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Medication Compounding Certification Option 
The Joint Commission has evaluated sterile and non-sterile medication compounding practices 
for many years during its accreditation surveys.  However, more recently we have received 
considerable feedback from our accredited customers indicating the need for a more focused 
and specialized evaluation of the facilities’ compounding practices that would also serve to meet 
the expectations of regulatory oversight bodies.  With the needs of our customers in mind, we 
have decided to develop an optional Medication Compounding Certification Program that will 
greatly enhance the depth and specificity with which we evaluate compounding practices.  The 
basis for the enhanced standards are the sterile and non-sterile compounding requirements 
issued by the United States Pharmacopeia (USP) in its chapters <797> and <795>. Compliance 
with the standards will be assessed by pharmacist surveyors that have undergone specific 
training in evaluating USP compliance.  Facilities performing compounding pharmaceuticals 
services may elect to pursue this optional certification, which is scheduled to launch in January 
of 2017.   
 
Facts about the Medication Compounding Certification Program: 
 

Eligibility – Joint Commission’s Medication Compounding Certification (MDC) can be 
achieved by hospital pharmacies or home care pharmacies that provide sterile and non-
sterile compounding services.  
Note:   This certification option is available to non-accredited organizations. 
 
Award Length – Two years 
 
Certification Standards – MDC standards are based on the sterile and non-sterile 
compounding requirements issued by the United States Pharmacopeia (USP) in its 
chapters <797> and <795>.  When chapter <800> is published later in 2017, those 
requirements will be added to the MDC program. 
 
Review Process - Compliance with the standards will be assessed during an on-site 
review conducted by pharmacist reviewers that have undergone specific training in 
evaluating USP compliance. 
 
Review length - 1-2 days for most pharmacies depending upon the number of locations 
in your organization conducting sterile compounding services 
 
Pricing - The total estimated certification fees are projected to be $10,000, which 
include 2 annual fees ($3600 each) and one on-site review fee ($2,000 for the first day, 
$800 each additional day that may be needed).  
 
Pricing is projected based on assumptions about the Certification review length. Actual 
review days/length may vary, based on the number of locations where compounding 
pharmacy services are provided. Actual fees may vary based on the review duration. 
 

Consideration for State Hospital Associations 
This past summer the Michigan Hospital Association reached out to the Joint Commission as 
their state had passed a Compounding Pharmacy Law that included a provision requiring 



pharmacies that perform sterile compounding services to obtain accreditation from one of two 
other national accrediting bodies.  The law required the pharmacies to have an application 
submitted prior to October 1, 2016.   The Michigan Hospital Association’s members had 
expressed a desire to have the Joint Commission be their accreditor of choice for Compounding 
pharmacy services, however given that we did not yet have a program, the Joint Commission 
was not named as one of the approved accrediting bodies.  At that time the Joint Commission 
was in the process of developing a certification program for Medication Compounding, but it was 
not anticipated to launch until January 2017.  With assistance from the Michigan Hospital 
Association the Joint Commission was able to present the details of our anticipated program to 
the Michigan Board of Pharmacy for their consideration and the Board did approve the Joint 
Commission’s Medication Compounding certification program as a viable option for pharmacies 
in meeting the accreditation requirement of the law.   We implemented a fast track process for 
Michigan pharmacies to allow them to apply prior to the deadline, and will conduct over 80 
Medication Compounding reviews in the first half of 2017 allowing Michigan hospital pharmacies 
the ability to meet the June 31, 2017 accreditation deadline put forth by the Board of Pharmacy. 
 
Like Michigan, many state legislatures and Boards of Pharmacy are moving forward with 
requirements for pharmacies that perform sterile compounding services to be compliant with 
USP <797>.  Some state Boards are conducting their own inspection for USP compliance, and 
others are looking to national accrediting bodies to conduct the onsite reviews.  If your state 
begins to look at mandating compliance with USP for your hospital’s pharmacies, please, feel 
free to reach out to Jennifer Hoppe (630-792-5261) or Mark Crafton (630-792-5260) on how we 
might collaborate with your association to ensure that your members have the option of using 
the Joint Commission’s Medication Compounding certification to satisfy an accreditation/ 
certification mandate, or in lieu of the state inspection for compliance with USP.  
 
