
COMMONWEALTH OF MASSACHUSETTS

BOARD OF REGISTRATION IN PHARMACY

MINUTES OF THE PHARMACY ADVISORY COMMITTEE
239 Causeway Street, Fourth Floor ~ Room 417A

Boston, Massachusetts 02114
May 17, 2018
______________________________________________________________________________

Advisory Committee Members Present
Antoinette Lavino, RPh, BCOP (Expert in USP<797>) – via remote participation, called at 9:07AM 






        and arrived at 9:23AM
Caryn D. Belisle, RPh, MBA (Expert in USP<71>)

John Walczyk, RPh, PharmD (Expert in USP<795>)

Sylvia B. Bartel, RPh (Expert in USP<797>)– arrived at 9:18AM
Karen B. Byers, MS, RBP, CBSP (Expert in Microbiology)

David H. Farb, PhD (Expert in Clinical Pharmacology) – arrived at 9:11AM
Judith Barr, MEd, ScD, FASHAP (Expert in Pharmacoeconomics)

Michael J. Gonyeau, RPh, PharmD, Med, BCPS, FNAP, FCCP (Expert in Clinical Pharmacology) 
Francis McAteer (Expert in Microbiology)

Keith B. Thomasset, BS, PharmD, MBA, BCPS (Pharmacoeconomics)
Maya Davis, PhD (Expert in cGMP)
Advisory Committee Members Not Present

LCDR John Mistler, PharmD, CPH, USPHS
(Expert in cGMP)

Support Staff

Ed Taglieri, MSM, NHA, RPh PSUD Supervisor – Commissioner’s Designee Chairperson

David Sencabaugh, RPh, Executive Director

Monica Botto, CPhT, Associate Executive Director




Heather Engman, JD, MPH, Pharmacy Board Counsel




Michelle Chan, RPh. Quality Assurance Pharmacist

William Frisch, RPh. Director of Pharmacy Compliance





Joanne Trifone, RPh., Director of Pharmacy Investigations

Julienne Tran, Pharm D, RPh Investigator
Board of Pharmacy Members

Kim Tanzer, PharmD, RPh
TOPIC:
1. WELCOME & CALL TO ORDER






9:05 AM
DISCUSSION:  At 9:05 AM, Commissioner’s Designee Chairperson, Ed Taglieri, called the meeting of the Pharmacy Advisory Committee to order.  He stated that the meeting is a public meeting and is being recorded.  He asked if anyone in the audience was recording the meeting; no one indicated that they were recording the meeting.   He stated that he is recording the meeting.  Members of the Advisory Committee and Board staff introduced themselves.  A. LAVINO was a remote participant.  
NOTE:  A quorum was present. At 9:05 AM motion by M. GONYEAU seconded by K. THOMASSET and voted unanimously by roll call for the call to order.

M. DAVIS: yes, F. MCATEER: yes, K. BYERS: yes, J. BARR: yes, A. LAVINO: yes, J. WALCZYK: yes, S. BARTEL: yes, K. THOMASSET: yes, D. FARB: yes, M. GONYEAU: yes, C. BELISLE: yes
_______________________________________________________________________
TOPIC:

2. APPROVAL OF AGENDA







9:05 AM
DISCUSSION:  E. TAGLIERI asked if there were any changes to the agenda.  
ACTION:  Motion by M. GONYEAU and seconded by K. THOMASSET and voted unanimously by roll call for the call to order.

M. DAVIS: yes, F. MCATEER: yes, K. BYERS: yes, J. BARR: yes, A. LAVINO: yes, J. WALCZYK: yes, S. BARTEL: yes, K. THOMASSET: yes, D. FARB: yes, M. GONYEAU: yes, C. BELISLE: yes

_____________________________________________________________________________

TOPIC:

3. APPROVAL OF MINUTES FROM NOVEMBER 17, 2017 MEETING

9:08 AM
DISCUSSION:  K. BYERS noted that she would like to review the HEPA filter documentation.  
ACTION:  At 9:08 AM motion by C. BELISLE seconded by J. WALCZYK and voted unanimously to approve the minutes from the November 17, 2017 Pharmacy Advisory Committee Meeting. _____________________________________________________________________________

TOPIC:

