackaging a 

biological product by removing it from its approved container-closure system and transferring it 

to another container-closure system is highly likely to affect the safety or effectiveness of the 

biological product.  Biological products are also particularly susceptible to microbial 

proliferation in a short period of time if contaminated.  

Nevertheless, to meet the needs of a specific patient, certain licensed biological products are 

sometimes mixed or diluted in a way not described in the product’s approved labeling . For 

example, some biological products have no licensed pediatric strength or dosage form, so the 

product is diluted for use in pediatric patients.  There also may be certain circumstances where a 

person would repackage a licensed biological product by removing it from its original container 

and placing it into different containers in a manner that is not within the scope of the approved 

BLA as described in the approved labeling for the product.  Like other drugs, biological products 

are sometimes repackaged for various reasons, including for pediatric or ophthalmic use.  For 

example, a pediatric dialysis unit may repackage a larger quantity of a product into smaller 

aliquots so that the optimal dose may be administered to each pediatric dialysis patient being 

treated at that particular time.  

Repackaging a drug or biological product could change its characteristics in ways that have not 

been evaluated during the approval process and that could affect the safety and effectiveness of 

the product.  Improper repackaging of drugs and biological products can cause serious adverse 

events. Of particular concern is the repackaging of sterile drugs, which are susceptible to 

contamination and degradation. For example, failure to properly repackage a sterile drug (such 

as a biological product) under appropriate aseptic conditions could introduce contaminants that 

could cause serious patient injury or death.  Repackaging practices that conflict with approved 

product labeling have led to product degradation, resulting in adverse events associated with 

impurities in the product or lack of efficacy because the active ingredient has deteriorated.  These 

risks are often even more acute for biological products due to their complex composition and 

sensitivity to variations in storage and handling conditions. 

Cell and gene therapy products often contain viable cells or intact/active viral vectors.  The 

manufacturing process for these products is complex and includes multiple controls to assure the 

product’s safety, purity, and potency. Many cell therapy products are cryopreserved, and the 

procedures for thawing and handling in preparation for administration described in the approved 

labeling must be followed to maintain the safety and effectiveness of the product.  Because these 

products are frequently implanted or administered intravenously and are not typically amenable 

to terminal sterilization, their microbiological safety is dependent largely on facility design, 

aseptic technique, and manufacturing protocols that are best controlled by robust quality systems. 

Vaccines are manufactured using biological systems and supplied by manufacturers in single- or 

multi-dose presentations.  Unlike most other drugs and biological products, vaccines are 

administered to healthy individuals, including infants, to prevent disease.  Vaccines may contain 

live attenuated organisms, inactivated organisms, or components of bacteria or viruses such as 

polysaccharides, inactivated toxins, or purified proteins.  The manufacturing process for vaccines 
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is complex and includes multiple controls to assure safety and effectiveness.  Each single dose of 

a vaccine is formulated to deliver the correct quantity of an active ingredient to the recipient. 

Because of the particularly sensitive nature of these products as described above, the policies in 

this guidance do not cover cell therapy products, gene therapy products, and vaccines. 

The policies in this guidance also do not cover or alter FDA’s existing approach to regulating the 

collection and processing of blood and blood components for transfusion.  These activities are 

currently conducted in FDA-licensed or -registered blood collection establishments and in 

hospital-based transfusion services regulated in part by the Centers for Medicare & Medicaid 

Services under the Clinical Laboratory Improvement Amendments of 1988.  In all instances, the 

collection and processing of blood and blood components for transfusion is already subject to 

current good manufacturing practice (CGMP) requirements under the existing statutory and 

regulatory framework for blood and blood components and will not be subject to the policies 

described here. 

B. Legal Framework for FDA’s Regulation of Biological Products 

Section 351(a)(1) of the PHS Act prohibits the introduction into interstate commerce of any 

biological product unless “a biologics license . . . is in effect for the biological product.”  For 

FDA to approve a BLA, the BLA must contain data to demonstrate that the biological product is 

safe, pure, and potent and that the facility in which the biological product will be manufactured, 

processed, packed, or held meets standards designed to assure that the biological product 

continues to be safe, pure, and potent (see section 351(a)(2)(C) of the PHS Act).  Because 

manufacturing controls are so important to ensuring the safety and effectiveness of biological 

products, FDA licensing of a biological product is based in part on an extensive review of 

chemistry and manufacturing controls data submitted by the applicant. This includes a thorough 

evaluation of the raw materials, drug substance, and drug product to ensure consistency in 

manufacturing and continued safety and effectiveness.  In addition, other data are submitted and 

reviewed (e.g., stability and compatibility testing results) to establish the storage and handling 

conditions appropriate to ensure the safety, purity, and potency of the biological product. 

A biological product that is mixed, diluted, or repackaged outside the scope of an approved BLA 

is an unlicensed biological product under section 351 of the PHS Act.  For example, if a licensed 

biological product is diluted or mixed with components other than those described in the 

approved labeling for the product, or if it is removed from its original container-closure system 

and placed in a new container-closure system that is not described in the approved labeling for 

the product, these additional manufacturing steps would create a new, unlicensed biological 

product.  To be legally marketed, the new biological product would have to be licensed on the 

basis of an approved BLA that includes, among other things, chemistry and manufacturing 

controls data. 

C. Sections 503A and 503B of the FD&C Act Do Not Exempt Biological 

Products From the Premarket Approval Requirements of the PHS Act or 

From Provisions of the FD&C Act 
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Section 503A of the FD&C Act exempts compounded drugs from sections 505 (concerning new 

drug approval of human drug products), 502(f)(1) (concerning labeling of drug products with 

adequate directions for use), and 501(a)(2)(B) (concerning CGMP) of the FD&C Act, provided 

that certain conditions are met, including that the drug is compounded pursuant to a prescription 

for an individually identified patient from a licensed practitioner.  

The Drug Quality and Security Act added a new section 503B to the FD&C Act.  Under section 

503B(b) of the FD&C Act, a compounder can register with FDA as an outsourcing facility. 

Drug products compounded under the direct supervision of a licensed pharmacist in an 

outsourcing facility can qualify for exemptions from the FDA approval requirements in section 

505 of the FD&C Act and the requirement to label drug products with adequate directions for use 

under section 502(f)(1) of the FD&C Act if the conditions in section 503B are met. Drugs 

compounded in outsourcing facilities are not exempt from the CGMP requirements of section 

501(a)(2)(B). 

Although sections 503A and 503B provide an exemption for certain compounded drugs from the 

requirement to obtain premarket approval under section 505 of the FD&C Act, they do not 

provide an exemption from the requirement to obtain premarket approval under section 351 of 

the PHS Act.  Manufacturers of biological products must obtain an approved license under 

section 351(a) or (k) of the PHS Act. Thus, for purposes of sections 503A and 503B, a drug 

does not include any biological product that is subject to licensure under section 351 of the PHS 

Act.  Accordingly, such biological products are not eligible for the exemptions for compounded 

drugs under sections 503A and 503B of the FD&C Act.  In other words, the FD&C Act does not 

provide a legal pathway for marketing biological products that have been prepared outside the 

scope of an approved BLA. 

III. POLICY 

Because biological products are sometimes mixed, diluted, or repackaged in ways not addressed 

in labeling approved for the product under section 351 of the PHS Act, but do not qualify for the 

exemptions in sections 503A or 503B of the FD&C Act, FDA has developed this guidance to 

explain the conditions under which FDA does not intend to take action when certain biological 

products are mixed, diluted, or repackaged in a manner not described in their approved labeling. 

A. General Conditions 

This guidance addresses the mixing, diluting, or repackaging of a licensed biological product, not 

a biological product licensed for further manufacturing use only or a bulk drug substance.  The 

policies expressed in this guidance do not extend to any person or entity that mixes, dilutes, or 

repackages a biological product from any other starting material.  For example, a licensed 

biological product mixed with a bulk drug substance would not be subject to the policies in this 

guidance.  Consistent with section 351 of the PHS Act, an entity seeking to mix, dilute, or 

repackage a biological product licensed for further manufacturing use only, or a bulk drug 

substance, or to mix a licensed biological product with a bulk drug substance must first submit a 

BLA and obtain a license for the product.  
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Furthermore, the policies expressed in this guidance apply only to the mixing, diluting, or 

repackaging of certain licensed biological products in accordance with the conditions specified in 

section III of this guidance. Except as described in section III, the Agency intends to consider 

regulatory action if a licensed biological product is subject to additional manufacturing outside 

of the conditions specified in the approved labeling for the licensed product, including mixing, 

diluting, or repackaging. 

As described in section II.B, a biological product that is mixed, diluted, or repackaged outside 

the scope of an approved BLA is an unlicensed biological product under section 351 of the PHS 

Act. To be legally marketed, the new biological product would have to be the subject of an 

approved BLA and made in accordance with all other requirements applicable to biological 

products, including CGMP requirements.  

B. Mixing, Diluting, or Repackaging Licensed Biological Products8 

FDA does not intend to take action for violations of section 351 of the PHS Act or sections 

502(f)(1) or 582 of the FD&C Act if a state-licensed pharmacy, a f 

ederal facility, or an outsourcing facility mixes, dilutes, or repackages a biological product in 

accordance with the conditions described below, and any applicable requirements.9 In addition, 

FDA does not intend to take action for violations of section 501(a)(2)(B) of the FD&C Act when 

a state-licensed pharmacy or a Federal facility mixes, dilutes, or repackages a biological product 

in accordance with the conditions described below, and any applicable requirements.10 

The conditions referred to in the preceding paragraph are as follows: 

1. The FDA-licensed biological product is a biological product that is mixed, diluted, or 

repackaged, not a biological product licensed for further manufacturing use only or a bulk 

drug substance. Additionally, a licensed biological product is not combined with a biological 

product licensed for further manufacturing use only or with a bulk drug substance. Any 

materials used in mixing or diluting are sterile, pharmaceutical grade,11 and otherwise 

appropriate for such use. 

8 Section III.B does not apply to allergenic extracts. For FDA’s policy concerning the preparation of prescription 
sets for subcutaneous immunotherapy, refer to section III.C of this guidance. 

9 Applicable requirements include, for example, the requirement that manufacturers not adulterate a biological 

product by preparing, packing, or holding the drug under insanitary conditions. See section 501(a)(2)(A) of the 

FD&C Act. 

10 For purposes of the applicability of the conditions in this guidance document, references to a state-licensed 

pharmacy or federal facility do not include a facility that is registered as an outsourcing facility under section 503B 

of the FD&C Act. 

11 For purposes of this guidance, pharmaceutical grade refers to materials that are suitable for administration in 

humans. 

7 

https://requirements.10


 
 

 
 

   

   

 

     

  

 

 
   

   

   

  

 

 
 

   

 

 
 

 

 

  

 

   

  

 

 

                                                 
            

     

           

            

    

             

            

            

                

      

             

              

     

 

Contains Nonbinding Recommendations 

2. The biological product is mixed, diluted, or repackaged in a state-licensed pharmacy, a 

federal facility, or an outsourcing facility. 

3. The biological product is mixed, diluted, or repackaged by or under the direct supervision of 

a licensed pharmacist. 

4. If the biological product is mixed, diluted, or repackaged in a state-licensed pharmacy or a 

federal facility, it is distributed12 only after the receipt of a valid prescription for an 

individually identified patient (including a written order or notation in a patient’s chart in a 
health care setting) directly from the prescribing practitioner or patient. This condition does 

not apply to biological products mixed, diluted, or repacked in an outsourcing facility.13 

5. Except as provided below, the biological product is mixed, diluted, or repackaged, then 

stored and shipped in a way that does not conflict with the approved labeling for the licensed 

biological product.14 

o For a biological product packaged in a single-dose vial that is mixed, diluted, or 

repackaged, the biological product is mixed, diluted, or repackaged in a way that does 

not conflict with the approved labeling, except for the statements designating the 

product as a single-dose or single-use product, and related language (e.g., discard 

remaining contents).15 

o For a biological product repackaged by an outsourcing facility that assigns a beyond 

use date (BUD) to the product in accordance with Appendix A of this guidance, the 

biological product is repackaged in a way that does not conflict with the approved 

labeling, except for the statements regarding the product’s labeled in-use time (and 

any statements designating the product as a single-dose or single-use product, as 

described immediately above). 

