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721.001: Purpose

The purpose of 105 CMR 721.000 is to specify the requirements for prescription format
and security in Massachusetts.

721.003: Scope and Application

721.010:
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105 CMR 721.000 establishes the standards for format and security in the Commonwealth
that all preseriptions issued by practitioners or reduced to writing by pharmacists must meet in
order to comply with M.G.L. c. 112, § 12D and c. 94C.,

Definitions
The terms used in 105 CMR 721.000 shall have the meanings set forth in 105 CMR
721.010. Terms defined in M.G.L. ¢. 112, § 12D and ¢. 94C, § 1, and 105 CMR 700.001, and
not defined in 105 CMR 721,010 shall have the meanings set forth therein when used in 105
CMR 721.000, unless the context clearly requires a different interpretation.

Authentication means that the identities of the parties sending and receiving electronic
prescription data are duly verified.

iCompounded Drug Preparstion [means a_preparation _created through mixing

/F:nmment [AL]: Defined as tare is pow used in
thiy i

assembling, altering, packaging, and labeling of a controlled substance as the result of 2
practitioner’s order or in anticipation of such an order based on routine, regularly
abserved preseribing patterns. A compounded drug preparation shall not include the
reconstitution of commercially available controlled substances.

Confidentiality means that only authorized persons have access to prescription data.

Content Integrity means that the electronic prescription data have not been altered or
compromised in transmission.

Drug Product means the final dosage form of a drug that is marketed under a brand or generic
name.

Electronic Preseribing System means an electronic prescribing system that meets federal
requirements for electronic prescriptions for controlled substances, including the
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validation and authentication requirements pursuant to 21 CFR 1311 Subpart C for
generation of electronic prescriptions for controlied substances. Electronic prescribing
systems may be stand-alone systems, where the sole purpose for the system is the
generation and transmission of electronic prescriptions, or part of a more
comprehensive healtheare system such as an electronic health record,

prescribing system and sent by electronic transmission to a pharmacy without alteration
of the prescription information, As used in [05 CMR 721.000, the term electronic
prescription does not include orders for medication that arc administered in an inpatient
setting,

chapler 208 of the scts of 2013. Definitioa ¢conforms
with statutery definition through reference 10 other
defined terms in this section.

Efectronic_ Prescription means a prescription iwhich is gencrated on an electronic /I‘CDmmeﬂt[n]: Definition added to implement

wilh new ¢lectronic preseribiag requirsmients

Electronic Signature:imeans an electronic sound, symbol or process attached to or logically /{Comment [A3): Definition amended to conform

associated with a prescription record and executed or adopted by a practitioner with the intent
to sign said prescription record and which is validated and anthenticated in accordance
with M.G.L. ¢, 118G and 21 CFR 1311 Subpart C and other federal regulations
applicable to clectronic signatures generated through clectronic prescribing systems,

Electronic Transmission ueans that the record is seamlessly generated, transmitted and
received on systems which are validated and autheaticated in accordance with 21 CFR
1311 Subpart C and other federal regulations applicable to electronic transmission of
prescriptions.  The use of third party intermediaries acting as conduits to route the
prescriptions from a preseriber to a pharmacy, where the systems of such third party
intermediary meets the security requirements for electronic transmissions, are
authorized under 105 CMR 721.000. Transmission by facsimile is not authorized as
clectronic transmission.

EPi‘e’s‘c'fibl;iig}hlcans generating a prescription on an electronic prescribing system and
sending by electrenic transmission to a pharmacy without alteration of the prescription
information.

Comment [A4]: Definition added to implement
chapler 208 of the acts of 2018,

“Comment [AS5]: Term and definition included ns
' COmUMes tode term.

Prescriptionmeans an order for 2 medication or device which is dispensed to or for an___—{ Comment [A6]: Definition added for clarity,

ultimate user. A prescription dees not mean an order for medication which is dispensed
for immediate administration te the ultimate user.

