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TOPIC I.  Attendance by roll call:						Time: 11:05 AM

Call to Order by Edmund Taglieri at 11:05 AM and announce that the meeting is being recorded.


TOPIC II.		             Approval of Agenda 				Time: 11:06 AM
Agenda: 10/16/25

Changes:    No changes. Voted Unanimously by those present to approve the agenda.

[bookmark: _Hlk208406688]Motion by K. Thomasset and seconded by S. Bartel and voted unanimously by those present to approve the agenda with no changes.


Topic III		Approval of Board Minutes for 04/16/25 meeting		Time: 11:07 AM

Changes: No additional changes. 

Motion by. K. Thomasset and seconded by S. Bartel and voted unanimously by those present to approve the 04/16/25 meeting minutes with no changes.

[bookmark: _Hlk43712187]
Time: 11:09 AM

TOPIC IV	Presentation of Recommendation Document 25-03, “Automated non-sterile compounding devices” by a Board member.	

Presented: M. Sciaraffa

Discussion: M. Sciaraffa highlighted the Board of Pharmacy’s request to Pharmacy Advisory Committee for its advisory opinion on pharmacy use of automated non - sterile compounding devices. The board has voted at the 10/09/2025 meeting. The Board hereby respectfully requests PAC’s advisory opinion on the use of such automated non- sterile compound devices.

E.  Taglieri discussed currently there is some interest by Massachusetts pharmacies in using technology in their pharmacies to prepare compounded non-sterile preparations. USP 795 does not include any language about using alternative technologies as long as they do not interfere with methods in the same way that USP 797 does. After reviewing the materials that were distributed about such automated nonsterile compound devices using the 3D technology, what are your initial thoughts or concerns?

Action: Motion made by S. Bartel and seconded by K. Thomasset and voted unanimously by those present to approve the presentation seeking recommendation.









Time: 11:12 AM 

TOPIC V	Pharmacy Advisory Committee to provide advisory opinion on the use of such automated non-sterile compounding devices.				
											              
Presented: PAC Committee

Discussion: S. Bartel pointed out that the FDA had approved of such devices in 2015. After going through the slide decks, she was struck with how it could help certain patient populations, particularly those that require certain formulation, like the pediatric, oncology populations where something that comes in standard formulation, they may not be able to swallow, or the taste may be not very appealing and sometimes these patients are not able to stomach certain textures. So, she thought it was a very unique approach that personalized medication/pharmaceuticals, to what patients need. It also has potential in helping with clinical trials and keeping up with the timelines. 
K. Thomasset agreed to what SB had to say. 

W. Frisch pointed out that the slide presentation and the video show that future is here. One of the concerns he talked about were, large quantity manufacturing done by pharmacies using the technology, how/whether they should be regulated but if used the right way, it can provide a lot of value.

E. Taglieri reiterated and agreed to S. Bartel’s thought on robotics. There’s also automated dispensing machines that are used. Typically, the board has not approved specific machines. What they’re looking for is the licensees to be in compliance with the regulations. He raised the question, based off what they saw in the handouts, does it seem possible to be in compliance with 795 by using this technology or is that something that needs to be assessed further. 

S. Bartel responded, saying she thinks it needs to be assessed further. Right now, at face value, it looks like it could be compliant to 795 but needs more assessment. She also raised concerns, agreeing to W. Frisch’s point on batch manufacturing, what’s the stability, and the expiration date of that product.

K. Thomasset raised a question asking how we manufacture for a single patient vs a bulk manufacturing.

K. Byers mentioned about cross contamination being a potential bottleneck, if the parts that come in contact with drug aren’t disposable. If they’re not disposable the manufacturers should be producing something that advice on how to eliminate traces of the drug.

E. Taglieri starts a discussion around how should the board of pharmacy regulate the use of this technology in board licensed pharmacies? What types of rules, if any, need to be considered to protect the public. Is there a need for specific regulations to be promulgated?

W. Frisch clarified that since there are some non-resident pharmacies piloting this technology, we wouldn’t want to disadvantage our pharmacies if they were interested in such technology.

K. Thomasset emphasized making sure it is being utilized for dispensing products rather than manufacturing of products. There should be a clear distinction. We don’t want pharmacy opening and mass-producing tablets that they’re selling elsewhere vs dispensing to a specific patient in need. 

S. Bartel highlighted a point about it being useful during drug shortages, to which K. Thomasset and W. Frisch agreed.

E. Taglieri raised a question, reiterating K. Byers’s concern on cross- contamination, what about compounding with hazardous drugs and substances? How do pharmacies comply with USP 800 standards for contaminants? Are two devices needed if engaged in hazardous drug and non- hazardous drug compounding technologies? Are there limitations on what devices could be used for compounding?
D. Farb joined the meeting 
K. Byers emphasized the requirement of strong engineering controls in case of hazardous aerosols, that are contained without any chances of dispersion in the air/ environment of the pharmacist. As for the requirement of two devices, she mentioned she would hope that they’re disposable or the manufacturer provides guidelines on appropriate things to run through it to eliminate any residual drug.

E. Taglieri: It is our understanding that some states have a hands-off approach to 503a pharmacies using such technologies as long as long as prevailing USP standards, e.g., USP 795, State and Federal rules are followed. Is this approach is what our board should take?

S. Bartel, K. Thomasset say YES

W. Frisch suggested launching this as a pilot project to mitigate any potential regulatory concerns even before they arise so the Board can feel comfortable with it. 

D. Farb emphasized the oversight and extensive testing required to confirm how an automated system would work 

E. Taglieri : What due diligence needs to be conducted by the pharmacies before using this technology, ideas on what would you want documented when you come in for inspection, does it need to be approved by the FDA, type of API’s and other components used in the compounding, and any other considerations regarding calibration, maintenance, safety, etc.?

K. Thomasset: At a minimum FDA approval or studies supporting that the product has safety and efficacy is important and ensuring that FDA approved APIs are utilized for compounding the product for dispensing is equally important.

Action: Motion made by S. Bartel and seconded by K. Thomasset and voted unanimously by those present to approve the recommendation by the committee and sent back to the board.	


VI: Summarize discussion and next steps					Time: 11:46 AM

Discussion: E. Taglieri Summarized highlighting the gist of the discussion. Pharmacy needs to ensure that they’re in compliance with all Federal and state regulations including USP 795, 797, and 800 to compound a product.

If they choose to use some type of non-sterile technology or robotics, they need to ensure that the technology/ robotic is FDA/ evidence based approved and has safety and efficacy studies using FDA approved APIs. For an investigational drug, they should have a approved investigational study to use the technology.

Ensure prevention/ minimize the risk of cross-contamination and implement safety guidelines when utilizing the machines.

Action: Motion made by S. Bartel and seconded by K. Thomasset and voted unanimously by those present, to approve the above summary opinion made by E. Taglieri.


VII. Closing remarks and Adjournment of Meeting             			 Time: 12:00 PM
		
Comments: No additional comments 

Adjournment: Motion by K. Thomasset and seconded by S. Bartel and voted unanimously by those present to adjourn the meeting.
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