12 Distributed means that the mixed, diluted, or repackaged biological product has left the facility in which it was 

mixed, diluted, or repackaged. 

13 Note, however, that drugs produced by outsourcing facilities, including drugs that are also biological products, 

remain subject to the requirements in section 503B of the FD&C Act. Therefore, a prescription drug, including a 

biological product, cannot be dispensed to a patient without a prescription. 

14 For example, if the approved labeling for the licensed biological product contains instructions for handling or 

storage of the product, the mixing, diluting, or repackaging is done in accordance with those instructions. 

Otherwise, it would be considered to be in conflict with the approved labeling for the licensed biological product. 

15 For example, Avastin (bevacizumab) is packaged in a single-dose vial. This condition could be satisfied even if 

Avastin is repackaged into multiple single dose syringes despite the fact that the label of the approved product states, 

“Single-use vial . . . Discard unused portion.” However, this condition would not be satisfied if Avastin is mixed, 
diluted, or repackaged in a manner that conflicts with other language in the approved labeling (e.g., regarding the 

appropriate diluent and storage conditions). 
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6. The container-closure system16 (e.g., syringe) into which the mixed, diluted, or repackaged 

biological product is placed is suitable for storage of the biological product through its 

BUD17 and the primary packaging is sterile. 

7. If the labeling for the licensed biological product includes storage or handling instructions 

(e.g., protect from light, do not freeze, keep at specified storage temperature), the labeling for 

the biological product that is mixed, diluted, or repackaged specifies the same storage 

conditions.18 

8. If the biological product is mixed, diluted, or repackaged in a state-licensed pharmacy or 

federal facility, the duration of time from beginning (i.e., when the original biological 

product to be repackaged or to be used for mixing or diluting is punctured or otherwise 

opened) to end of mixing, diluting, or repackaging is no more than four hours. 

9. As described in section II of this guidance, biological products are very susceptible to 

product quality concerns when mixed, diluted, or repackaged.  For example, because 

biological products provide a rich media for microbial growth, they are particularly 

susceptible to microbial proliferation over time if contaminated.  Therefore, the mixed, 

diluted, or repackaged biological product is given a BUD19 that is not longer than the 

applicable BUD specified below. The BUD timeframes in this condition begin from the time 

in which the container of the original biological product to be repackaged or to be used for 

mixing or diluting is punctured or otherwise opened. 

a. If the biological product is mixed, diluted, or repackaged by a state-licensed 

pharmacy or a federal facility, it is given a BUD that: 

- does not exceed the time frame within which the opened product is to be used 

as specified in the approved labeling of the licensed biological product for any 

manipulation (“in-use time”) or the expiration date of the biological product 

being mixed, diluted, or repackaged, whichever is shorter; 20 or 

16 A container-closure system is the sum of packaging components that together contain and protect the dosage 

form. This includes primary packaging components and secondary packaging components, if the latter are intended 

to provide additional protection to the drug product. 

17 For example, for state-licensed pharmacies and federal facilities, information provided by the container’s 
manufacturer could indicate that the container is suitable for biological products mixed, diluted, or repackaged in 

accordance with this condition. CGMP requirements address container suitability and drug stability for outsourcing 

facilities. 

18 See section IV of this guidance. 

19 The BUD is the date beyond which a biological product should not be used. 

20 For example, the approved labeling for Avastin states that “diluted Avastin solutions may be stored at 2-8ºC (36-

46ºF) for up to 8 hours. Store in the original carton until time of use.” Therefore, assigning a BUD to repackaged 
Avastin of 8 hours, provided that the repackaged Avastin is stored between 2ºC and 8ºC, would be consistent with 

conditions 5 and 9. Although the approved labeling refers to diluted Avastin, FDA believes that this BUD is also 

appropriate for repackaged Avastin because of the potential for time-related product quality problems at a longer 

BUD. For example, FDA is concerned about the potential for microbial proliferation if Avastin is inadvertently 
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- if the approved labeling does not specify an in-use time and the product is 

refrigerated, the in-use time is not longer than 24 hours, or the expiration date 

of the biological product being mixed, diluted, or repackaged, whichever is 

shorter. 

b. Regarding outsourcing facilities: 

i. If the biological product is mixed or diluted, it is given a BUD that 

- does not exceed the in-use time specified in the approved labeling of 

the biological product or the expiration date of the biological product 

being mixed or diluted, whichever is shorter; or 

- if the approved labeling does not specify an in-use time and the 

product is refrigerated, the in-use time is not longer than 24 hours, or 

the expiration date of the biological product being mixed or diluted, 

whichever is shorter. 

ii. If the biological product is repackaged by an outsourcing facility that does not 

perform the testing described in Appendix A for that product, it is given a 

BUD that21: 

- does not exceed the in-use time specified in the approved labeling of 

the biological product or the expiration date of the biological product 

being repackaged, whichever is shorter; or 

- if the approved labeling does not specify an in-use time and the 

product is refrigerated, the in-use time is not longer than 24 hours or 

the expiration date of the biological product being repackaged, 

whichever is shorter. 

iii. If the biological product is repackaged by an outsourcing facility that 

performs the testing described in Appendix A for that product, the BUD is 

assigned based on a stability program conducted in accordance with Appendix 

A for each container closure system to be used, the BUD does not exceed the 

expiration date of the biological product being repackaged, and the 

contaminated while being repackaged, particularly because condition 9.a applies to facilities that likely do not 

comply with CGMP requirements. Furthermore, the approved labeling for Avastin states, “Store in the original 

carton until time of use,” which means it should be stored in the original carton until it is opened and diluted. At a 

longer BUD, the Avastin could interact with the container in which it is repackaged, which may result in 

degradation. 

21 See condition 5, which states that the biological product is mixed, diluted, or repackaged in a way that does not 

conflict with the approved labeling for the licensed biological product. This means, for example, that the 

repackaged biological product is stored in accordance with labeled storage conditions, including temperature. 

10 
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outsourcing facility maintains records of the testing performed in accordance 

with Appendix A.22 

10. The biological product is mixed, diluted, or repackaged in accordance with the following: 

a. If the biological product is mixed, diluted, or repackaged in a state-licensed pharmacy 

or a federal facility, it is done in accordance with the United States Pharmacopeia 

(USP) Chapter <797>,23 except the BUD is as specified in condition 9. 

b. If the biological product is mixed, diluted, or repackaged in an outsourcing facility, it 

is done in accordance with CGMP requirements, except the BUD is as specified in 

condition 9.24 

For purposes of condition 10.b, FDA intends to apply the policies described in the 

guidance, Current Good Manufacturing Practice — Interim Guidance for Human 

Drug Compounding Outsourcing Facilities Under Section 503B of the FD&C Act 

(July 2014),25 once that guidance is finalized, except for the following:  

o See condition 9 and Appendix A of this guidance for FDA’s policies 

concerning expiration dating or BUDs and stability testing for biological 

products mixed, diluted, or repackaged by outsourcing facilities. 

o See Appendix B of this guidance for FDA’s policies concerning release 
testing requirements for biological products mixed, diluted, or repackaged by 

outsourcing facilities. Appendix B describes the circumstances under which 

FDA does not intend to take action against outsourcing facilities for failing to 

conduct batch release testing required under 21 CFR part 211 of mixed, 

diluted, or repackaged biological products. 

11. The biological product is not sold or transferred by an entity other than the entity that mixed, 

diluted, or repackaged the biological product.  For purposes of this condition, a sale or 

transfer does not include administration of a biological product in a health care setting. 

22 See section IV of this guidance with respect to the maintenance of testing records. 

23 For purposes of this condition, reference to the USP Chapter <797> means USP 40-NF 35 (2017). USP has 

proposed revisions to USP Chapter <797> that would affect biological products. Once USP has considered the 

public comments that it received and finalized the revised Chapter <797>, FDA intends to evaluate whether to revise 

the reference in condition 10.a. 

24 FDA does not intend to take action against an outsourcing facility for assigning a BUD to be used as an expiration 

date in lieu of conducting stability studies required under 21 CFR part 211 if the BUD is assigned in accordance 

with condition 9.b. 

25 When final, this guidance will represent FDA’s current thinking on this topic. For the most recent version of a 

guidance, check the FDA Drugs guidance web page at 

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm. 
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12. The mixed, diluted, or repackaged biological product is distributed only in states in which the 

facility mixing, diluting, or repackaging the biological product meets all applicable state 

requirements. 

13. If the biological product is mixed, diluted, or repackaged by an outsourcing facility:26 

a. The label on the immediate container (primary packaging, e.g., the syringe) of the 

mixed, diluted, or repackaged biological product includes the following: 

i. The statement “This biological product was mixed/diluted by [name of 

outsourcing facility]” or “This biological product was repackaged by [name of 

outsourcing facility],” whichever is appropriate 

ii. The address and phone number of the outsourcing facility that mixed, diluted, 

or repackaged the biological product 

iii. The proper name of the licensed biological product that was mixed, diluted, or 

repackaged 

iv. The lot or batch number assigned by the outsourcing facility for the mixed, 

diluted, or repackaged biological product 

v. The dosage form and strength of the mixed, diluted, or repackaged biological 

product 

vi. A statement of either the quantity or the volume of the mixed, diluted, or 

repackaged biological product, whichever is appropriate 

vii. The date the biological product was mixed, diluted, or repackaged 

viii. The BUD of the mixed, diluted, or repackaged biological product 

ix. Storage and handling instructions for the mixed, diluted, or repackaged 

biological product 

x. The National Drug Code (NDC) number for the mixed, diluted, or repackaged 

biological product, if available27 

xi. The statement “Not for resale” and, if the biological product is distributed by 
an outsourcing facility other than pursuant to a prescription for an individual 

identified patient, the statement “Office Use Only” 

26 See section IV of this guidance with respect to sections 13.a.i-x and xii, sections 13.b.i-ii, and section 13.c. 

27 The NDC number for the original licensed biological product should not be placed on the mixed, diluted, or 

repackaged biological product. 
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xii. If included on the label of the FDA-licensed biological product from which 

the biological product is being mixed, diluted, or repackaged, a list of the 

active and inactive ingredients in the FDA-licensed biological product, unless 

such information is included on the label for the container from which the 

individual units of the mixed, diluted, or repackaged biological product are 

removed, as described below in 13.b.i; and, if the biological product is mixed 

or diluted, a list of any ingredients that appear in the mixed or diluted product 

in addition to those ingredients that are on the label of the original FDA-

licensed biological product.  

b. The label on the container from which the individual units are removed for 

administration (secondary packaging, e.g., the bag, box, or other package in which the 

mixed, diluted, or repackaged biological products are distributed) includes: 

i. The active and inactive ingredients included on the label of the original FDA-

licensed biological product, if the immediate product label is too small to 

include this information 

ii. Directions for use, including dosage and administration, as appropriate 

iii. The following information to facilitate adverse event reporting: 

www.fda.gov/medwatch and 1-800-FDA-1088. 

c. The mixed, diluted, or repackaged biological product is included on a report 

submitted to FDA each June and December identifying the drug products made by the 

outsourcing facility during the previous 6-month period, including the active 

ingredient; the source of the active ingredient; NDC number of the source ingredient, 

if available; strength of the active ingredient per unit; the dosage form and route of 

administration; the package description; the number of individual units mixed, 

diluted, or repackaged;28 and the NDC number of the mixed, diluted, or repackaged 

biological product, if assigned.29 

d. The outsourcing facility reports serious adverse events to FDA that are associated 

with its mixed, diluted, or repackaged biological products.30 

28 Currently, FDA’s electronic drug reporting system is not configured to accept additional information that is 
specific to biological products, such as license number. In the future, FDA intends to modify the system to accept 

this information. 