Repistration Number means the registration number assigned to a practitioner by the federal /[ Cormment [A7]: Definition amended to conform

Drug Enforcement Agency authorizing them to weile generate prescriptions for conirolled
substances, Practitioners who do not have a DEA Registration Number, as they prescribe
only from Sschedule VI, shall use their Massachusetts Controlled Substance Registration
number.

Technical Non-repudiation means that parties to the generation, transmission, receipt or
storage of an electronic prescription cannot reasenably deny having participated in said
activities.

Written Prescription Jmeans a lawful order from a practitioner for a drug or device for n
specific patient that is communicated directly to a pharmacist in a licensed pharmacy;
provided, however, that "written prescription” shall not include an order for medication
which is dispensed for immediate administration to the ultimate user by a practitioner,
registered nurse or licensed practical nurse. For the purposes of 105 CMR 721.000,
“written prescription”™ includes a prescripfion issucd on a system that mects the
requirements of 165 CMR 721,030, when such prescription is authorized by 105 CMR
T2L07T0(AN9).

721.020: Prescription Formats

with new electronic preseribing requirements.

'Comment [AB]: Added statutory definition, plus
'language regarding Schedule VI systems.

(A) Every prescription sveitten generateid jn the Commonwealth of Massachusetts must be in /[ Comment [A9); Language updated to implement ]

& an electronic prescription and include an electronic signature unless it fs a prescription
isstied in accordance with an exception listed in 105 CMR 721070, formatthateontormisto

thefollevwinerequirements:

(#B) A prescription must enable permit the practitioner to instruet the pharmacist to /[
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dispense a brand name drug product by indicating "no substitution”, provided that:
(1) the indication of "no substitution" is not the default indication;
(2) the prescription indicates that “Interchange is mandated unless the practitioner
indicates ‘no substitution' in accordance with the law"; and

(3) the indication of "no substitution” is a unique element in the prescription and shall not
be satisfied by use of any other element, including the signatures

- Comment [A11]: Maved ta 721,020(FX1} and
: ol -

C LAL2}: As all clecironi
will be transmitted and resived oa standard feleral
systems, (Ris eavent 15 1o loager needed.

{BC) The name and address of the practitioner shall be clearly indicated on the prescription.
A hospital or clinic prescription shall have the name and address of the hospital or clinic
clearly indicated on the prescriptions.

(D) tThe prescription shall contain the following information:
(1) the registration number of the practitioner;
(2) date of issuance of the prescription;
{3) name, dosage, and strength per dosage unit of the controlled substance preseribed, and
the quantity of dosage units;
(4) name and address of the patient, except in a veterinary prescription or a prescription
for expedited partner therapy issued in accordance with 105 CMR 700.003(J), in which
case the patient, and the address may be left blank; or in the case of & prescription for
naloxone the person taking delivery of the naloxone may be used in place of the name of
the patient, and the address may be left blank;
(5) directions for use, including any cautionary statements required;
(6) astatement md:canng the number of times to be refilled; and
(7) ifthe prescription is for an OplOII‘.‘[ substance in Schedule 11, a notation that the patient
may fill, upon request, the preseription in an amount less than the recommended full
quantity indicated.

Comment [A13]: Maved 1o 721.020(7) upmof]

. oe-Medicat T o ‘paperioral format requirements.

(GE)} A prescription issued by a certified nurse practitioner, psychiatric clinical nurse
specialist or certified registered nurse anesthetist er-phermeeist shall also contain the name
of the Eupemsmg physician. c e [A14]: Updated terminology and
remaved pharmakists, M coilabocative dnug therapy
. o . N management pharmuicists arc na leng roquired to
(F} Written prescriptions, where permitted, must also comply with procedures set forth  comply with this provisicn.

in 105 CMR 721.020(F):
(1) Written prescriptions issued in accordance with 105 CMR 721.000, including, but
not limited to, a prescription that is transmitted via facsimile or similar technology, or
reduced to writing by a pharmacist, must be on a form that contains the practitioner’s
signature;
(2) Written prescriptions issued in accordance with 105 CMR 721.000 must be written
on a tamper-resistant form consistent with federal requirements for Medieaid.

