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hority and Purpose 
 

ity of 
G.L. H, 39I, and 42A and St. 2014, c. 159, § 25 and are 

desi ed to describe the licensure application process.   
 
6.0

Board regulations at 247
M. c. 112, §§ 38, 39, 39G, 39

 CMR 6.00 are promulgated under the author

gn

2: License Requirements  
 

(1) A pharmacy may not dispense any controlled substance unless it holds a Drug 
Store Pharma
 
(2) 

unding pharmacy 
license; or  

e compounding pharmacy license.   
 
(3) ph
hold
licen
 
(4) 
controlled s e 
Pharmacy lic
 
(5) A pha y lo
com unded preparation into Massachusetts unless it holds a non-resident Drug Store 
Pha  lic
 
(6) 
com terile compounded preparation into Massachusetts unless it holds a non-
resid ug Stor
com

 

cy license.   

A pharmacy may not engage in any sterile compounding unless it holds: 
(a)  a Drug Store Pharmacy license and a sterile compo

(b) an institutional steril

A armacy may not engage in any complex non-sterile compounding unless it 
s a Drug Store Pharmacy license and a complex non-sterile compounding pharmacy 
se. 

A pharmacy located outside of Massachusetts may not dispense or ship any 
ubstanc into Massachusetts unless it holds a non-resident Drug Store 
ense. 

rmac cated outside of Massachusetts may not dispense or ship any sterile 
po
rmacy ense and a non-resident sterile compounding pharmacy license.   

A pharmacy located outside of Massachusetts may not dispense or ship any 
lex non-sp

ent Dr e Pharmacy license and a non-resident complex non-sterile 
pounding pharmacy license.   
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6.03:  Suitability of Applicant, Licensee, and Interest Holder
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 In its discretion, the Board may determine an applicant or licensee is not suitable 
to e ablish 
heal
cons
 
(1)  holder acted in a manner that presented an 
immediate or serious threat to public health and safety. 
 
(2) 
wor ment or the lawful 
enfo ement of any provision of M.G.L. c. 112, M.G.L. c. 94C, or regulations 
prom ted
 
(3) 
own
2.00
 
(4)  ap
phar
Adm
was roceedings which resulted in the discipline, suspension, denial, or 
revo n of
 
(5) 
phar
ente
heal
imp
regi tion.    
 
(6) 
phar
man
 
(7) 
com ce to operate a pharmacy. 
 
(8) n ap
by fr
 
(9) 
 
(10) n ap
that
revo
 
(11)
reso in the 
imposition of discipline upon the professional license or registration. 

 
6.04: Gen App

st or maintain a pharmacy, and that it would not be in the interest of public 
th, safety, and welfare to issue a license.  In making its determination, the Board may 
ider the following factors:  

An applicant, licensee, or interest

An applicant, licensee, or interest holder prevented or attempted to impede the 
k of any duly authorized representative of the Board or the Depart
rc
ulga  thereunder. 

An applicant, licensee, or interest holder plans to assume or has assumed 
ership of a pharmacy in an effort to circumvent the effect and purpose of 247 CMR 
 et seq.  

An plicant, licensee, or interest holder owned, operated, or held an interest in a 
macy, healthcare facility, or other entity registered by the Federal Food and Drug 
inistration (“FDA”) or the Federal Drug Enforcement Administration (“DEA”), that 
he subject of p t

catio  the pharmacy license or other professional license or registration.   

An applicant, licensee, or interest holder owned, operated, or held an interest in a 
macy, healthcare facility, or other entity registered by the FDA or the DEA, that 
red into a consent agreement in resolution of a complaint against a pharmacy, 
thcare facility, or other entity registered by the FDA or DEA resulting in the 
osition of discipline upon the pharmacy license or other professional license or 
stra

An applicant, licensee, or interest holder owned, operated, or held an interest in a 
macy, healthcare facility, or other entity registered by the FDA or the DEA, in such a 
ner that created an immediate or serious threat to public health and safety. 

An applicant, licensee, or interest holder failed to demonstrate that he/she has the 
petence or experien

A plicant, licensee, or interest holder obtained or attempted to obtain a license 
aud or misrepresentation or by submitting false information. 

An applicant, licensee, or interest holder has prescriptive privileges.  

 A plicant, licensee, or interest holder held a professional license or registration 
 was the subject of proceedings which resulted in the discipline, suspension, denial, or 

ation of the license or registration.   c

 An applicant, licensee, or interest holder entered into a consent agreement in 
lution of a complaint against a professional license or registration resulting 

eral lication Requirements  
 

(1) 
licen
com re Pharmacy license, non-resident 
sterile compounding pharmacy license, and non-resident complex non-sterile 
com n
from
 
(2) le 

An application for a Drug Store Pharmacy license, sterile compounding pharmacy 
se, complex non-sterile compounding pharmacy license, institutional sterile 
pounding pharmacy license, non-resident Drug Sto

poundi g pharmacy license shall be made on forms prescribed by, and available 
, the Board.   