29 FDA has issued a guidance for industry, Electronic Drug Product Reporting for Human Drug Compounding 

Outsourcing Facilities Under Section 503B of the Federal Food, Drug, and Cosmetic Act (December 2016), 

available at https://www.fda.gov/downloads/drugs/newsevents/ucm424303.pdf. This guidance describes how 

outsourcing facilities submit drug product reports to FDA. Although that guidance addresses reporting of 

compounded drug products, outsourcing facilities should follow the same procedure to electronically report the 

biological products they mixed, diluted, or repackaged. 

30 FDA has issued a guidance for industry, Adverse Event Reporting for Outsourcing Facilities Under Section 503B 

of the Federal Food, Drug, and Cosmetic Act (October 2015), available at 

https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM434188.pdf, 
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C. Licensed Allergenic Extracts for Subcutaneous Immunotherapy31 

FDA recognizes that there are circumstances in which licensed allergenic extracts would be 

mixed and diluted to provide subcutaneous immunotherapy to an individual patient, even though 

these allergenic extract combinations are not specified in the approved BLAs for the licensed 

biological products.  Such combinations are commonly referred to as prescription sets.32 For the 

purpose of this guidance, a prescription set is defined as a vial or set of vials of premixed 

licensed standardized and non-standardized allergenic extracts for subcutaneous immunotherapy 

diluted with an appropriate diluent prepared by a licensed physician for an individual patient 

according to instructions from a valid prescription (including a chart order in a health care 

setting). 

FDA does not intend to take action for violations of section 351 of the PHS Act or sections 

502(f)(1) or 582 of the FD&C Act if a physician, state-licensed pharmacy, federal facility, or 

outsourcing facility prepares prescription sets of allergenic extracts in accordance with the 

conditions described below, and any applicable requirements. 

In addition, FDA does not intend to take action for violations of section 501(a)(2)(B) of the 

FD&C Act when the prescription set is prepared by a physician, state-licensed pharmacy, or a 

federal facility that is not registered with FDA as an outsourcing facility if the prescription set is 

prepared in accordance with the conditions described below, and any applicable requirements. 

The conditions referred to in the preceding two paragraphs are as follows: 

1. The prescription set is prepared from FDA-licensed allergenic extracts and diluents that are 

sterile, pharmaceutical grade, and otherwise appropriate for such use. 

2. The prescription set is prepared in a physician’s office, state-licensed pharmacy, federal 

facility, or outsourcing facility. 

which describes how outsourcing facilities submit adverse event reports to FDA and the content and format of the 

reports that they are required to submit. Although that guidance addresses reporting of adverse events associated 

with compounded drug products, outsourcing facilities should follow the procedure described in that guidance to 

electronically report adverse events associated with the biological products they mixed, diluted, or repackaged. 

31 Allergenic extracts are subject to FDA’s BLA and investigational new drug application requirements. The policies 

described in this guidance only apply to allergenic extracts for subcutaneous immunotherapy; they do not apply to 

allergenic extracts for use in cutaneous diagnostic testing. 

32 Under 21 CFR 610.17, licensed biological products must not be combined with other licensed products, either 

therapeutic, prophylactic or diagnostic, except as covered by a license obtained for the combined product. All mixes 

of allergenic extracts that are not prescription sets must be the subject of an approved BLA or have in effect an 

investigational new drug application. 
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3. Each prescription set is distributed33 only after the receipt of a valid prescription for an 

identified, individual patient (including a written order or notation in a patient’s chart in a 
health care setting) directly from the prescribing practitioner or patient. 

4. The prescription set is prepared in a way that does not conflict with approved labeling of the 

licensed biological products that are part of the prescription set.34 

5. The BUD for the prescription set is no later than the earliest expiration date of any allergenic 

extract or any diluent that is part of the prescription set, and the BUD does not exceed one 

year from the date the prescription set is mixed or diluted.35 

6. The prescription set is prepared in accordance with the following: 

a. If the prescription set is prepared in a State-licensed pharmacy or Federal facility, or 

in a physician’s office, it is prepared in accordance with USP Chapter <797>,36 

except the BUD is as specified in condition 5. 

b. If the prescription set is prepared in an outsourcing facility, it is prepared in 

accordance with applicable CGMP requirements, except the BUD is as specified in 

condition 5. 

For purposes of condition 6.b, FDA intends to apply the policies described in the 

guidance, Current Good Manufacturing Practice — Interim Guidance for Human 

Drug Compounding Outsourcing Facilities Under Section 503B of the FD&C Act, 

once that guidance is finalized, except for the following:  

o See condition 5 of this guidance for FDA’s policies concerning expiration 

dating/BUDs for prescription sets prepared by outsourcing facilities. 

o See Appendix B of this guidance for FDA’s policies concerning release 
testing requirements for prescription sets prepared by outsourcing facilities. 

Appendix B describes the circumstances under which FDA does not intend to 

take action against outsourcing facilities for failing to conduct batch release 

testing of prescription sets. 

33 Distributed means that the prepared prescription set has left the facility in which it was prepared. 

34 See note 14. 

35 FDA does not intend to take action against an outsourcing facility for assigning a BUD to be used as an expiration 

date in lieu of conducting stability studies required under 21 CFR part 211, so long as the outsourcing facility 

assigns a BUD in accordance with this condition. 

36 For purposes of this condition, the reference to the USP Chapter <797> means in USP 40-NF 35 (2017). USP has 

proposed revisions to USP Chapter <797> that would affect biological products. Once USP has evaluated the public 

comments that it received and finalized the revised Chapter <797>, FDA intends to consider whether condition 7 

should refer to the updated chapter, or conditions should be adopted that are different than those included in final 

Chapter <797>. 
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7. The prepared prescription set is not sold or transferred by an entity other than the entity that 

prepared the prescription set. For purposes of this condition, a sale or transfer does not 

include administration of a prescription set in a health care setting.  

8. The prescription set is distributed only in states in which the facility preparing the 

prescription set meets all applicable state requirements. 

9. If the prescription set is prepared by an outsourcing facility:37 

a. The label on any immediate containers (primary packaging) of the prescription set 

includes the following: 

i. The patient’s name as identified on the prescription or order 

ii. The statement “This prescription set was prepared by [name of outsourcing 

facility]” 

iii. The address and phone number of the outsourcing facility that prepared the 

prescription set 

iv. The identity of each allergenic extract in the prescription set and the quantity 

of each 

v. The dilution of each dilution vial 

vi. The lot or batch number of the prescription set 

vii. The date the prescription set was prepared 

viii. The BUD as the expiry date for the prescription set 

ix. Storage and handling instructions for the prescription set 

x. The statement “Not for resale” 

b. The label of the container from which the individual units of the prescription set are 

removed for administration (secondary packaging) includes the following information 

to facilitate adverse event reporting: www.fda.gov/medwatch and 1-800-FDA-1088. 

c. Each prescription set also is accompanied by instructions for use.   

d. The prescription set is included in a report submitted to FDA each June and 

December identifying the drug products made by the outsourcing facility during the 

37 With respect to sections 9.a.i-ix; section 9.c; and section 9.d., see section IV of this guidance. 
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previous 6-month period, including the active ingredients; source of the active 

ingredients; NDC number of the source ingredients, if available; strength of the active 

ingredients per unit; the dosage form and route of administration; the package 

description; the number of individual units produced; and the NDC number of the 

final product, if assigned.38 

e. The outsourcing facility reports serious adverse events to FDA that are associated 

with its prescription sets.39 

D. Establishment Registration and Drug Listing 

Under section 510(b)(1) of the FD&C Act, between October 1 and December 31 of each year, 

every person who owns or operates any establishment in any State engaged in the manufacture, 

preparation, propagation, compounding, or processing of a drug or drugs (including biological 

products) is required to register with FDA, and under section 510(j) of the FD&C Act, every 

person who registers with FDA under section 510(b) must list its drugs manufactured, prepared, 

propagated, compounded, or processed for commercial distribution with the Agency.  A drug is 

misbranded under section 502(o) of the FD&C Act (21 U.S.C. 352(o)) if it was manufactured, 

prepared, propagated, compounded, or processed in an establishment that is not registered under 

section 510, or if it was not included on a list required by section 510(j).  Pharmacies that mix, 

dilute, or repackage biological products may qualify for an exemption from registration and 

therefore also not be required to list their drugs with FDA. Specifically, under section 510(g)(1), 

the registration requirement of section 510 does not apply to 

pharmacies which maintain establishments in conformance with any applicable local laws 

regulating the practice of pharmacy and medicine and which are regularly engaged in 

dispensing prescription drugs or devices, upon prescriptions of practitioners licensed to 

administer such drugs or devices to patients under the care of such practitioners in the 

course of their professional practice, and which do not manufacture, prepare, propagate, 

compound, or process drugs or devices for sale other than in the regular course of their 

business of dispensing or selling drugs or devices at retail. 

With respect to entities that do not qualify for the exemptions from registration under section 510 

of the FD&C Act,40 FDA does not intend to take action against outsourcing facilities for 

38 FDA has issued a guidance for industry, Electronic Drug Product Reporting for Human Drug Compounding 

Outsourcing Facilities Under Section 503B of the Federal Food, Drug, and Cosmetic Act. This guidance describes 

how outsourcing facilities submit drug product reports to FDA. Although that guidance addresses reporting of 

compounded drug products, outsourcing facilities should follow the same procedure to electronically report the 

prescription sets that they prepared. 

39 FDA has issued a guidance for industry, Adverse Event Reporting for Outsourcing Facilities Under Section 503B 

of the Federal Food, Drug, and Cosmetic Act, which describes how outsourcing facilities submit adverse event 

reports to FDA and the content and format of the reports that they are required to submit. Although that guidance 

addresses reporting of adverse events associated with compounded drug products, outsourcing facilities should 

follow the procedure described in that guidance to electronically report adverse events associated with the 

prescription sets they prepared. 

40 See also, 21 CFR 207.13. 
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violations of section 502(o) of the FD&C Act for failure to register and list under section 510 

biological products that are mixed, diluted, or repackaged in accordance with this guidance.41 

IV. PAPERWORK REDUCTION ACT 

This guidance contains information collection provisions that are subject to review by the Office 

of Management and Budget (OMB) under the Paperwork Reduction Act of 1995 (44 U.S.C. 

3501-3520). See footnotes 18, 22, 26, and 37. These provisions require review and are not in 

effect until they display a currently valid OMB control number. The information collection 

provisions in this guidance have been submitted to OMB for review as required by section 

3507(d) of the Paperwork Reduction Act of 1995. FDA will publish a notice in the Federal 

Register announcing OMB’s decision regarding the information collection provisions in this 

guidance. 

41 Outsourcing facilities that mix, dilute, or repackage biological products under this guidance are registered with 

FDA under section 503B of the FD&C Act and report mixed, diluted, or repackaged biological products to FDA in 

accordance with condition 13.c in section III.B or, for licensed allergenic extracts for subcutaneous immunotherapy, 

condition 9.d in section III.C. 
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Appendix A 

Assigning a BUD for Repackaged Biological Products Based On Stability Testing42 

As noted above, outsourcing facilities are subject to CGMP requirements.  For example, an 

outsourcing facility that repackages biological products must have a written stability testing 

program that includes:43 

 Sample size and test intervals based on statistical criteria for each attribute examined 

to assure valid estimates of stability; 

 Storage conditions for samples retained for testing; 

 Stability-indicating test methods that are reliable, meaningful, and specific; 

 Evaluation of samples of the biological product in the same container closure system 

as that in which the product is to be marketed by the outsourcing facility; and   

 Testing of biological products for reconstitution at the time of dispensing (as directed 

in the labeling) and after reconstitution. 