- A N P . " " "Comment {A15): Amendments maintain
21.030: Security Standards for Prescriptions Issucd by Prescribers Registeved to Prescribe Schedule | Schedle Vi préserbing srnem musm for
VI Controlled Substanees Only written p with
Schedule VTonly MCSR, pur:ml. o exceptionin .
 72LOT{ANS).
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£— A schedule VI prescription issued pursuant o 105 CMR 721.070(A)9) may be
tt'ansmltted thmugh a system that mects the following requirements eleetronieatly

(Ad) iF

& gie

{-2—)—Hlsaid prescription is for a controlled substance in Schedule VI that it-is validated and
authenticated in accordance with requirements in M.G.L. ¢, 94C and applicable Department of
Public Health regulations for oral prescriptions or by utilizing a system that includes:
(la) acombination of technical security measures, such as, but not necessarily limited to,
those listed in Securlty Standards for the Protection of Elecironic Protected Health
Information (HIPAA), 45 CFR Part 164, Subpart C, § 164.312, to ensure a reasonable and
appropriate level of:
(n)4= practitioner and dispenser authentication;
{b)2: technical non-repudiation;
{¢)3: content inteprity; and
{d)4: confidentiality.
(2b} an electronic signaturs that is:
{ap~ unique to an identified praciitioner;
{b)2. originated solely by and under the ultimate control of the practitioner; and
{c)3- capable of verification.
(3¢) reasonable and appropriate security measures to invalidate a prescription if either
the electronic signature or the prescription record to which it is attached or logically
associated is altered or compromised; and
(B3) said prescription meets any other generally applicable requirements of the federal
Health Insurance Portability and Accountability Act (HIPAA) and related regulations.

721.040: Invalid Prescriptions

(A) A prescription ina format that does not conform to 105 CMR 721.000 is invalid and shall
not be filled,

(B) A prescription that does not meet the security requirements of 105 CMR 721.000 is
invalid and shall not be filled.

(C) An clectronic prescription transmitted through means other than clectronic
transmission is invalid.

721.050: Prescribing More than One Drug Product

Practitioners who wish to prescribe more than one drug product, with the same or different
dispensing instruetions, shall place each prescription on a separate preseription form o record.
More than one drug product may be prescribed in the hospital setting on a single form or record
provided, however, that the prescription provides clear directions for use and interchange of
each drug product.

‘Comment [AL16]: This seciien is added (o address
M.G.L. & 34C, § 15{d3), as insezved by chapter 52 of
the acts of 2016 and amended by chapter 208 of the
(A} A pharmacist filling n prescription for a schedule II controlled substance shall, if acts of 2018.

21.055: [Partial Fill Preseriptions

requested By the patient, dispense the preseribed controlied substance in a lesser
quantity than indicated on the preseription, pursuant to M.G.L. c. 94C, § 18(d%). 1fthe
prescription was issued by a prescriber from a location other than the Commonwealth of
Massachusetts, as indicated by the address of the prescriber on the prescription, the
prescription must be presented for initinl partial fill not later than five calendar days
after the prescription issuc date.

Confidential Polity Dotumnent  04225/19 Page 4 of 7



105 CMR: DEPARTMENT OF PUBLIC HEALTH

{B) Where a prescription has been partially filled in accordance with 105 CMR
721,055(A), the remaining portion of the preseription may be filled upon patient request
in aecordance with federal law; provided, however, that:
(1) only the same pharmacy that originally dispensed the lesser quantity shall
dispense the remaining portion; and
(2) the remaining portion of the preseription is filled not later than 30 days after the
prescription issue date.

{C} Upon dispensing a partial {ill of a prescription under 105 CMR 721.055(A), or
dispensing the remaining portion of the prescription under 105 CMR 721.055(B), the
pharmacist or the pharmacist’s designee shall make a notation in the patient’s record
maintained by the pharmacy, which shall be accessible to the preseribing practitioner by
request, indieating that the preseription was partially filled and the quantity dispensed.