In support of an application for a license to operate a Drug Store Pharmacy, steri
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compounding pharmacy, complex non-sterile compounding pharmacy, institutional 
ster
com
the 

Massachusetts registered pharmacist Manager of 
ord

2.  app
applica

(b) a statem
open; 
(c) om
contr sub
substa istration; 
(d) 
“Com
(e) 

ed

cer Board may require; 

partner 
3. 
4. 
of stoc
stockh (s);  

(f) certifie
(g) any req
(h) attestation of in
Record and ap nt(s
(i) any ad

 
(3) The B  ma nager 
of Record, an y ot  the 
Board to an qu
pharmacy lic ou
 
(4) The nal 
approval of a
 
(5) 
disc
the 
 
(6) 
licen  n
 
(7) n one calendar year of the Board’s approval of its 
app ation or obtain written permission from the Board to open more than one calendar 
year the
 
(8) 

 
(9) enew
non-sterile c
resi -resident sterile compounding pharmacy, and non-
resi nt complex non-sterile compounding pharmacy licenses and controlled substance 
regi ns  

l application form shall 
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ile compounding pharmacy, non-resident Drug Store Pharmacy, non-resident sterile 
pounding pharmacy, and non-resident complex non-sterile compounding pharmacy, 
applicant shall submit: 

(a) complete application forms, signed by: 
1. the proposed 
Rec ; and  

each licant or an individual authorized to sign on behalf of the 
nt(s); 

t of then e scheduled hours during which the pharmacy is to remain 

plete applicationa c , available from the Board, for a Massachusetts 
olled stance registration or a copy of an existing Massachusetts controlled 
nce reg
check or money order made payable in the proper amount to the 

monwealth of Massachusetts Board of Registration in Pharmacy”;   
if the applicant is an entity: 
1. a copy of the corporation's or entity’s Articles of Organization, 
sign  and sealed by the Secretary of the Commonwealth if the 
corporation is incorporated in the Commonwealth, and other information 
con ning ownership and control, as the 
2. ema stat ent of the name and address of each officer, director, or 

of the entity and the position held; 
the “doing business as” name of the entity; and 
if the corporation is not publicly owned, the total amount and type 
k issued to each stockholder and the names and addresses of said 
older
d blueprints depicting the pharmacy layout; 

t(s) foues r wavier(s) of Board regulation(s);  
tent to engage in compounding, signed by the Manager of 

plica ); and 
ditional information, as required by the Board. 

oard y require the applicant(s), interest holder(s), the proposed Ma
d an her person as required by the Board to personally appear before

swer estions to enable the Board to determine whether issuance of a 
ense w ld be in the best interest of public health, safety, and welfare. 

Board may require an inspection of a pharmacy before granting fi
n application. 

The Board may issue a pharmacy license if the Board finds, in its reasonable 
retion that the applicant(s) and any interest holder(s) are suitable and that approving 
application would be in the best interest of public health, welfare, and safety. 

All fees submitted to the Board in connection with an application for a pharmacy 
se are onrefundable. 

A pharmacy shall open withi
lic
 after  Board’s approval of the application.  

A pharmacy license shall be non-transferrable.   

R al of a Drug Store Pharmacy, sterile compounding pharmacy, complex 
ompounding pharmacy, institutional sterile compounding pharmacy, non-

dent Drug Store Pharmacy, non
de
stratio

(a) Application for renewal of a pharmacy license and controlled substance 
registration shall be made by a duly authorized representative of the pharmacy in  
the form and manner determined by the Board.  A renewa
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be fully and properly completed and submitted to the Board in a timely manner. 
(b) 
determ by
(c) 
pharm
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A licensee shall submit payment of the required fee in a manner as 
ined  the Board.   
Each renewal application shall be accompanied by an attestation that the 

comacy plied with all mandatory reporting during that licensing period in 
accor  widance th 247 CMR 9.00. 
(d) 
regist e discretion, that the licensee(s) and 
any i  h
consi

 
6.05: Application 

The Board may renew a pharmacy license and controlled substance 
ration if the Board finds, in its reasonabl
nterest older(s) are suitable and that approving the application would be 
stent with the best interest of public health, welfare, and safety. 