The initial time point for the tests described below is the time at which the outsourcing facility 

conducts this testing on the initial source material (i.e., licensed biological product) used for 

repackaging. 

Stability testing is intended to confirm certain quality attributes of a repackaged biological 

product held under the labeled storage conditions for the duration of the BUD.  To assign a BUD 

beyond 24 hours44 for a repackaged biological product and remain eligible for the policies 

described in this guidance, the outsourcing facility would conduct a series of tests, described 

below.  Samples evaluated for stability must be representative of the batch from which they were 

obtained (see 21 CFR 211.160 and 211.166). The data from each time point would be evaluated 

against specifications that the outsourcing facility established for the repackaged product prior to 

beginning the stability program. Specifications should be meaningful for the specific product 

being tested, and the outsourcing facility should have scientific justification for each 

specification. 

42 Appendix A applies only to biological products repackaged by outsourcing facilities, and it does not apply to 

prescription sets of allergenic extracts. BUDs for biological products mixed, diluted, or repackaged by state-

licensed pharmacies or Federal facilities that are not outsourcing facilities are addressed in section III.B.9, and 

BUDs for prescription sets of allergenic extracts are addressed in section III.C.5. 

43 See 21 CFR 211.166. 

44 See condition III.B.9 of this guidance. Note that under this condition, the BUD does not exceed the expiration date 

of the licensed biological product being repackaged, even if the BUD is assigned on the basis of stability testing 

under this appendix. 
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After specifications have been established, the outsourcing facility would conduct the testing 

described below on one lot of a particular biological product in the container into which it will be 

repackaged to establish the BUD for that product, and then the outsourcing facility would 

conduct these tests on one lot annually and whenever the formulation of the biological product 

being repackaged or the container into which it is being repackaged may have changed.45 In lieu 

of performing the testing itself, the outsourcing facility may contract with a testing facility to 

perform this testing.46 

When establishing the BUD for a repackaged biological product, if the data for any test does not 

meet the established specifications, the BUD is limited to the time point at which all of the data 

remained within specifications.47 For this reason, FDA recommends testing at one or more 

interim time points. If the data at the last time point do not confirm the stability of the product at 

the desired BUD (e.g., some measurements fall outside of the established specifications) but the 

data at the interim meet the established specifications, assigning a BUD equal to the interim time 

point would be consistent with the policies in this guidance. 

The stability studies are performed for each container-closure system to be used.  

FDA does not intend to take action against an outsourcing facility for non-compliance with 21 

CFR 211.166 when it repackages biological products in accordance with the conditions set forth 

in this guidance provided that it conducts a stability program that includes, at minimum, the 

following tests. The outsourcing facility conducts these tests at each time point, except where 

specified: 

1. Nondestructive Tests48 

The following tests are conducted to assure consistency with the biological product being 

repackaged and its approved labeling: 

 Appearance 

 Color and clarity 

45 This is intended to assure that the product remains stable under labeled storage conditions for the duration of the 

BUD in the event of a change in the formulation of the biological product being repackaged or in the container into 

which it will be repackaged that the outsourcing facility is not aware of. 

46 When an outsourcing facility seeks the services of a contract facility to perform all or part of the testing of a 

biological product, the outsourcing facility’s quality control unit is responsible for approving and rejecting 

biological products tested by the contractor, and the outsourcing facility is responsible for assuring the stability of 

the repackaged biological product. See 21 CFR 200.10(b) and 211.22(a). See also guidance for industry, Contract 

Manufacturing Arrangements for Drugs: Quality Agreements. We recommend that the testing facility be ISO 17025 

accredited. 

47 If the outsourcing facility receives failing results, it decreases the BUD to the time point at which all data 

remained within specifications and notifies its customers who received the product of the failing results and provides 

an alternate date by which the product should be used or discarded. 

48 If the container occludes visible determination of appearance, color, particulates, these tests are conducted without 

the container as part of the destructive tests (e.g., subvisible particulates). 
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 Visible particulates 

2. Destructive chemical tests 

The tests to be conducted include: 

 pH 

 Subvisible particles 

o (See e.g., USP Chapter <788> Particulate Matter in Injections or USP 

Chapter <789> Particulate Matter for Ophthalmic Solutions, as appropriate, 

for the route of administration. When the repackaged biological product being 

tested amounts to less than 1 mL, the outsourcing facility may complete this 

test by pooling a minimum of 10 units of the product and increasing the 

volume with particle free water in accordance with USP Chapter <788>. 

 Protein content 

o See USP Chapter <1057> Biotechnology-Derived Articles – Total Protein 

Assay). 

 Product-related impurities including, at a minimum, protein aggregation, and variants 

in the size and charge of the protein49 

 Potency 

o See Q6B Specifications: Test Procedures and Acceptance Criteria for 

Biotechnological/Biological Products (“ICH Q6B validated assay”) for 

developing a validated assay or purchasing a kit containing a validated assay. 

It is the outsourcing facility’s responsibility to select an appropriate kit and to 

demonstrate that it is using the kit properly and obtaining repeatable data. 

3. Sterility and container closure integrity tests 

 The outsourcing facility conducts a sterility test at the time when the product is 

repackaged 

o See 21 CFR 610.12 and USP Chapter <71> Sterility Tests.50 

49 In general, these impurities can be characterized by standard biochemical methods, including but not limited to 

SE-HPLC or SDS PAGE. 

50 Sterility testing should be conducted using USP General Chapter <71> Sterility Tests. Any other method used for 

sterility testing should be validated. 
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 The outsourcing facility conducts either a sterility test or a container closure integrity 

test 

o See USP Chapter <1207> Sterile Product Packaging—Integrity Evaluation) at 

additional time points.  

4. Shipping 

The outsourcing facility ensures that the biological product remains stable and maintains 

appropriate package integrity during shipping.  For example, the outsourcing facility ensures that 

the temperature throughout the shipping period does not deviate from the recommended storage 

temperature range set forth in the approved product labeling for the licensed biological product. 
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Appendix B 

Release Testing for Biological Products Mixed, Diluted, or Repackaged by Outsourcing 

Facilities 

21 CFR 211.165 and 211.167 require that finished drug products be tested to determine whether 

they meet final product specifications before their release for distribution.  21 CFR 211.22 

requires the establishment of a quality control unit, which is responsible for ensuring that the 

finished drug product is not released until this testing is conducted and the results confirm that 

the finished drug product meets specifications.  

 FDA does not intend to take action against an outsourcing facility for failing to 

conduct batch51 release testing under 21 CFR 211.165 and 211.167 for mixed, diluted, 

or repackaged biological products that are assigned a BUD that does not exceed the 

in-use time of the licensed biological product or 24 hours (in accordance with 

condition III.B.9 herein) and that are mixed, diluted, or repackaged in accordance 

with all of the other conditions of this guidance and any applicable requirements. 

 FDA does not intend to take action against an outsourcing facility for failing to 

conduct batch release testing under 21 CFR 211.165 and 211.167 for biological 

products that the outsourcing facility repackaged in accordance with the conditions of 

this guidance and that are assigned a BUD in accordance with Appendix A, provided 

that the outsourcing facility conducts the following release tests on each batch of 

biological products that it has repackaged and, except with respect to sterility testing, 

receives passing results prior to distribution: 

o Sterility (the outsourcing facility initiates sterility testing before release and 

notifies customers of any failing results) 

o Endotoxin52 

o Color 

o Clarity 

o Visible particulates 

o Subvisible particulates 

 FDA does not intend to take action against an outsourcing facility for failing to 

conduct batch release testing under 21 CFR 211.165 and 211.167 for prescription sets 

51 See definition of “batch” at 21 CFR 210.3(b)(2). 

52 For finished products repackaged from starting materials that are sterile and nonpyrogenic, endotoxin testing can 

be conducted on all starting materials (through testing of the starting materials, reliance on a statement of the limit 

met on a certificate of analysis, or where specified in an applicable USP monograph) or through testing of samples 

of the finished product. An outsourcing facility should not rely on the fact that a starting material is labeled 

nonpyrogenic to ensure that the finished product will meet the appropriate endotoxin limit because starting 

materials, including FDA-licensed products, may have been tested against different endotoxin limits, depending on 

the intended dose and the route of administration. See also the guidance for industry Pyrogens and Endotoxin 

Testing: Questions and Answers (June 2012), available at 

https://www.fda.gov/downloads/drugs/guidances/ucm310098.pdf. 
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that the outsourcing facility prepared in accordance with the conditions described in 

this guidance, provided that the outsourcing facility conducts the following release 

tests on each prescription set (at minimum, the first vial) that it has prepared, and it 

receives passing test results prior to distribution: 

o Sterility 

o Color 

o Visible particulates 

24 



 

 

 

 

 Attachment 3 



 

 

     
     

Damoth, Debbie@DCA 

From: General Board of Pharmacy Subscriber List <PHARM-GENERAL@DCALISTS.CA.GOV> on behalf of 
Board of Pharmacy <pharmacy.subscriberlist@DCA.CA.GOV> 

Sent: Tuesday, December 12, 2017 3:33 PM
To: PHARM-GENERAL@DCALISTS.CA.GOV 
Subject: CA State Board of Pharmacy Subscriber Alert 

Information reported at the November 2017 board meeting about pass rates for the California Practice Standards and 
Jurisprudence Examination for Pharmacists (CPJE) was incomplete. Updated CPJE statistics for April through September 
2017 are now posted online at: http://www.pharmacy.ca.gov/about/pass_rates.shtml.  The board apologizes for any 
confusion this may have caused.   

‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐‐ To unsubscribe from this email list please click on the link 
below and follow the instructions on the web page.  

https://www.dca.ca.gov/webapps/pharmacy/subscribe.php  

1 

https://www.dca.ca.gov/webapps/pharmacy/subscribe.php
http://www.pharmacy.ca.gov/about/pass_rates.shtml
mailto:PHARM-GENERAL@DCALISTS.CA.GOV
mailto:pharmacy.subscriberlist@DCA.CA.GOV
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California State Board of Pharmacy 
CPJE Statistics 

April – September 2017 

The charts below display data for all candidates who took the CPJE examination 
between April – September 2017, inclusive. 

The board also displays NAPLEX scores associated with any candidate who took  the  
CPJE during this six-month period and was reported to the board, regardless of when the 
NAPLEX may have been taken (it could have occurred outside the six-month reporting 
period noted above). Typically, the board reports CPJE performance data at six-month 
intervals.  