‘congnm)t [MJ’] Section lmendedw inclide

specitl
Schedule H miedications, mnvodlo Frew. mn,
721,065,

(1) an emergency defined in Department guidance by the Commissioner acting
pursnant to M.G.L. ¢. 94C, § 17; or the-immediate-administrution-of-the—eantrolled
substanee-is-neeessary-tor-the-preper-treatment-ef the-intended-ultimate-user;
(2) situations in which the preseribing practitioncer intends to prescribe a controlled
sibstance, the immediate administration of which is neccssary for the proper
treatment of the intended ultimate user; ne—uppropriaie—alternative—treatrment—s
W@Wmmmm%mm
and
€33 a. it is not reasonably possible for the prescribing practitioner to previde-a-writien
generate or transmit an electronic prescription to be presented to the person
dlspensmg , the controlled substance prior to the dispensing; or

tioner _determines that_the _clectronic prescription Comment {A18]: Added gursusnt 10 MG &
requirement would result in a delay that would adversely impact the patient’s 4, 3 20(Niv). e amendn] by chagler 208 ef the

medical condition.

(B) In case of an emergency situation as defined in 105 CMR 721.060(A), the requirements
of 105 CMR 721.800 to use an electronic prescribing system to generate, transmit and
receive 2 preseription are waived, In these situntions, written and oral prescriptions
mny be lssued nnd must comply w:th all other prescnptlon reqmremcnts

eleetmmea&!j—tﬂnsmﬁ&ed-eueheéedx ‘
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t1'21;665: -bnecinl Procedures for Emergency Pr

Substances

{A) In case of an emergency situati

eseribing and Dispensing of Schedute 11 Controlled /‘

721.060(C) and (D) & new section, 721.06%, ta
distinguish emergencies under MG.L ¢ 94C, § 17

Comment [A19]: Reformatted ts make 1

from Schedule IL emergencies.

on as defined in 105 CMR 721.060{A), a pharmacist

may dispense a controlled substance in schedule I1 upon receiving the orally transmitted
authorization of a preseribing practitioner, provided:

(L) the quantity prescribed

and dispensed is limited to the amount adequate to

treat the patient during the emergency period;

(2) the prescription contain

s all information required by M.G.L. c. 94C, § 20(a)

except for the actual signaturc of the preseribing practitiener, and the
prescription is immediately entered into a compliant electronic pharmacy system
or otherwise reduced to writing by the dispensing pharmacist;

(3) the dispensing pharmacist makes a reasonable good faith effort to determine
that the orally transmitted authorization was issued by a prescribing

practitioner, which effort

may include a telephone call to the prescribing

practitiener or other good faith efforts te ensure the preseribing practitioner's

identity; and
(4) after auothorizing an

emergency orally transmitted prescription, the

prescribing practitioner shall eause an clectronic prescription for the emergency

quantity prescribed to be tr

ansmitted to the pharmacy which must include the

notation "Authorization for Emergency Dispensing” and shall comply with

federnl and state law, The
two business days. If the pre.
prescription niust be transm

electronic prescription must be transmitted within
scriber qualifies under 105 CMR 721,070, n written
itted in accordance with 105 CMR 721.020(F),

{B) Upon receipt of the prescription issued under 105 CMR 721.065(A)(4), the

dispensing pharmacist shall attach t
prescription which had earlier been

he preseription to the orally transmitted emergency
reduced to writing. The pharmacist shall notify the

nenrest office of the Drug Enforcement Administeation, U.S. Department of Justice, and
the Commissioner if the prescribing practitioner fails to deliver a preseription to the
pharmacist in aceordance with 105 CMR 721.065(A)(d4).