 
SAFER Matrix  
Survey Analysis for Evaluating Risk (SAFER) Matrix goes in effect January 1, 2017 for all 
programs.  The SAFER matrix is a new scoring model that recognizes that the potential for an 
Element of Performance (EP) to be related to a risk/safety issue depends on the context of the 
situation during a given survey/review and not pre-determined based on the EP itself.  The 
SAFER matrix uses two components of risk (likelihood to harm and scope) to identify the 
potential level of risk associated with a given survey finding, resulting in one, comprehensive 
visual representation of all survey findings.  As the SAFER Matrix rolls out to all programs next 
month, the primary changes affecting your members include: 
 

 The SAFER matrix will be generated and embedded within the survey process and the 
final report 

– Surveyors will use operational definitions to help guide placement in the matrix 
(see January 2017 perspectives for definitions) 

 All Requirements for Improvement (RFIs) due in a 60 day Evidence of Standards 
Compliance (ESC)  

– Elimination of Direct and Indirect EP designations 
– 45 day ESC no longer applicable (one exception, Preliminary Denial of 

Accreditation (PDA) decisions will still require 45 Day ESC) 
 All findings will now require the submission of an ESC 

– Opportunities for Improvement (OFI) section of the report no longer applicable 
– Elimination of A and C EP categories 
– Elimination of requirement to complete a Measures of Success (MOS) 



 Findings of higher risk will require two additional performance improvement components 
to be submitted with the 60 day ESC 

– Leadership Involvement 
– Preventative Analysis 

 
 
Changes to the Clarification Process 
After a survey event, organizations have the opportunity to submit clarifying evidence if they 
believe that their organization was in compliance with a particular standard at the time of survey. 
A review of data from the past 18 months identified that 50% of hospitals request clarifications 
after survey. To better understand the drivers behind the high volume of requests, we 
conducted a deeper dive into the issues. Three root causes emerged in the analysis: 

1. Lack of Documentation 
2. Interpretation Issues 
3. Survey Process Issues 

 
Given the high volume of clarification requests, this process can be time and resource intensive, 
and at times can represent a misdirection of resources.  In addition, the current process can 
also undermine the survey process and surveyors.  Therefore, one of the Project REFRESH 
initiatives focused on improving the clarification process with these factors in mind.  The Joint 
Commission will implement three changes to the clarification process effective January 1, 
2017(see December 2016 Perspectives for full article): 
 

1. Clerical Errors. Findings with clerical errors will no longer be removed from the report. If 
a clerical error is noted in a survey finding post survey, the organization can submit a 
Clarification Request for clerical error to be corrected, however the corrected 
Requirement for Improvement (RFI) will remain in the report and be an action item for 
the ESC process.   

2. Audit Option.  With the elimination of the Category C EPs the audit option will no longer 
be part of the clarification process 

3. Lack of Documentation.  RFIs due to lack of required documentation at the time of 
survey will no longer be eligible for the clarification process.  If the required 
documentation is not available at the time of survey, the organization will be cited 
accordingly and will need to submit an ESC for the RFI.  We will no longer accept proof 
of documentation post-survey to have the RFI removed from the report.  

 
We understand that these modifications represent a significant change in the post survey 
process, however we also believe that implementing these changes will allow organizations the 
ability to focus their resources on true performance improvement activities following the survey.   
To help organizations prepare for the documentation requirements of survey we have 
developed an optional survey checklist of the documents that are required to be current and 
available during survey.  This optional tool is posted on the organization’s extranet site. 
 
The other contributing factors identified by the analysis of the clarification request data will be 
addressed through other initiatives under Project REFRESH.  Initiatives include:  
 

 Real-time Standards Interpretation Group/Surveyor Calls during the survey (coming in 
2017).   

– When there is debate regarding whether or not a given practice at a facility is 
compliant with the standards, bringing SIG staff together with the organization 
and the surveyors at the time of survey to resolve.  Idea is to have consensus 



between all 3 parties prior to survey exit, removing the need for a clarification 
altogether. 

 Clear hand-off and communication of RFIs (ongoing). 
– How survey findings are communicated can impact the organizations 

understanding and acceptance of an RFI.   
 Pre-survey document review (tentatively scheduled for the end of 2017)   

– Allow customers’ ability to upload key documents prior to survey for Joint 
Commission review.  The current process of onsite review cuts into valuable 
survey time that would be better spent doing tracers, environmental tours, etc.  

 
 
Please contact me if you have any questions or comments regarding the information provided in 
this update.  Have a wonderful Holiday season!  Looking forward to further collaboration with all 
of you in 2017. 
 
Jennifer Hoppe 
Senior Associate Director, State Relations 
jhoppe@jointcommission.org 
630-792-5261 
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