Overall Pass Rates 

CJPE P/F Frequency Percent 
Valid F 436 21.7 

P 1573 78.3 

Total 2009 100.0 

NAPLEX P/F Frequency Percent 

Valid F 121 6.4 

P 1770 93.6 

Total 1891 100.0 

Page 1 of 10 California Board of Pharmacy 
(Rev. 12/11/17) 



  
  

 
 

 

 

 
      

    

     
    

     

    
  

    

     
    

 
 

 

  
 

      

    
     

    

     
    

  

    
     

    
 
  

Location of School 

CJPE P/F 

F P Total 
California Count 80 861 941 

% within school 8.5% 91.5% 100.0% 

Other US Count 303 635 938 

% within school 32.3% 67.7% 100.0% 

Foreign Count 

% within school 

52 

40.6% 

76 

59.4% 

128 

100.0% 

Unclassified Count 1 1 2 

% within school 50.0% 50.0% 100.0% 

Total Count 436 1573 2009 

% within school 21.7% 78.3% 100.0% 

NAPLEX P/F 
F P Total 

California Count 43 853 896 

% within school 4.8% 95.2% 100.0% 

Other US Count 56 813 869 

% within school 6.4% 93.6% 100.0% 

Foreign Count 
% within school 

22 

17.7% 

102 

82.3% 

124 

100.0% 

Unclassified Count 0 2 2 

% within school 0.0% 100.0% 100.0% 

Total Count 121 1770 1891 

% within school 6.4% 93.6% 100.0% 

Page 2 of 10 California Board of Pharmacy 
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Gender 

CJPE P/F 

F P Total 
gender F Count 237 1033 1270 

% within gender 18.7% 81.3% 100.0% 

M Count 199 540 739 

% within gender 26.9% 73.1% 100.0% 

Total Count 436 1573 2009 

% within gender 21.7% 78.3% 100.0% 

NAPLEX P/F 

F P Total 
gender F Count 67 1132 1199 

% within gender 5.6% 94.4% 100.0% 

M Count 54 638 692 

% within gender 7.8% 92.2% 100.0% 

Total Count 121 1770 1891 

% within gender 6.4% 93.6% 100.0% 

Page 3 of 10 California Board of Pharmacy 
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California Schools 

CJPE P/F 

F P Total 
school UCSF Count 6 93 99 

% within school 6.1% 93.9% 100.0% 

UOP Count 19 178 197 

% within school 9.6% 90.4% 100.0% 

USC Count 10 152 162 

% within school 6.2% 93.8% 100.0% 

Western Count 7 114 121 

% within school 5.8% 94.2% 100.0% 

Loma Linda Count 7 64 71 

% within school 9.9% 90.1% 100.0% 

UCSD Count 3 52 55 

% within school 5.5% 94.5% 100.0% 

Touro U Count 8 83 91 

% within school 8.8% 91.2% 100.0% 

Cal Northstate Count 17 83 100 

% within school 17.0% 83.0% 100.0% 

Total Count 77 819 896 

% within school3 8.6% 91.4% 100.0% 

Page 4 of 10 California Board of Pharmacy 
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California Schools (continued) 

NAPLEX P/F 

F P Total 

school UCSF Count 1 98 99 

% within school 1.0% 99.0% 100.0% 

UOP Count 9 188 197 

% within school 4.6% 95.4% 100.0% 

USC Count 5 157 162 

% within school 3.1% 96.9% 100.0% 

Western Count 9 112 121 

% within school 7.4% 92.6% 100.0% 

Loma Linda Count 5 66 71 

% within school 7.0% 93.0% 100.0% 

UCSD Count 0 55 55 

% within school 0.0% 100.0% 100.0% 

Touro U Count 2 89 91 

% within school 2.2% 97.8% 100.0% 

Cal Northstate Count 12 88 100 

% within school3 12.0% 88.0% 100.0% 

Total Count 43 853 896 

% within school3 4.8% 95.2% 100.0% 

Page 5 of 10 California Board of Pharmacy 
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US Schools of Pharmacy 

CJPE P/F 

F P Total 
school graduated Auburn 1 0 1 
from Samford 0 1 1 

U of AZ 3 13 16 

UCSF 6 97 103 

U of Pacific 19 186 205 

USC 10 163 173 

U of CO 9 23 32 

U of Conn 0 5 5 

Howard DC 2 3 5 
FL A&M 2 2 4 

U of FL 5 12 17 

Mercer 3 4 7 
U of GA 1 2 3 

Idaho SU 2 2 4 

U of IL Chi 5 13 18 

Butler U 1 4 5 

Purdue 6 9 15 

Drake 2 6 8 
U of IA 1 4 5 

U of KS 8 4 12 

U of KY 0 3 3 
NE LA U 1 2 3 

Xavier 1 4 5 

U of MD 10 14 24 

MA Col Pharm 12 18 30 

NE-MA 5 12 17 

Ferris 3 2 5 
U of MI 1 9 10 

Wayne SU 0 1 1 

U of MN 3 5 8 
U of MS 1 0 1 

St. Louis Col of PH 4 13 17 

UMKC 2 3 5 
U of MT 3 3 6 

Page 6 of 10 California Board of Pharmacy 
(Rev. 12/11/17) 



  
  

   

 

 
 

   

    
 

 

  
  

 

 
 

 

 

 

 
  

 

 

 

 

 

 

  

   
 

  

 
  

 

 

 

Page 7 of 10

Creighton 3 18 21 

U of NE 2 1 3 

Rutgers 0 7 7 
U of NM 1 3 4 

Western 7 122 129 

Midwstern U Chicago 10 27 37 

A&M Schwartz 1 3 4 

St. Johns 3 1 4 

SUNY-Buff 6 6 12 

Union U 4 8 12 

UNC 1 5 6 

OH Nrthrn U 1 1 2 
OH State U 2 5 7 

U of Cinn 0 2 2 

U of Toledo 2 3 5 
U of OK 2 5 7 

OR State U 3 6 9 

Duquesne 3 2 5 
Phl C of Pharm 5 5 10 

Temple 4 5 9 

U of Pitt 3 5 8 
U of RI 0 3 3 

SD SU 2 0 2 

U of TN 1 0 1 
TX SO U 1 3 4 

U of Hous 1 4 5 

U of TX 0 5 5 
U of UT 2 5 7 

Med C of VA 4 2 6 

U of WA 2 9 11 

WA State U 4 3 7 

WV U 1 1 2 

U of WI-Mad 0 4 4 
U of WY 1 0 1 

Campbell U 1 3 4 

Nova Southeastern 0 7 7 
Wilkes University 0 2 2 

Texas Tech 1 3 4 

California Board of Pharmacy 
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Bernard J Dunn 4 4 8 

Midwestern AZ 12 29 41 

Nevada College of 13 43 56 

Pharm 

Loma Linda U 8 66 74 

UCSD 3 54 57 

MA School of Pharm 11 30 41 

- Worcester 

Palm Beach Atlantic 1 2 3 
University 

Lake Erie Col 7 11 18 

Touro U 9 85 94 

U of Charleston 2 3 5 

South U School of 1 2 3 
Pharm 

Hampton U (VA) 3 1 4 

Pac U of Or 5 13 18 

Wingate U 2 2 4 

U of Incarnate Word 1 4 5 

Sullivan U 2 6 8 
Cal Northstate 18 88 106 

Unclassified 1 1 2 

Other/FG 52 76 128 

U of HI - Hilo 7 25 32 

NE Ohio Universities 0 1 1 

Texas A&M 3 1 4 
Thomas Jefferson U 3 7 10 

Belmont U 0 1 1 

Harding U 1 2 3 
Husson U 3 2 5 

Appalachian College 2 2 4 
of Pharm 

Chicago St U 4 11 15 

U of New England 7 6 13 

Regis University 3 11 14 

Notre Dame of MD 0 7 7 

Union U 1 0 1 
St. John Fisher 6 4 10 

California Board of Pharmacy 
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Concordia U Coll 1 1 2 
Pharm 

Western NE U 0 2 2 

U of Saint Joseph 2 6 8 

Roosevelt U 0 2 2 
Presbyterian 1 1 2 

D'Youville 2 0 2 

Touro New York 7 11 18 

South College 2 4 6 

Manchester U 2 5 7 

SIUE 2 2 4 
Fairleigh Dickinson 1 1 2 

Cedarville U 2 1 3 

U of the Sciences 2 1 3 
UNTX Col of Pharm 1 0 1 

Total 436 1573 2009 
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Country 

CJPE P/F 

F P Total 
country Armenia 1 2 3 

Brazil 0 1 1 

Canada 1 3 4 
China 1 0 1 

Columbia 0 1 1 

Denmark 0 1 1 
Egypt 11 26 37 

Eritrea 1 0 1 

Spain 0 1 1 
France 1 1 2 

United Kingdom 0 2 2 

India 6 9 15 

Iraq 3 3 6 

Iran 1 2 3 

Italy 0 1 1 
Jordan 3 4 7 

S. Korea 0 1 1 

Lebanon 2 1 3 
Nigeria/New 3 1 4 
Guinea 

Philippines 9 10 19 

Pakistan 5 1 6 

Poland 0 1 1 
Russia 2 1 3 

Syria 2 2 4 

Thailand 0 1 1 
USA 383 1496 1879 

Venezuela 1 1 2 
Total 436 1573 2009 
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SUMMER STEPHAN, District Attorney 
County of San Diego 
THOMAS A. PAPAGEORGE, SBN 77690 
Deputy District Attorney 
STEPHEN M. SPINELLA, SBN 144732 
Deputy District Attorney 
Consumer Protection Unit 
330 W. Broadway, Suite 750 
San Diego, CA 92101 
Tel.: (619) 531-3971 
Fax: (619) 531-4481 
E-mail: Thomas.Papageorge@sdcda.org 

MICHAEL A. HESTRIN, District Attorney 
County of Riverside 
ELISE J. FARRELL, SBN 100929 
Senior Deputy District Attorney 
Special Prosecution Section 
3960 Orange Street, First Floor 
Riverside, CA 92501-3707 
Telephone: (951) 955-5400 

[Additional Attorneys for Plaintiff Listed on Following Page] 

Attorneys for Plaintiff 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO, CENTRAL DIVISION 

THE PEOPLE OF THE STATE OF CALIFORN1A, 

Plaintiff, 

V. 

TARGET CORPORATION, a Minnesota 
Corporation; 

Defendant. 

Case No. 
37-2017-00045228-CU-BT-CTL 

COMPLAINT FOR INJUNCTION 
AND OTHER EQUITABLE RELIEF 

ASSIGN TO MASTER CALENDAR 

COMPLAINT FOR INJUNCTION AND OTHER EQUITABLE RELIEF 

mailto:Thomas.Papageorge@sdcda.org
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[ Additional Attorneys for Plaintiff Continued From Previous Page] 

NANCY E. O'MALLEY, District Attorney 
County of Alameda 
MATTHEW L. BELTRAMO, SBN 184796 
Deputy District Attorney 
Consumer and Environmental Protection Division 
7677 Oakport Street, Suite 650 
Oakland, CA 94621 
Telephone: (510) 383-8600 

THE PEOPLE OF THE STATE OF CALIFORNIA (hereinafter sometimes "Plaintiff'), by 

and through its attorneys, SUMMER STEPHAN, San Diego County District Attorney, and 

Thomas A. Papageorge and Stephen M. Spinella, Deputy District Attorneys; and MICHAEL A. 

HESTRIN, Riverside County District Attorney, and Elise J. Farrell, Senior Deputy District 

Attorney; and NANCY E. O'MALLEY, Alameda County District Attorney, and Matthew L. 

Beltramo, Deputy District Attorney; and, acting on information and belief, allege as follows: 

JURISDICTION AND VENUE 

1. Venue is proper in this county pursuant to Business and Professions Code section 

17204, in that the violations alleged in this Complaint occurred in the County of San Diego and 

elsewhere in California. Defendant TARGET CORPORATION, a Minnesota Corporation, 

transacts business within the County of San Diego and throughout the State of California, and 

the alleged violations of Defendant are in violation of the law and public policy of the State of 

California. 

2. This court has jurisdiction pursuant to Article 6, section 10 of the California 

Constitution and section 393 of the Code of Civil Procedure. 

PARTIES 

3. PLAINTIFF THE PEOPLE OF THE STATE OF CALIFORNIA, acting to protect the 

public from unfair business practices, brings this action pursuant to sections 17203, 17204 and 

17206 of the Business and Professions Code (the Unfair Competition Law or "UCL"), and Title 

16, section 1707 .2 of the California Code of Regulations (Pharmacist Consulting). 
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4. Defendant TARGET CORPORATION (hereinafter sometimes "Target Corporation") 

1s a Minnesota corporation with its principal place of business at 1000 Nicollet Mall, 

Minneapolis, Minnesota. At all relevant times Target Corporation has transacted business within 

and from the County of San Diego, and throughout the State of California, through its ownership 

and operation of retail stores and pharmacies in San Diego County and elsewhere in California. 