for a Drug Store Pharmacy License  
 

 Renewal of a Drug Store Pharmacy License  
 

de in the form and manner 
dete ined b
 
(2) A Drug Store Pharmacy license shall expire on December 31st of each odd 
num  ye

 
6.06: App

(1) Renewal of a Drug Store Pharmacy license shall be ma
rm y the Board in accordance with 247 CMR 6.04(9). 

bered ar following the date of its issuance. 

cation for a Sterile Compounding Pharmacy Licenseli  
 

(1) 
phar

(a) all documentation identified in 247 CMR 6.04(2); 
he location and 
ry engineering 

ntr

ed by the Manager of 
Reco ar , and 
applic

 
(2) The a
compounding
pharmacy lic    
 
(3) Rene

(a) 
expir 1st of each year following the date of its issuance. 

) 

of any state or federal agency, that occurred within that 

 
6.07: App on 

In support of an application for a license to operate a sterile compounding 
macy, the applicant shall also submit: 

(b) certified blueprints of the compounding area(s) that depict t
indicate the ISO classification for each primary and seconda
co ol; 
(c) detailed HVAC design plan and written description; and  
(d) attestation of intent to engage in compounding, sign

rd, ph macist in charge of sterile compounding, as applicable
ant(s). 

pplicant shall achieve a satisfactory Board inspection of the proposed sterile 
arma ph cy prior to the issuance of an original sterile compounding 

ense.  

wal of a sterile compounding pharmacy license   
Each sterile compounding pharmacy license issued by the Board shall 

e on December 3
(b In connection with an application to renew a sterile compounding 
pharmacy license, a licensee shall submit copies of all reports or correspondence 
pertaining to any inspection by any state or federal agency, or any entity 
inspecting on behalf 
licensing period.   

licati for a Complex Non-Sterile Compounding Pharmacy 

pport of an application for a license to operate a complex non-sterile 
 

(1) In su
compounding

(a) 
(b) 
place
(c)  
(d) engage in compounding, signed by the Manager of 
Record, pharmacist in charge of complex non-sterile compounding, as applicable, 

 
(2) e 
com
non

 pharmacy, the applicant(s) shall submit: 
all documentation identified in 247 CMR 6.04(2); 
certified blueprints of the designated compounding room, including 

ment of containment hood(s); 
detailed HVAC design plan and written description; and 
attestation of intent to 

and applicant(s). 

Th applicant shall achieve a satisfactory Board inspection of the proposed 
plex non-sterile compounding pharmacy prior to the issuance of an original complex 
-sterile compounding pharmacy license.     

Comment [HAE1]: Ci
change. 

tation will 
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(3) Renewal of a complex non-sterile compounding pharmacy license 

) 
oar

issuan
(b) 
comp rmacy license, a licensee shall submit copies of all reports or 
corre nc
entity
licens

 
6.08: Applications
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(a Each complex non-sterile compounding pharmacy license issued by the 
B d ll ex sha pire on December 31st of each year following the date of its 

ce. 
In connection with an application to renew a complex non-sterile 

ounding pha
sponde e pertaining to an inspection by any state or federal agency, or any 
 inspecting on behalf of any state or federal agency that occurred within that 
ing period.   

 for Institutional Sterile Compounding Pharmacy Licenses 
 

(1) In support of an application for a license to operate an institutional sterile 

 

ary engineering 
contr
(d) 
(e) 
Reco
applic

 
(2) The t
institutional 
sterile compo
 
(3) Rene nal sterile compounding pharmacy license 

(a) Each institutional sterile compounding pharmacy license issued by the 
ar

all it copies of all reports or 
rre
der

that o w
 
6.09: Applications a

compounding pharmacy, the applicant shall also submit: 
(a) all documentation identified in 247 CMR 6.04(2); 
(b) a copy of the institution’s pharmacy-related license(s) and registration(s); 
(c) certified blueprints of the compounding area(s) that depict the location and 
indicate the ISO classification for each primary and second

ol; 
detailed HVAC design plan and written description; and  
attestation of intent to engage in compounding, signed by the Manager of 

rd, pharmacist in charge of sterile compounding, as applicable, and 
ant(s). 

applican  shall achieve a satisfactory Board inspection of the proposed 
sterile compounding pharmacy prior to the issuance of an initial institutional 
unding pharmacy license.     

wal of an institutio

Bo d shall expire on December 31st of each year following the date of its 
issuance. 
(b) In connection with an application to renew an institutional sterile 
compounding pharmacy license, a licensee sh  subm
co spondence pertaining to any pharmacy-related inspection by any state or 
fe al agency, or any entity inspecting on behalf of any state or federal agency, 

ccurred ithin that licensing period.   

