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Title:		Staff Action on Applications pertaining to Outsourcing Facilities 

Purpose:	The Board of Registration in Pharmacy (“Board”) adopts this policy to authorize Board staff to process and act on applications pertaining to outsourcing facilities, as described in 247 CMR 11.00 and 247 CMR 21.00, and to issue registrations, provided that the application meets criteria specified in this policy.  

Date:		April 5, 2016

I.	Definitions 

(A)	Adverse History means that the applicant received a warning letter from the FDA pursuant to section 503B of the Federal Food, Drug and Cosmetic Act that prohibits commercial distribution. 

(B)	Proof of an Inspection by the FDA may include a copy of the FDA’s Notice of Inspection or Form 483, or publication of the inspection date(s) on the FDA website listing 503B registered outsourcing facilities:
(http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/PharmacyCompounding/ucm378645.htm).  

(C)	Registration in Good Standing means a registration that is not expired, surrendered (disciplinary or non-disciplinary), suspended, revoked, or on probation (disciplinary).

II.	Authorization to Issue Registrations pertaining to Outsourcing Facilities  

The Board authorizes designated staff (“Board staff”) to review the following applications and to act on them in accordance with the corresponding criteria. 

(A)	Outsourcing Facility Registration.  Board staff may issue an outsourcing facility registration provided that:

(1)	The applicant has no adverse history.
(2)	The application for registration is complete and satisfies requirements of 247 CMR 21.02.
(3)	The applicant submitted proof of an inspection by the FDA.
(4)	The applicant does not require any waivers of any provisions of 247 CMR.

(B)	Provisional Outsourcing Facility Registration.  Board staff may issue a provisional outsourcing facility registration provided that:  

(1)	The applicant has no adverse history.
(2)	The application for registration is complete and satisfies requirements of 247 CMR 21.03.
(3)	The applicant attests that it will not distribute or dispense a sterile drug preparation within or outside the Commonwealth until it obtains a satisfactory inspection from the Federal Food and Drug Administration (“FDA”) and a full Outsourcing Facility Registration.   
(4)	The applicant does not require any waivers of any provisions of 247 CMR.

(C)	Conversion of a Provisional Outsourcing Facility Registration to an Outsourcing Facility Registration.  Board staff may convert a provisional outsourcing facility registration to an outsourcing facility registration provided that:  

(1)	The applicant has no adverse history.
(2)	The applicant submitted proof of an inspection by the FDA. 
              (3)	The applicant does not require any waivers of any provisions of 247 CMR.

(D)	Non-Resident Outsourcing Facility Registration.  Board staff may issue a non-resident outsourcing facility registration provided that:  

(1)	The applicant has no adverse history.
(2)	The application for registration is complete and satisfies requirements of 247 CMR 21.04.
(3)	The applicant submitted proof of an inspection by the FDA.
(4)	The applicant does not require any waivers of any provisions of 247 CMR.

(E)	Controlled Substances Registration.  Board staff may issue a controlled substances registration for an outsourcing facility provided that:

(1)	The applicant demonstrates the ability to comply with all requirements for registration as set forth in M.G.L. c. 94C.
(2)	The application for registration is complete and satisfies requirements of 247 CMR 11.00.
(3)	The applicant does not require any waivers of any provisions of 247 CMR.

III.	Authorization to Deny Applications for Registration

Board staff may deny registration in the following circumstances:

(A)	The applicant has not submitted valid payment of any fee(s) corresponding to the type of registration requested.

(B)	The applicant does not possess a valid registration with the FDA pursuant to § 503B of the Food, Drug and Cosmetic Act as of the date of the application.

(C)	The applicant seeks registration other than a provisional registration pursuant to 247 CMR 21.03 and has not been inspected by the FDA in connection with § 503B of the Food, Drug and Cosmetic Act within two years immediately preceding the date of the application.

(D)	The applicant seeks provisional registration pursuant to 247 CMR 21.03 and is located outside of Massachusetts. 

(E)	The applicant has adverse history.

IV.	Report to the Board

At each regularly scheduled meeting of the Board, Board staff shall submit a report to the Board listing all actions taken pursuant to this policy since the prior meeting.
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