721.070: ePrescribing Exceptions

(A) The following prescriptions shall not be required to be issued as electronic
preseriptions, and may be issued as written or oral prescriptions, provided, however,
that a practitioner issuing an oral preseription must comply with 105 CMR|721 070(B):

(1) preseriptions issucd by yeteril

Comment [A20]: Reference to followsup written
prescription requirements

]

inng;

Comment [A21]¢ Exception included in M.G.L.
€ S4C, 23R, a8 fsened by.chapter T0B of the
acts of 2018,

(2) preseriptions issued or dispensed in circumstances where gleetronie preseribing is

not available due to femporary technolegical or electrical tailu re; T

(3) prescriptions issued by practitioners who have applicd for and received al\_vgger

pursuant te 105 CMR 721.075;

(4) preseriptions issucd or dispensed in lemergeney situations pursuant te 105 CMR

721.060;

(5) prescriptions that cannpt be issued electronicaliy under federal or state-Jaw br

regulations;

{6) prescriptions issued on
Massachusetts;

Confidential Policy Document  04729/19

i Comivent [A22]: Exception included in M.G.L.
‘e, $4C, § IURXD, usnsuﬂdby dupluiﬁ‘lot’lhe
actsof 2018, |

‘Commenit [A23

czplion included |_rl}.d.0.|'—
& 5 Tnere by chaier 208 of e
acts nEZOIS .

‘Comrent [A24]: P.wephun included in ML,
. 4T, § 23{h)iv), as inseried by chapter 208 of the
Sets of 2008,

Comment [A25): Exception included in MG.L.
€. 84C, § ZA(hXV), 28 insérted by chepler 208 of the
acts of 2018,

n lof the Commonywealth of

Comment [A28]; Extcption included in M.G.L.
£ 94C, § 23(Xvi); includes oursol-siate, as well 22
Federally opersted Veterans™ Administration
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(7) prescriptions issued pursuant te M.G.L. c. 111, § 121B for Expedited partngr

therapy for trea nt nfchlnmydmf. which are intended for dispensing to the pati C At [A27]: ADDED Exception aceded 1o

partner;  prevent ePrescribing from cempeomising privacy and
* defeating the purpasa of Jaw.

(8) prescriptions for Gompounded drug preparafions, subject to standards outlined in

[AZB] 'ADDED Exetption is atcessaiy

Department guidance;

to ensure issuing and dispéniting of tailored
prescriptions remains passible.

(%) preseriptions issued by preseribers who hold a Massachusetts Controlied

Substance Registration that authorizes schedule Vi prescribing only; and

[AZBI 'ADDED. | Execption alfows

(10) prescriptions for durable medical equipment, as defined in 42 U.S.C. § 1395x(n).

prescribers of only nomfedernlly conirolled
substances to utilize systems that meet the security
requirements of 721.030.

kB_)_ |A practitioner issuing an oral prescription for a controlled substance, in accordance

Comment [A30]: ‘ADDED Exception is necessary-
I enaure patient access to Medicaid and other

coverage for necded in-home devices.

with 105 CMR 721.070(A), shall, within a period of not more than seven business days, or
such shorter period that is requiced by federal law, cause a written prescription for the

Comment [A31]: Required by M.G.L. o M4C, §
20C).

preserilied controlled substance to be delivered to the dispensing pharmacy. .The
written prescription may be delivered to the pharmacy in person or by mail, but shall be
postmarked within seven business days or such shorter period that is required by federal
law. The practitioner shall indicate on the written prescription that such prescription is
being issued to decument an oral prescription.

731.075:_[Time Limited Waivers of ePreseribing Requirements

(A) The Commissioner may issue a time limited waiver to a health care facility or a

Comment (A32]: This section ovtlines

 requirernents and process for lime-Emited waiver, as

required by M.G.L. ¢. 93C, § 23{h)Xiii). a3 inserted by
<hapter 208 of the acts of 2018,

preseriber of one or more of the requirements imposed through 105 CMR 721.000 upon a
finding that:
(I) compliance would impese a demonstrable cconomic hardship on the
applicant, or the applicant is impacted by technical limitations that arc not
reasonably within the applicant’s control; and
(2) the applicant’s temporary non-compliance does not jeopardize the health or
safety of individuals or the public; and
(3) the applicant has instituted compensating measures that are acceptable to the
Commissioner.

(B} The waiver applicant must provide the Commissioner with written documentation
supporting its request for a waiver,

REGULATORY AUTHORITY

105 CMR 721.000: M.G.L. ¢, 30A, § 2; c. 94C, §§ 6,2 e~24G$174 18,20 and 23; ¢, 111, § 3;and c. 112, § 12D.
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