5. During the times relevant to this action, Target Corporation was a major discount 

retailer and a major pharmacy healthcare provider engaged in the retail pharmacy business 

throughout the State of California. 

6. Whenever reference is made in this Complaint to any act or omission of Defendant 

Target Corporation, such allegation shall mean that the Defendant did the acts alleged through 

its officers, directors, agents, employees, agents or representatives who were acting within the 

course and scope of their authority. 

FIRST CAUSE OF ACTION 

Violation of Business and Professions Code section 17200 et seq. 

(Unfair Competition) 

7. The People reallege and incorporate by reference as if fully set forth herein 

paragraphs 1 through 6, above, and do further allege: 

8. Within four years of the date of this Complaint and continuing at least until December 

31 , 2015 , Target Corporation engaged in the following unlawful business acts or practices 

constituting unfair competition within the meaning of Business and Professions Code section 

17200 (Unfair Competition Law): Violations of Title 16, section 1707 .2 of the California Code 

of Regulations (Pharmacist Consulting), including but not limited to the failure of Target 

Corporation pharmacists in California to provide oral consultation to patients whenever a 

prescription drug has not previously been dispensed to a patient; or whenever a prescription drug 

has not been previously dispensed to a patient in the same dosage form, strength or with the 

same written directions. 

PRAYER 
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WHEREFORE, Plaintiff prays for judgment and relief as follows: 

1. That pursuant to Business and Professions Code section 17203 defendant Target 

Corporation, and its officers, directors, employees, agents, representatives, successors and 

assignees, and all persons, partnerships, corporations or other entities acting for, under, by or on 

behalf of Target Corporation, or acting in concert or participation with any of them with actual 

or constructive notice of this judgment, be permanently enjoined from the violations of Title 16, 

section 1707.2 of the California Code of Regulations (Pharmacist Consulting), and the Unfair 

Competition Law, as described above in this Complaint. 

2. That, pursuant to Business and Professions Code section 17206, Target Corporation 

be ordered to pay civil penalties for each violation of section 17200 as proved at trial. 

3. That Plaintiff be awarded its costs, including its cost of investigation and 

prosecution, and those of other law enforcement and regulatory agencies, as appropriate; and 

4. That Plaintiff have such other and further relief as the nature of the case may require 

and the Court deems appropriate. 

Respectfully submitted, 

Dated: )kif 28' 1 2D(1 SUMMER STEPHAN, District Attorney 
I 

County of San Diego 

By: a,n<h-4 ~~» 
THOMAS A. PAPAG O E 
Deputy District Attorney 

By: /2 :1~ ,-,,v( ~ - --

STEPHEN M. SP 
Deputy District Attorney 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 

By: ( /~~)-(_ :J ffcJuuft✓ 
ELISE J. FARRELL 
Senior Deputy District Attorney 
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ll (7i2) 17 NANCY E. O'MALLEY 
District Attorney, County of Alameda 

By: ~~I 6· ~fCMAHEW~BELTRAMO 
Deputy District Attorney 
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SUMMER STEPHAN 
District Attorney, County of San Diego 
THOMAS A. PAPAGEORGE, SBN 77690 
Deputy District Attorney Exempt from filing fee 
STEPHEN M. SPINELLA, SBN 144732 pursuant to Government Code §6103 
Deputy District Attorney 
Consumer Protection Unit 
330 W. Broadway, Suite 750 
San Diego, CA 92101 
Tel.:(619)531-3971 
Fax: (619) 531-4481 
E-mail: Thomas.Papageorge@sdcda.org 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 
ELISE J. FARRELL, SBN 100929 
Senior Deputy District Attorney 
Special Prosecution Section 
3960 Orange Street, First Floor 
Riverside, CA 92501-3707 
Telephone: (951) 955-5400 
E-mail: Ejfarrell@rivcoda.org 

(Additional Attorneys for Plaintiff Listed on Following Page] 

Attorneys for Plaintiff 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO, CENTRAL DIVISION 

THE PEOPLE OF TI-IE STA TE OF CALIFORNIA, 

Plaintiff,
V. 

TARGET CORPORATION, a Minnesota 
Corporation; 

Defendant.

Case No. 
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[ Additional Attorneys for Plaintiff Continued From Previous Page] 

NANCY E. O'MALLEY 
District Attorney, County of Alameda 
MATTHEW L. BELTRAMO, SBN 184796 
Deputy District Attorney 
Consumer and Environmental Protection Division 
7677 Oakport Street, Suite 650 
Oakland, CA 94621 
Telephone: (510) 383-8600 
E-mail: matt.beltramo@acgov.org 

Plaintiff, THE PEOPLE OF THE STATE OF CALIFORNIA, having filed its Complaint 

and appearing through its attorneys, SUMMER STEPHAN, San Diego County District 

Attorney, by Deputy District Attorneys Thomas A. Papageorge and Stephen M. Spinella; 

MICHAEL A. HESTRIN, Riverside County District Attorney, by Senior Deputy District 

Attorney Elise J. Farrell; and NANCY E. O'MALLEY, Alameda County District Attorney, by 

Deputy District Attorney Matthew L. Beltramo, and Defendant TARGET CORPORATION, a 

Minnesota Corporation (hereinafter sometimes "Defendant" or "Target Corporation"), appearing 

by and through its counsel, Morrison & Foerster, LLP, by David F. McDowell , Esq., hereby 

enter into this Stipulation for Entry of Final Judgment (the "Stipulation"), as follows: 

1. The parties have stipulated and consented to the entry of the Stipulated Final Judgment 

attached hereto as Exhibit 1, prior to the taking of proof, without trial or adjudication of any 

issues of law or fact herein, and without the Stipulated Final Judgment constituting evidence or 

an admission of liability or wrongdoing by any party. 

2. This Court has jurisdiction over the subject matter of the Complaint and all parties. 

3. Plaintiff and Defendant, and each of them, waive the right to appeal, to attempt to set 

aside or vacate, or otherwise to attack, directly or collaterally, the Stipulated Final Judgment 

attached hereto as Exhibit 1. 

4. Plaintiff and Defendant stipulate that this Stipulation for Entry of Final Judgment may 

be signed by all the parties by signature in counterpa11. 
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5. Plaintiff and Defendant stipulate that the Stipulated Final Judgment attached hereto as 

Exhibit 1 may be signed by any Judge of the Superior Court of the State of California, County of 

San Diego, and entered by the Clerk without notice, provided that this Stipulation for Entry of 

Final Judgment has been executed by counsel listed below. 

ATTORNEYS FOR PLAINTIFF: 

Dated: j/r1ve.l'l~-e- .2.i:J-1 :2 cJ J 1 

Dated: I! /2g- L·z------'--+7-----=-------1-,-'--1-1----

Dated: 

ATTORNEYS FOR DEFENDANT: 

SUMMER STEPHAN 
Ddrict Attorney, Coun;1:)ofSan Diego 

0 

By: 4ii~tc7~t~ 
THOMASA.PAPAGERG 

0 

-0 
Deputy District Attorney 

By: ~~--~ 
STEPHEN M. SPTt4ELLA 
Deputy District Attorney 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 

By: l.k 'T 'tfcu~d/_, 
ELISE J. FARRELL 
Sr. Deputy District Attorney 

NANCY E. O'MALLEY 
District Attorney, County of Alameda 

By: .J},t.:..v,.,. cr:r--
MA THEW L. BELTRAMO 
Depiliy District Attorney 

Attorneys for Plaintiff the People of the 
State of California 
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F. McDOWELL, ESQ. 

Dated: µ~h.-

By: 

Attorneys for Defendant Target Corporation, 
a Minnesota Corporation 
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SUMMER STEPHAN 
District Attorney, County of San Diego 
THOMAS A. PAPAGEORGE, SBN 77690 
Deputy District Attorney Exempt from filing fee 
STEPHEN M. SPINELLA, SBN 144 732 pursuant to Government Code §6103 
Deputy District Attorney 
Consumer Protection Unit 
330 W. Broadway, Suite 750 
San Diego, CA 92101 
Tel.: (619) 531-3971 
Fax: (619) 531-4481 
E-mail: Thomas.Papageorge@sdcda.org 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 
ELISE J. FARRELL, SBN 100929 
Senior Deputy District Attorney 
Special Prosecution Section 
3960 Orange Street, First Floor 
Riverside, CA 92501-3707 
Telephone: (951) 955-5400 
E-mail: Ejfarrell@rivcoda.org 

[Additional Attorneys for Plaintiff Listed on Following Page] 

Attorneys for Plaintiff 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO, CENTRAL DIVISION 

THE PEOPLE OF THE STATE OF CALIFORNIA, 

Plaintiff

V. 

TARGET CORPORATION, a Minnesota 
Corporation; 

Defendant

Case No. 

STIPULATED FINAL JUDGMENT 

, 

. 

1 

EXHIBIT 1
STIPULATED FINAL JUDGMENT 
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[ Additional Attorneys for Plaintiff Continued From Previous Page] 

NANCY E. O'MALLEY 
District Attorney, County of Alameda 
MATTHEW L. BELTRAMO, SBN 184796 
Deputy District Attorney 
Consumer and Environmental Protection Division 
7677 Oakpmi Street, Suite 650 
Oakland, CA 94621 
Telephone: (510) 383-8600 
E-mail: matt. beltramo@acgov.org 

Plaintiff, THE PEOPLE OF THE STATE OF CALIFORNIA, through its attorneys, 

SUMMER STEPHAN, San Diego County District Attorney, by Deputy District Attorneys 

Thomas A. Papageorge and Stephen M. Spinella; MICHAEL A. HESTRIN, District Attorney of 

Riverside County, by Senior Deputy District Attorney Elise J. Farrell; and NANCY E. 

O'MALLEY, District Attorney of Alameda County, by Deputy District Attorney Matthew F. 

Beltramo, and Defendant TARGET CORPORATION a Minnesota Corporation (hereinafter 

sometimes "Target Corporation"), by and through its counsel, Morrison & Foerster, LLP, by 

David F. McDowell, Esq., having stipulated to the entry of this Stipulated Final Judgment (the 

"Judgment") before trial, without this Judgment constituting evidence against or an admission of 

any party regarding any issue of law or fact, or liability or damages alleged in the Complaint; 

Defendant Target Corporation having provided sufficient proof that it has depaiied from the 

California pharmacy marketplace; all parties having waived the right to appeal; and the Court 

having considered the pleadings and good cause appearing: 

IT IS HEREBY ORDERED, ADJUDGED AND DECREED that Plaintiff have judgment 

against Defendants as follows: 

JURISDICTION AND VENUE 

I. This action is brought under the laws of the State of California and this Court has 

jurisdiction of the subject matter and the parties hereto. 

Ill 
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APPLICABILITY 

2. All provisions of this Judgment are applicable to defendant Target Corporation, and to 

its officers, directors, employees, agents, representatives, predecessors, successors and assigns, 

and to all persons and other entities acting under or on behalf of Target Corporation, with actual 

or constructive notice of this Judgment, in connection with sales of prescription drugs at all 

Target Corporation pharmacy stores in California, including any Target Corporation pharmacy 

locations opened after the entry of this Judgment ( collectively "Enjoined Persons"), except the 

injunctive provisions of paragraph 3 below, which injunctive provisions shall only be applicable 

to the Enjoined Persons if defendant Target Corporation enters or re-enters the California 

pharmacy marketplace within five years of the date of entry of this Judgment, in which 

circumstance the injunctive provisions of paragraph 3 below shall apply to the Enjoined Persons 

for a period of five years from the date of such entry or re-entry into the California pharmacy 

marketplace. All obligations imposed upon Enjoined Persons by the terms of this Judgment are 

ordered pursuant to California Business and Professions Code section 17203. 

