
Sterile Compounding in Maryland 
 
 
The new Health Occupations Article, Title 12, Subtitle 4A, Annotated Code of Maryland, Sterile 
Compounding Permits (HO §12-4A), passed during the 2013 Legislative Session as House Bill 
986, provides statutory authority for the Maryland Board of Pharmacy (Board) to regulate and 
monitor entities that prepare sterile compounded drug for patients.   
 
As a way to understand the scope and breadth of the entities that this legislation will regulate, the 
Board would like entities that perform sterile compounding to complete a survey on Survey 
Monkey. This will give the Board insight as to how many pharmacies, health care facilities, or 
other entities exist that perform sterile compounding and who will be applying for permits.  The 
survey should take less than 10 minutes to complete and will be available until October 1, 2014. 
 

Click here for Survey Money 
 
Frequently Asked Questions will be forthcoming on this webpage.  
 
The following is provided for your information prior to implementation on January 1, 2015: 
 
1. Sterile Compounding Permits will begin to be issued on January 1, 2015 pursuant to the 
effective date of COMAR 10.34.19;   
 
2.  Sterile compounding entities that plan to operate (or to continue operating) in Maryland 
after January 1, 2015, should prepare to meet new requirements of HO §12-4A and revised 
regulations, COMAR 10.34.19 as adopted in the Maryland Register; The Survey will begin this 
process. 
 
3.  All Maryland licensed sterile compounding pharmacies are required to continue to meet 
Board USP 797 standards and State sterile compounding regulations currently in effect;  
 
4.  Annual Board inspections of sterile compounding pharmacies will continue to evaluate 
compliance with state and federal laws, in addition to USP 797; and 
 
5.  Board wholesale distributor permits are required for outsourcing facilities that are registered 
with the FDA to allow them TO DISTRIBUTE STERILE DRUG PRODUCTS in Maryland.  
 


