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Didn’t we use to…
• The State updated its regulations in October 2018.  This included four changes to 

the MCSR for research:
1. Clarified DCP’s authority to regulate research drugs and defined “research drugs”  

2. Added eligible applicants - both the PI and the supervisor/department chair/etc.

3. Clarified that a researcher must have an MCSR before procuring, possessing, and 
storing drugs to conduct research

4. Added that an application can be for multiple research projects as long as all 
required information for each study is included



What are Research Drugs?
Research Drugs are defined as:

• An Investigational New Drug (IND) as defined in 21 C.F.R. 312.3

Or

• Any scheduled drug in a research study or project where it will be administered or 
dispensed



Who Are Eligible Applicants?
Eligible Applicants include:

• Supervisor, or Department Chair, or Chief Academic Officer

And

• Principal Investigator for research involving an Investigational New Drug (IND)



So Should My PI Get an MCSR for Research
If the research involves FDA-approved drugs or drugs with an IND-Waiver: can be 
Supervisor, or Department Chair, or Chief Academic Officer

If the research involves an Investigational New Drug (IND): must be the Principal 
Investigator regardless of who holds the IND.



Doesn’t My PI Already Have an MCSR?
• The MCSR for Researchers is separate from the MCSR for Practitioners. All 

MDs who prescribe Schedule II-VI medications in Massachusetts must have a 
Massachusetts Controlled Substances Registration (MCSR) for Practitioners. 

• The Massachusetts Department of Public Health maintains a list of all active 
MCSR holders: https://www.mass.gov/files/documents/2019/08/29/mcsr-list-of-
registered-individuals.pdf

https://www.mass.gov/files/documents/2019/08/29/mcsr-list-of-registered-individuals.pdf


So How Do I Get an MCSR for Researchers?
• Application, downloaded from Mass.gov (https://www.mass.gov/how-to/apply-

for-or-renew-a-podiatrist-optometrist-researcher-or-veterinarian-mcsr)

• $150 fee payable to Commonwealth of Massachusetts

• Copy of DEA Researcher Registration for Schedule II-V drugs

• Copy of IRB or IACUC approval letter for human/animal research

• Copy of FDA Form 1572 for any human research involving an IND

• Mail the original signed application, fee and supporting documents

https://www.mass.gov/how-to/apply-for-or-renew-a-podiatrist-optometrist-researcher-or-veterinarian-mcsr






How Do I Fill Out Some of The Form Sections?
• Where will drugs be stored? UMass Memorial Medical Center IDS,                                                            

ACC Building, AC6-201, 55 Lake Avenue North, Worcester, MA 01655

• Attach a list of each drug currently in use

• Source of Controlled Substances is the Investigational Drug Service Pharmacy

• Individuals permitted access are the PI and Sub Investigators along with the IDS 
staff: Nitasha Sanil, RPh; Craig Dooley, Pharm D; Delila Katz, Pharm D; Cynthia 
Rup, CPhT



What If Something Changes?
Submit an amended application. 

• Uses the same form as the application

• There is no fee associated with an amendment

• Can be: 
• e-mailed to MCSR@massmail.state.ma.us, 

• faxed to (617) 753-8233 

• or mailed to  Drug Control Program, 239 Causeway St., Suite 500, Boston, MA 02114

mailto:MCSR@massmail.state.ma.us


What Do I Do Once I Get the Registration?
The Office of Clinical Research will track the licenses within the OnCore Clinical 
Trial Management System

Please forward copies of the registration to clinicalresearch@umassmed.edu

mailto:clinicalresearch@umassmed.edu


Who Can I Contact?
• For a copy of the application pre-filled with details regarding the Investigational 

Drug Service Pharmacy (IDS): Ann Han, Clinical Research Navigator. 
Ann.han@umassmed.edu direct line 508-856-1960

• For policy questions or clarifications: Danielle Howard, Director Clinical 
Research Operations. Danielle.howard@umassmed.edu

mailto:Ann.han@umassmed.edu
mailto:Danielle.howard@umassmed.edu
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