INJUNCTION 

3. Pursuant to Business and Professions Code section 17203, and in connection with the 

sale of prescription drugs at all Target Corporation pharmacy stores in California, Enjoined 

Persons are ordered for the five years following the date of entry of this Judgment to comply 

with the requirements of California Code of Regulations Title 16, section 1707.2 (the 

"Regulation"), in its present form and in whatever form the Regulation may take if it is amended 

or altered in the future. At present, this includes the requirement that a pharmacist shall 

personally provide oral consultation to his or her patient or the patient's agent for drug 

dispensations in any care setting in which the patient or agent is present and: 

(a) the patient or the patient's agent requests counseling; 

(b) the pharmacist deems it warranted in the exercise of his or her professional judgment; 

(c) the prescription drug has not previously been dispensed to the patient; or 

(d) the prescription drug has not previously been dispensed to the patient in the same 

dosage form, strength or with the same written directions by the pharmacy; 
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Provided, however, that pharmacist consultation covered by this paragraph shall not be 

required in the above instances when the patient or the patient's agent refuses such consultation; 

and further provided that, pursuant to the provisions of paragraph 2 of this Judgment, the 

injunction in this paragraph shall only be applicable to the Enjoined Persons if defendant Target 

Corporation enters or re-enters the California pharmacy marketplace within five years of the 

date of entry of this Judgment, in which circumstance the injunctive provisions of this paragraph 

shall apply to the Enjoined Persons for a period of five years from the date of such entry or re

entry into the California pharmacy marketplace. 

MONETARY RELIEF 

8. Upon entry of this Judgment, defendant Target Corporation shall pay by separate checks 

to the entities listed below the entities' costs of investigation in the total amount of $41,250, 

which shall be payable as follows: 

a. $11,250 to the San Diego County District Attorney's Office; 

b. $11,250 to the Riverside County District Attorney's Office; 

c. $11 ,250 to the Alameda County District Attorney's Office; 

d. $5,000 to the California State Board of Pharmacy; and 

e. $2,500 to the Consumer Protection Prosecution Trust Fund. 

9. As provided by and pursuant to Business and Professions Code section 17206, upon 

entry of this Judgment, defendant Target Corporation shall collectively pay to Plaintiff as civil 

penalties the sum of $90,000, divided into three checks in the amount of $30,000 each and made 

payable to the following entities: San Diego County District Attorney ' s Office; Riverside 

County District Attorney's Office; Alameda County District Attorney's Office. 

10. All payments made pursuant to this Judgment and all correspondence required m 

conjunction with the Judgment shall be delivered to: 

Thomas A. Papageorge, Head 
Consumer Protection Unit 
San Diego County District Attorney's Office 
330 West Broadway, Suite 750 
San Diego, California 92101 
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DISCLAIMER OF ADMISSION OF LIABILITY 

11. This Judgment is not to be construed as an admission of liability by any party, or a 

finding of liability against any party. This Judgment was entered into as a result of a stipulation 

of the parties, without admissions or findings of fact or law, and without any admission by 

Target Corporation or by any party of liability, wrongdoing, illegality, or of any fact alleged in 

the Complaint. To the extent permitted by law, all information and communications relating to 

the negotiations of the settlement reflected in this Judgment shall remain confidential. 

MATTERS COVERED BY THIS FINAL JUDGMENT 

12. This Stipulated Final Judgment is in full and final settlement of and release of all 

civil and administrative claims and remedies by or on behalf of the People of the State of 

California, including claims by the California Board of Pharmacy, that were or could have been 

brought against Target Corporation or its parent corporations, affiliates, predecessors or related 

entities under Business and Professions Code section 17200 et seq. and/or related trade 

regulation laws pertaining in any way to their compliance with the pharmacist consultation 

requirements of California Code of Regulations Title 16, section 1707 .2 (the "Regulation") in all 

Target Corporation pharmacy stores in and throughout California up to and including the date 

of entry of this Judgment. 

RETENTION OF JURISDICTION 

13. Jurisdiction is retained by the Court for the purpose of enabling any party to the 

Judgment to apply to the Court at any time for such fmiher orders and directions as may be 

necessary and appropriate for the construction or carrying out of injunctive provisions of this 

Judgment, for the modification, release, or dissolution of any injunctive provisions contained in 

this Judgment, and for the enforcement of compliance with this Judgment or the punishment of 

violations of the Judgment. 

14. Nothing in this Judgment shall be construed as relieving Enjoined Persons of their 

obligation to comply, or prohibiting Enjoined Persons from complying, with all applicable state 

and federal laws, regulations and rules; nor shall any of the provisions of this Judgment be 

deemed to be permission to engage in any acts or practices prohibited by such laws, regulations 
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or rules. 

15. The injunctive provisions of this Judgment are in addition to all other obligations and 

duties imposed by law. 

16. The Clerk shall enter this Final Judgment, consisting of six pages, forthwith. 

Dated: -----, 2017 
JUDGE OF THE SUPERIOR COURT, 
COUNTY OF SAN DIEGO 
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SUMMER STEPHAN 
District Attorney, County of San Diego 
THOMAS A. PAPAGEORGE, SBN 77690 
Deputy District Attorney Exempt from filing fee 
STEPHEN M. SPINELLA, SBN 144732 pursuant to Government Code §6103 
Deputy District Attorney 
Consumer Protection Unit 
330 W. Broadway, Suite 750 
San Diego, CA 92101 
Tel.: (619) 531-3971 
Fax: (619) 531-4481 
E-mail: Thomas.Papageorge@sdcda.org 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 
ELISE J. FARRELL, SBN 100929 
Senior Deputy District Attorney 
Special Prosecution Section 
3960 Orange Street, First Floor 
Riverside, CA 92501-3 707 
Telephone: (951) 955-5400 
E-mail: Ejfarrell@rivcoda.org 

[Additional Attorneys for Plaintiff Listed on Following Page] 

Attorneys for Plaintiff 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO, CENTRAL DIVISION 

Case No. 37.2011-0004s22s-eu-BT-CTL 

STIPULATED FINAL JUDGMENT 
THE PEOPLE OF THE STA TE OF CALIFORNIA, 

Plaintiff

V. 

TARGET CORPORATION, a Minnesota 
Corporation; 

Defendant

, 

. 
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[ Additional Attorneys for Plaintiff Continued From Previous Page] 

NANCY E. O'MALLEY 
District Attorney, County of Alameda 
MATTHEWL. BELTRAMO, SBN 184796 
Deputy District Attorney 
Consumer and Environmental Protection Division 
7677 Oakport Street, Suite 650 
Oakland, CA 94621 
Telephone: (510) 3 83-8600 
E-mail: matt.beltramo@acgov.org 

Plaintiff, THE PEOPLE OF THE STATE OF CALIFORNIA, through its attorneys, 

SUMMER STEPHAN, San Diego County District Attorney, by Deputy District Attorneys 

Thomas A. Papageorge and Stephen M. Spinella; MICHAEL A. HESTRIN, District Attorney of 

Riverside County, by Senior Deputy District Attorney Elise J. Farrell; and NANCY E. 

O'MALLEY, District Attorney of Alameda County, by Deputy District Attorney Matthew F. 

Beltramo, and Defendant TARGET CORPORATION a Minnesota Corporation (hereinafter 

sometimes "Target Corporation"), by and through its counsel, Morrison & Foerster, LLP, by 

David F. McDowell, Esq., having stipulated to the entry of this Stipulated Final Judgment (the 

"Judgment") before trial, without this Judgment constituting evidence against or an admission of 

any party regarding any issue of law or fact, or liability or damages alleged in the Complaint; 

Defendant Target Corporation having provided sufficient proof that it has departed from the 

California pharmacy marketplace; all parties having waived the right to appeal; and the Court 

having considered the pleadings and good cause appearing: 

IT IS HEREBY ORDERED, ADJUDGED AND DECREED that Plaintiff have judgment 

against Defendants as follows: 

JURISDICTION AND VENUE 

1. This action is brought under the laws of the State of California and this Court has 

jurisdiction of the subject matter and the parties hereto. 

/// 
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APPLICABILITY 

2. All provisions of this Judgment are applicable to defendant Target Corporation, and to 

its officers, directors, employees, agents, representatives, predecessors, successors and assigns, 

and to all persons and other entities acting under or on behalf of Target Corporation, with actual 

or constructive notice of this Judgment, in connection with sales of prescription drugs at all 

Target Corporation pharmacy stores in California, including any Target Corporation pharmacy 

locations opened after the entry of this Judgment ( collectively "Enjoined Persons"), except the 

injunctive provisions of paragraph 3 below, which injunctive provisions shall only be applicable 

to the Enjoined Persons if defendant Target Corporation enters or re-enters the California 

pharmacy marketplace within five years of the date of entry of this Judgment, in which 

circumstance the injunctive provisions of paragraph 3 below shall apply to the Enjoined Persons 

for a period of five years from the date of such entry or re-entry into the California pharmacy 

marketplace. All obligations imposed upon Enjoined Persons by the terms of this Judgment are 

ordered pursuant to California Business and Professions Code section 17203. 

INJUNCTION 

3. Pursuant to Business and Professions Code section 17203, and in connection with the 

sale of prescription drugs at all Target Corporation pharmacy stores in California, Enjoined 

Persons are ordered for the five years following the date of entry of this Judgment to comply 

with the requirements of California Code of Regulations Title 16, section 1707.2 (the 

"Regulation"), in its present form and in whatever form the Regulation may take if it is amended 

or altered in the future. At present, this includes the requirement that a pharmacist shall 

personally provide oral consultation to his or her patient or the patient's agent for drug 

dispensations in any care setting in which the patient or agent is present and: 

(a) the patient or the patient's agent requests counseling; 

(b) the pharmacist deems it warranted in the exercise of his or her professional judgment; 

(c) the prescription drug has not previously been dispensed to the patient; or 

(d) the prescription drug has not previously been dispensed to the patient in the same 

dosage form, strength or with the same written directions by the pharmacy; 
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Provided, however, that pharmacist consultation covered by this paragraph shall not be 

required in the above instances when the patient or the patient's agent refuses such consultation; 

and further provided that, pursuant to the provisions of paragraph 2 of this Judgment, the 

injunction in this paragraph shall only be applicable to the Enjoined Persons if defendant Target 

Corporation enters or re-enters the California pharmacy marketplace within five years of the 

date of entry of this Judgment, in which circumstance the injunctive provisions of this paragraph 

shall apply to the Enjoined Persons for a period of five years from the date of such entry or re

entry into the California pharmacy marketplace. 

MONETARY RELIEF 

8. Upon entry of this Judgment, defendant Target Corporation shall pay by separate checks 

to the entities listed below the entities' costs of investigation in the total amount of $41,250, 

which shall be payable as follows: 

a. $11,250 to the San Diego County District Attorney's Office; 

b. $11,250 to the Riverside County District Attorney's Office; 

c. $11,250 to the Alameda County District Attorney's Office; 

d. $5,000 to the California State Board of Pharmacy; and 

e. $2,500 to the Consumer Protection Prosecution Trust Fund. 

9. As provided by and pursuant to Business and Professions Code section 17206, upon 

entry of this Judgment, defendant Target Corporation shall collectively pay to Plaintiff as civil 

penalties the sum of $90,000, divided into three checks in the amount of $30,000 each and made 

payable to the following entities: San Diego County District Attorney's Office; Riverside 

County District Attorney's Office; Alameda County District Attorney's Office. 