4. RECOMMENDATION DOCUMENT 18-01 FROM THE BOARD OF PHARMACY TO PHARMACY ADVISORY COMMITTEE





9:10 AM
DISCUSSION:  K. TANZER  indicated that the Massachusetts Board of Pharmacy, as voted at the May 3, 2018 meeting, herby respectively requests the PAC to evaluate and consider review and provide expert input to:  draft Policy 2018-XX Emerging Models of Pharmacy including Central Fill, Central Processing and Telepharmacy (Shared Pharmacy Services).
TOPIC:

5. OVERVIEW OF INPUT AND WORK FROM THE PHARMACY ADVISORY COMMITTEE ON:








9:18AM
a. Central Fill
b. Central Processing
c. Telepharmacy

DISCUSSION: W. FRISCH  indicated that the Board was seeking input from the Advisory Committee related to shared pharmacy services related to central fill, central processing and telepharmacy to help provide direction and input.   The emerging models of pharmacy was adopted in June 2015 and the Advisory Committee agreed to move forward with the development of regulations for shared pharmacy services.  The Advisory Committee recommended to start small and seek the minimum requirements for shared pharmacy services incorporating language from the NABP model act, ASHP and other sources.  He added that this meeting should be used as a working meeting to go over the policy in order to take input to the Board for future consideration at a later Board meeting.  Additionally, a foundational policy was added for input.

E. TAGLIERI thanked M.CHAN and W. FRISCSH for their hours of work on Policy 2018-xx.  Additionally, he added that LCDR John Mistler, PharmD, CPH, USPHS (Expert in cGMP) was recently appointed to the Advisory Committee.  He noted that Eric Kastango, RPh, MBA, FASHP (Expert in <797>), Anthony Cundell, PhD (Expert in USP <71>), and Rory K. Geyer, PhD (Expert in cGMP) have decided not to be reappointed.

6. DRAFT POLICY 2018-xx: EMERGING MODELS OF PHARMACY PRACTICE INCLUDING CENTRAL FILL, CENTRAL PROCESSING, AND TELEPHARMACY (SHARED PHARMACY SERVICES)

DISCUSSION:  H. ENGMAN suggested that “Emerging” be taken off the policy title.
W. FRISCH indicated that the word, “emerging” came from Chapter 159C and reflects the specificity of the charge.
Section (3)(A): General Pharmacy Requirements
Section (3)(A)(4): Expand on the “secure” requirement.

Section (3)(A)(8): Add language regarding CWI and error tracking.

Section (3)(A)(12): Do not mandate.
JW: “What is the benefit of an out of state pharmacy?”
ET: We give you the basic requirements and give details for a pilot project.

DS: It established for the model to help pharmacy practice and help with the capacity of the work of people in state and provide compelling reasons for the Board to approve.

JW: We are pulling central processing and central filling out of state and taking it away from here.  Where is the benefit to the patient and taking it out of state that how is it beneficial for the patients here.

BF: Patient care is paramount and we don’t want to reduce the vacuum of pharmacists here and when we review the pilot project it will be up to the Board to approve.

DS: Miles are less important than the model.  There is also accountability but rather the monitoring of each and every case is different so you would need to look at the different models.
ET: We need to have safeguards in place to protect the public. 

DF: Does out of state define it within the United States?  So, a parent company couldn’t have a site in Europe.

ET: Yes, the licensee must be in the United States.

DF: Electronic communication is a significant issue and posting scientific discovery before publication.  The NIH requires that the papers are published before it graduates.  

WF: We do not have licensure over hospital and there is remote verification and processing there.  The Advisory Committee wanted hospitals in the discussion.  
MD: Section (3)(A)(4): Should the word have encrypted and security for data integrity?

JW: Section (3)(A)( (2): Clarify the term common owner.

CB: Section (3)(A)(8): There is a known pharmacy technician shortage.  It would leave the company to hire but it shouldn’t be carved here.

KT: Section (3)(A)(8): Would the technician ratio change?
WF/ET: No.

MG: Section (3)(A)(8): Is there an additional competency? 

WF: Section (3)(A)(8): Added certified pharmacy technician based on the minutes. Add additional information or training for the employee.

MD: Section (3)(A)(9): Should we have information on errors?

ET: Section (3)(A)(9): We have a CQI process already.WF: Section (3)(A)(10): Every pharmacy should have a continuity plan.
WF: Section (3)(A)(12):: Both central fill and central processing that there is importance in using PMP.  But, we did not add because the pharmacies aren’t required to check PMP.

CB: The pharmacy would require every 24 hours to PMP.

ET: That’s why there is importance in checking the model.

