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e 105 CMR 701.000 sets forth standards for the scheduling of
certain controlled substances and the practice of pharmacy
procedures regarding the dispensing of certain controlled
substances.

e As part of regulatory review, the Bureau of Health Care Safety
and Quality (BHCSQ) proposes rescinding 105 CMR 701,
Regulations Adopted Jointly by the Department of Public Health
and the Board of Registration is Pharmacy, having determined
that:

e |tis an unnecessary state requirement;
e Itis not mandated by law; and

* |tis not essential to the health, safety, environment or

welfare of the Commonwealth’s residents. Slide 2
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e 105 CMR 701.001 lists non-narcotic substances,
which are permitted under the Federal Food, Drug,
and Cosmetic Act (FD&C Act), 21 USC chapter 9, to
be lawfully obtained without a prescription.

 The substances listed in this regulation do not
require prescriptions and are therefore exempt from
both Federal and state scheduling, making this
provision unnecessary.
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e 105 CMR 701.002 contains an outdated list of drugs
that had previously been excepted from all
schedules other than Schedule VI.

e All the drugs on this list are now either placed on a
Federal Schedule or have been removed from the

market.

e This provision is therefore irrelevant and

unnecessary.
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e 105 CMR 701.003 sets forth emergency situations in which
controlled substances in Schedule || may be dispensed upon
oral prescription.

e This section is being moved to 105 CMR 721.000, “Standards
for Prescription Format and Security in Massachusetts”.

* This section is more appropriately located within the
regulation that sets out the standards for prescription format.

e This change will reduce confusion for prescribers and
dispensers of controlled substances, who are the regulated
parties.
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e 105 CMR 701.004 sets forth requirements for positive
identification for dispensing of a controlled substance in
Schedule Il through V.

 This section should be deleted in its entirety because it is
duplicative of already existing regulations in 105 CMR
700.000, which relate to the information pharmacies must
collect from customers and report to the Prescription
Monitoring Program (“PMP”).

e The requirements in 105 CMR 700.012, and related guidance
issued by the PMP, are sufficient to provide regulated parties
with the necessary direction. Siide 6
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Since all of the sections of this regulation should be
entirely deleted as unnecessary and outdated

(105 CMR 701.001, 701.002 and 701.004)

or moved to a more appropriate section of the Code of
Massachusetts Regulations

(105 CMR 701.003),

this regulation is not necessary and should be
rescinded in its entirety.
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e Staff intends to conduct the public comment hearing

and return to the PHC to report on testimony and any
recommended changes to this proposal.

e Following final action by the PHC, the Department will

be able to file the final rescission with the Secretary of
the Commonwealth.
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e Thank you for the opportunity to present this information today.

e For more information on standards for the scheduling of certain
controlled substances and the practice of pharmacy procedures regarding
the dispensing of certain controlled substances please find the full current
regulation here:
http://www.mass.gov/courts/docs/lawlib/104-105cmr/105cmr701.pdf

Please direct any questions to:
Jonathan M. Mundy, Director
Office of Prescription Monitoring and Drug Control
Bureau of Health Care Safety and Quality
Jonathan.mundy@state.ma.us
617-753-8062
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