10. All payments made pursuant to this Judgment and all correspondence required in 

conjunction with the Judgment shall be delivered to: 

Thomas A. Papageorge, Head 
Consumer Protection Unit 
San Diego County District Attorney's Office 
330 West Broadway, Suite 750 
San Diego, California 92101 
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DISCLAIMER OF ADMISSION OF LIABILITY 

11. This Judgment is not to be construed as an admission of liability by any party, or a 

finding of liability against any party. This Judgment was entered into as a result of a stipulation 

of the parties, without admissions or findings of fact or law, and without any admission by 

Target Corporation or by any party of liability, wrongdoing, illegality, or of any fact alleged in 

the Complaint. To the extent permitted by law, all information and communications relating to 

the negotiations of the settlement reflected in this Judgment shall remain confidential. 

MATTERS COVERED BY THIS FINAL JUDGMENT 

12. This Stipulated Final Judgment is in full and final settlement of and release of all 

civil and administrative claims and remedies by or on behalf of the People of the State of 

California, including claims by the California Board of Pharmacy, that were or could have been 

brought against Target Corporation or its parent corporations, affiliates, predecessors or related 

entities under Business and Professions Code section 17200 et seq. and/or related trade 

regulation laws pertaining in any way to their compliance with the pharmacist consultation 

requirements of California Code of Regulations Title 16, section 1707 .2 ( the "Regulation") in all 

Target Corporation pharmacy stores in and throughout California up to and including the date 

of entry of this Judgment. 

RETENTION OF JURISDICTION 

13. Jurisdiction is retained by the Court for the purpose of enabling any party to the 

Judgment to apply to the Court at any time for such further orders and directions as may be 

necessary and appropriate for the construction or carrying out of injunctive provisions of this 

Judgment, for the modification, release, or dissolution of any injunctive provisions contained in 

this Judgment, and for the enforcement of compliance with this Judgment or the punishment of 

violations of the Judgment. 

14. Nothing in this Judgment shall be construed as relieving Enjoined Persons of their 

obligation to comply, or prohibiting Enjoined Persons from complying, with all applicable state 

and federal laws, regulations and rules; nor shall any of the provisions of this Judgment be 

deemed to be permission to engage in any acts or practices prohibited by such laws, regulations 
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15. The injunctive provisions of this Judgment are in addition to all other obligations and 

duties imposed by law. 

16. The Clerk shall enter this Final Judgment, consisting of six pages, forthwith. 

Dated: I;; --r: ,2011 K&mnetb J. Medel 
JUDGE OF THE SUPERIOR COURT, 
COUNTY OF SAN DIEGO 
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SUMMER STEPHAN 
District Attorney, County of San Diego 
THOMAS A. PAPAGEORGE, SBN 77690 
Deputy District Attorney 
STEPHEN M. SPINELLA, SBN 144 732 
Deputy District Attorney 
Consumer Protection Unit 
330 W. Broadway, Suite 750 
San Diego, CA 92101 
Tel.: (619) 531-3971 

. Fax: (619) 531-4481 
E-mail: Thomas.Papageorge@sdcda.org 

MICHAEL A. HESTRIN 
District Attorney, County of Riverside 
ELISE J. FARRELL, SBN 100929 
Senior Deputy District Attorney 
Special Prosecution Section 
3960 Orange Street, First Floor 
Riverside, CA 92501-3707 
Telephone: (951) 955-5400 
E-mail: Ejfarrell@rivcoda.org 

Exempt from filing fee 
pursuant to Government Code §6103 

[Additional Attorneys for Plaintiff Listed on Following Page] 

Attorneys for Plaintiff 

SUPERIOR COURT OF THE STATE OF CALIFORNIA 

COUNTY OF SAN DIEGO, CENTRAL DIVISION 

THE PEOPLE OF THE STA TE OF CALIFORNIA, 

Plaintiff, 
V. 

TARGET CORPORATION, a Minnesota 
Corporation; 

Defendant. 

1 

Case No. 

STIPULATED FINAL JUDGMENT 
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[ Additional Attorneys for Plaintiff Continued From Previous Page] 

NANCY E. O'MALLEY 
District Attorney, County of Alameda 
MATTHEW L. BELTRAMO, SBN 184796 
Deputy District Attorney 
Consumer and Environmental Protection Division 
7677 Oakport Street, Suite 650 
Oakland, CA 94621 
Telephone: (510) 383-8600 
E-mail: matt.beltramo@acgov.org 

Plaintiff, THE PEOPLE OF THE STATE OF CALIFORNIA, through its attorneys, 

SUMMER STEPHAN, San Diego County District Attorney, by Deputy District Attorneys 

Thomas A. Papageorge and Stephen M. Spinella; MICHAEL A. HESTRIN, District Attorney of 

Riverside County, by Senior Deputy District Attorney Elise J. Farrell; and NANCY E. 

O'MALLEY, District Attorney of Alameda County, by Deputy District Attorney Matthew F. 

Beltramo, and Defendant TARGET CORPORATION a Minnesota Corporation (hereinafter 

sometimes "Target Corporation"), by and through its counsel, Morrison & Foerster, LLP, by 

David F. McDowell, Esq., having stipulated to the entry of this Stipulated Final Judgment (the 

"Judgment") before trial, without this Judgment constituting evidence against or an admission of 

any party regarding any issue of law or fact, or liability or damages alleged in the Complaint; 

Defendant Target Corporation having provided sufficient proof that it has departed from the 

California pharmacy marketplace; all parties having waived the right to appeal; and the Court 

having considered the pleadings and good cause appearing: 

IT IS HEREBY ORDERED, ADJUDGED AND DECREED that Plaintiff have judgment 

against Defendants as follows: 

JURISDICTION AND VENUE 

1. This action is brought under the laws of the State of California and this Court has 

jurisdiction of the subject matter and the parties hereto. 

/// 
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APPLICABILITY 

2. All provisions of this Judgment are applicable to defendant Target Corporation, and to 

its officers, directors, employees, agents, representatives, predecessors, successors and assigns, 

and to all persons and other entities acting under or on behalf of Target Corporation, with actual 

or constructive notice of this Judgment, in connection with sales of prescription drugs at all 

Target Corporation pharmacy stores in California, including any Target Corporation pharmacy 

locations opened after the entry of this Judgment ( collectively "Enjoined Persons"), except the 

injunctive provisions of paragraph 3 below, which injunctive provisions shall only be applicable 

to the Enjoined Persons if defendant Target Corporation enters or re-enters the California 

pharmacy marketplace within five years of the date of entry of this Judgment, in which 

circumstance the injunctive provisions of paragraph 3 below shall apply to the Enjoined Persons 

for a period of five years from the date of such entry or re-entry into the California pharmacy 

marketplace. All obligations imposed upon Enjoined Persons by the terms of this Judgment are 

ordered pursuant to California Business and Professions Code section 17203. 

INJUNCTION 

3. Pursuant to Business and Professions Code section 17203, and in connection with the 

sale of prescription drugs at all Target Corporation pharmacy stores in California, Enjoined 

Persons are ordered for the five years following the date of entry of this Judgment to comply 

witb the requirements of California Code of Regulations Title 16, section 1707.2 (the 

"Regulation"), in its present form and in whatever fonn the Regulation may take if it is amended 

or altered in the future. At present, this includes the requirement that a pharmacist shall 

personally provide oral consultation to his or her patient or the patient's agent for drug 

dispensations in any care setting in which the patient or agent is present and: 

(a) the patient or the patient's agent requests counseling; 

(b) the pharmacist deems it warranted in the exercise of his or her professional judgment; 

(c) the prescription drug has not previously been dispensed to the patient; or 

(d) the prescription drug has not previously been dispensed to the patient in the same 

dosage form, strength or with the same written directions by the pharmacy; 
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Provided, however, that pharmacist consultation covered by this paragraph shall not be 

required in the above instances when the patient or the patient's agent refuses such consultation; 

and further provided that, pursuant to the provisions of paragraph 2 of this Judgment, the 

injunction in this paragraph shall only be applicable to the Enjoined Persons if defendant Target 

Corporation enters or re-enters the California pharmacy marketplace within five years of the 

date of entry of this Judgment, in which circumstance the injunctive provisions of this paragraph 

shall apply to the Enjoined Persons for a period of five years from the date of such entry or re

entry into the California pharmacy marketplace. 

MONETARY RELIEF 

8. Upon entry of this Judgment, defendant Target Corporation shall pay by separate checks 

to the entities listed below the entities' costs of investigation in the total amount of $41,250, 

which shall be payable as follows: 

a. $11,250 to the San Diego County District Attorney's Office; 

b. $11,250 to the Riverside County District Attorney's Office; 

c. $11,250 to the Alameda County District Attorney's Office; 

d. $5,000 to the California State Board of Pharmacy; and 

e. $2,500 to the Consumer Protection Prosecution Trust Fund. 

9. As provided by and pursuant to Business and Professions Code section 17206, upon 

entry of this Judgment, defendant Target Corporation shall collectively pay to Plaintiff as civil 

penalties the sum of $90,000, divided into three checks in the amount of $30,000 each and made 

payable to the following entities: San Diego County District Attorney's Office; Riverside 

County District Attorney's Office; Alameda County District Attorney's Office. 

10. All payments made pursuant to this Judgment and all correspondence required in 

conjunction with the Judgment shall be delivered to: 

Thomas A. Papageorge, Head 
Consumer Protection Unit 
San Diego County District Attorney's Office 
330 West Broadway, Suite 750 
San Diego, California 92101 
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DISCLAIMER OF ADMISSION OF LIABILITY 

11. This Judgment is not to be construed as an admission of liability by any party, or a 

finding of liability against any party. This Judgment was entered into as a result of a stipulation 

of the parties, without admissions or findings of fact or law, and without any admission by 

Target Corporation or by any party of liability, wrongdoing, illegality, or of any fact alleged in 

the Complaint. To the extent permitted by law, all information and communications relating to 

the negotiations of the settlement reflected in this Judgment shall remain confidential. 

MATTERS COVERED BY THIS FINAL JUDGMENT 

12. This Stipulated Final Judgment is in full and final settlement of and release of all 

civil and administrative claims and remedies by or on behalf of the People of the State of 

California, including claims by the California Board of Pharmacy, that were or could have been 

brought against Target Corporation or its parent corporations, affiliates, predecessors or related 

entities under Business and Professions Code section 17200 et seq. and/or related trade 

regulation laws pertaining in any way to their compliance with the pharmacist consultation 

requirements of California Code ofRegulations Title 16, section 1707.2 (the "Regulation") in all 

Target Corporation pharmacy stores in and throughout California up to and including the date 

of entry of this Judgment. 

RETENTION OF JURISDICTION 

13. Jurisdiction is retained by the Court for the purpose of enabling any party to the 

Judgment to apply to the Court at any time for such further orders and directions as may be 

necessary and appropriate for the construction or carrying out of injunctive provisions of this 

Judgment, for the modification, release, or dissolution of any injunctive provisions contained in 

this Judgment, and for the enforcement of compliance with this Judgment or the punishment of 

violations of the Judgment. 

14. Nothing in this Judgment shall be construed as relieving Enjoined Persons of their 

obligation to comply, or prohibiting Enjoined Persons from complying, with all applicable state 

and federal laws, regulations and rules; nor shall any of the provisions of this Judgment be 

deemed to be permission to engage in any acts or practices prohibited by such laws, regulations 
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15. The injunctive provisions of this Judgment are in addition to all other obligations and 

duties imposed by law. 

16. The Clerk shall enter this Final Judgment, consisting of six pages, forthwith. 

Dated: /) -<t ,2017 Ke11!netn J. Medel 
JUDGE OF THE SUPERJOR COURT, 
COUNTY OF SAN DIEGO 
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