KT: You should not add PMP in the requirement in the overarching requirements.

WF: Because it was called out in the legislative report, we did not add it.
Section (3) (B): Corresponding Responsibility of Pharmacies
WF: Section (3)(B)(1): This is corresponding responsibility.

WF: Section (3)(B)(2) This would be identified in the parties.  Who would call the doctor?

JW: I don’t see the benefit of central fill and central processing. When it comes to training, the pharmacists and the staff should be trained to answer questions of the prescription that they make.  Compounding shouldn’t go into the central fill unless they are knowledgeable and trained.

ET: The Board members have a wide level of expertise and they would bring up the questions that you are asking.

MD:  Add “qualified personnel” for the purpose of training

DF: Is there any software that would require an override? Is there any safeguard built in for safety and potency?

ET: That is built-in and that is the basic requirement of the pharmacist.

WF: Section (3)(B)(4): Claims and adjudication are the responsibility of the pharmacy.

Section (3)(B)(4): These issues must be detailed in policies.

WF: Section (3)(B)(7): There was boiler plate language for the shared responsibilities between the pharmacies for shared services.

CB: Is there any documentation required? We think of the worst scenario and there is no documentation.  There should be something outlined “for documentation and communication.”

Section 4: Central Fill Pharmacy
WF: Section (4) (A): DEA has specific definitions.

WF: Under the context, it will be dispensed and re-dispensed to the patient.

JW: If it is returned to stock and has not been dispensed, can it given to patient?

JW: Would it make sense for a different avenue spelled out? For retail? For Long-Term Care? For Hospital?

ET: Because things change so quickly, we are looking for safe practices and the elements are safe rather than delineate to each avenue.

WF: It is not helpful with the delineation of the projects.

KT: Section (4)(C)(3): If institutional or non-retail pharmacies should be there.  Put language for exception of non-institutional.

CB: Two types can happen.  1. Things you provide inpatient, you follow regulations of the Board and then DPH regulations are followed because we fill for prescription order. 2. This is ambulatory retail.

KT: Let’s say you are Partners and you have 4 hospitals within 2 miles with own inventory and cleanrooms.  If you have rituximab (10 drugs/sleeve) and each hospital have one sleeve but you share from a central distribution center and then you can dispense to each patient within the distribution center.

WF: Central fill within a retail central fill but scenarios like Keith would fall under 503A.  

SB: If we compound medication but there could be opportunities to send and deliver to another location.  So, it is important to keep it broad.

JW: Pharmacy to Pharmacy should be able to transfer from one pharmacy to another pharmacy. But, it should be brought up for retail setting to transfer to another pharmacy.

Section (4)(C)(3): Create an exclusion for hospitals.

ET: This is a policy not regulation.

JW: Any issues with diversions if they wanted to have controlled medications to dispense.

DS: We already deal with issues regarding diversion and sometimes it points to the carrier from the distribution center and we already investigate the issue.

KT: Section (4)(C)(9): Does it clarify the record keeping requirements?

WF: We follow Public Health Regulations requirements for record-keeping.

JW: Section (4)(C)(11): Is that how it is in other states?

KT: In terms of inventory, it makes sense.
JW: Section (4)(C)(12) If it gets lost in transit from pharmacy A to Pharmacy B.  Will Pharmacy A be on the hook if Pharmacy B loses all the medications?

CB: It would be Pharmacy B.

MG: Section (4)(C)(13):  What’s the difference between mail order pharmacy and 13b?

WF: Central fill pharmacy doesn’t own prescriptions but mail-order pharmacy holds onto the prescription.

Section (4)(C)(13b): Should this only go back to the pharmacy and not the patient? Refer to definition and remove patient and patient’s agent throughout the document.

ET: If pharmacy A and sends it to central fill and mails it to the patient which is different from mail order pharmacy.

JW: Pharmacy to pharmacy makes sense.  If they send it to the gas station as the patient’s agent, then it’s a different model.  If it is central fill, it should be pharmacy to pharmacy.  

ET: We shouldn’t nail down it down to specifics but provide safety perspective.

WF: The spirit is from pharmacy to pharmacy based on the legislative report based on the central fill pharmacy definition. 

JW: Language should be clarified based on the definition and from pharmacy to pharmacy.

V. Central Processing

ET: Section (5)(B)(1): Strike language for emerging.

CB: Is hospital excluded?

WF: We focus on our registrants but will need to look at the implications for hospital later when we have licensure.

KT: For central processing, licensed pharmacy entity like CVS, the pharmacist doing DUR sitting in Utah, they should be licensed in MA.  

JW: For example, will technicians be doing order-entry off-site? 

WF: This is pharmacy to pharmacy. We talk about pharmacists in telepharmacy. Central Processing, there must be two licensed pharmacies. 

ET: Take in prescription at the counter, data-entry completed, do PV1 elsewhere and PV2 verifies the prescription.  The pharmacists will need a MA license.

WF: If there are outsourced function, it must be verified by a licensed pharmacy or licensed pharmacist.  

DS: Responsibility is on the licensed pharmacy.

KT: A lot of hospital will discharged, RN dispense from an automated system but the pharmacist must verify before it is discharged so it is important to be MA licensed pharmacist.

JW: There are different regulations for different state.

DS: We would need to ensure that the pharmacist must be licensed in MA and they must follow the rules and regulations of the state.

VI. Telepharmacy

WF: There was some concern since we are not a rural state.  If they wanted to have a pilot project, they would need to present a model.

MG: change to or must change to “licensed pharmacist”

ET: change to occur within geographic confines to US

DF: Yes, I would.

WF: Section (4)(B)(4c): If it falls outside the scope of the policy, it would need a pilot project for consideration on a case by case basis.

JW: If you break it up, then it would have technician in the pharmacy.  Without it spelled out, see the downside of the pop-up and lose the pharmacy feel.

MD: Section (6)(A): Under the General Scope, speak to the pharmacist and add a bullet.

Section (6)(A)(1): add “or contracted service licensed by the Board”

MG: Section (6)(A) (2): Under II. Purpose and Scope.  Need to better promote direct patient care with the patient.  And, if free pharmacists then it would need to address how it would help the patients.

HE: In retail, it is a prescription based on this model and not for hospitals.  Delete “Emerging” wording

Change within geographic confines to “licensed MA pharmacist”

Recommendations for the application for the pilot project:

WF: We need to have patient care and safety for the application.

MG: Patient safety and care needs to be added.  They should address with cost-savings and what is the plan for the pharmacist to offer patient care to improve for the patient.  We need to have them state that it will help the patient.

MD: Need a checklist to balance with cost-effectiveness.  Need % based on numbers.

WF: We have a pilot project, it would need to be evaluated on a case by case basis.

KT: How long is the pilot for? What is the outcomes?

ET: It is typically a year long project and the report for outcomes versus benchmark.  And, you will need a formal approval to approve the pilot.

JW: If the pilot approved, will it be open for all pharmacies?

ET: No.

DS: Pilot projects are good to help us learn of the new models. We set and outline the requirements.  The key is a one-off and monitored by staff and Board members and it is advantageous.

KT: Will there be a limit for pilot projects?

DS: It would be a natural limit based on the approvals from the Board members.

ET: We will take the comments, revise it and bring it back to the Board.

DS: We would invite any member to present to the Board to be part of that, we would welcome you to have input.

7. UPDATES: 247 CMR 17 STERILE COMPOUNDING
DISCUSSION:

H. ENGMAN: I am in the process of itemizing CMR 17 comments in the June and August Board meetings and hope that you would consider those comments.

D. SENCABUGH: The advisory committee was set up for the sterile compounding and other areas.  The Advisory Committee meeting would have enough time for input for the compounding piece.  Recommendations for Section 17 are currently just best practices during this time and use this new tool for education.

TOPIC:

CLOSING REMARKS/ADJOURNMENT




11:33AM

Motion to Adjourn by J. WALCYZK and seconded by K. THOMASSET.

_______________________________________________________________________________
LIST OF EXHIBITS USED DURING THE MEETING

1. Recommendation Document 18-01
2. Draft Minutes 11/16/17
3. Overview Memo Central Fill, Central Processing and Telepharmacy
4. Report of the Advisory Committee to the Board of Registration in Pharmacy 2015
5. Minutes for Reference: 6/26/15
6. Minutes for Reference: 10/5/15
7. Minutes for Reference: 12/11/15
8. Minutes for Reference: 10/14/16
9. Draft Policy 2018-XX Emerging Models of Pharmacy Practice including Central Fill, Central Processing and Telepharmacy (Shared Pharmacy Services)
Respectfully submitted, 

Julienne Tran, PharmD, RPh

Pharmacy Investigator
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Approved ________.