 for Non-Resident Drug Store Pharm cy, Non-Resident Sterile 
Compounding Pharmacy, d Non-Resident Complex Non-Sterile Compounding Pharmacy  an
Licenses  
 

(1) Non-
(a) 
Store

04(2); 

within two years. 
(b) The Board may require an inspection of a non-resident Drug Store 

application.  The Board may 

appro
by the
(c) Renew f a N

1. h no
Board 
followi
2. 
Store P censee shall submit copies of all reports or 

Resident Drug Store Pharmacy  
In support of an application for a license to operate a non-resident Drug 

 Pharmacy, the applicant(s) shall submit: 
1. all documentation identified in 247 CMR 6.
2. certificate of good standing from the state where the pharmacy is 
located that was issued within three months; and  
3. inspection report from a Board approved inspector, conducted 

Pharmacy before granting final approval of an 
requir t the e tha inspection be performed by an agent of the Board or by a Board 

ved inspector.  All costs associated with third party inspectors shall be paid 
 applicant. 

al o on-Resident Drug Store Pharmacy License  
Eac n-resident Drug Store Pharmacy license issued by the 
shall expire on December 31st of each odd numbered year 

he dang t te of its issuance. 
In connection with an application to renew a non-resident Drug 
harmacy license, a li
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correspondence pertaining to an inspection by any state or federal agency, 
or any
occurre

 
(2) Non-Resident 

(a) In support of an application for a license to operate a non-resident sterile 

at depict the 

second
3. 
4. 
Manag f sterile compounding, as 
applica nd 

(b) An app t sh
non-resident s
sterile compo
inspection be oard or by a Board approved 
inspector.  Al
applic
(c) 

onnection with an application to renew a non-resident sterile 
po

orts
federal
agency

 
(3) Non-Resident 

(a) In sup
complex non-s

1. 
2. 
includi
3. detailed HVAC design plan and written description; and  

signed by the 

(b) 
non-resident c ex n
a non-resident e 
that the inspec d approved 
inspector.  Al
applicant(s). 
(c) Renew
license 

1.  pharmacy 
nse

curred within that licensing period.   
 
6.10: Change of M
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 entity inspecting on behalf of any state or federal agency that 
d within that licensing period.   

Sterile Compounding Pharmacy License  

compounding pharmacy, the applicant shall submit: 
1. all documentation identified in 247 CMR 6.04(2); 
2. certified blueprints of the compounding area(s) th
location and indicate the ISO classification for each primary and 

ary engineering control; 
detailed HVAC design plan and written description; and  
attestation of intent to engage in compounding, signed by the 
er of Record, pharmacist in charge o
ble, a applicant(s). 
lican all achieve a satisfactory Board inspection of the proposed 

terile compounding pharmacy prior to the issuance of a non-resident 
unding pharmacy license.  The Board may require that the 
performed by an agent of the B

l costs associated with third party inspectors shall be paid by the 
ant. 

Renewal of a non-resident sterile compounding pharmacy license 
1. Each non-resident sterile compounding pharmacy license issued by 
the Board shall expire on December 31st of each year following the date 
of its issuance. 
2. In c
com unding pharmacy license, a licensee shall submit copies of all 
rep corr or espondence pertaining to an inspection by any state or 

 agency, or any entity inspecting on behalf of any state or federal 
 that occurred within that licensing period.   

Complex Non-Sterile Compounding 
port of an application for a license to operate a non-resident 
terile compounding pharmacy, the applicant shall submit: 
all documentation identified in 247 CMR 6.04(2); 
certified blueprints of the designated compounding room, 
ng placement of containment hood(s); 

4. attestation of intent to engage in compounding, 
agMan er of Record, pharmacist in charge of complex non-sterile 

compounding, as applicable, and applicant(s). 
An app nt shlica all achieve a satisfactory Board inspection of the proposed 

omp on-sterile compounding pharmacy prior to the issuance of l
 steril compounding pharmacy license.  The Board may require 
tion be performed by an agent of the Board or by a Boar

sts al co ssociated with third party inspectors shall be paid by the 

al of a non-resident complex non-sterile compounding pharmacy 

Each non-resident complex non-sterile compounding
lice  issued by the Board shall expire on December 31st of each year 
following the date of its issuance. 
2. In connection with an application to renew a non-resident complex 
non-sterile compounding pharmacy license, a licensee shall submit copies 
of all reports or correspondence pertaining to an inspection by any state or 
federal agency, or any entity inspecting on behalf of any state or federal 
agency that oc

anager of Record  
 

(1) A pharmacy sh
for approval wheneve

all submit a change of Manager of Record application to the Board 
r there is a change of Manager of Record.  The Board may require 
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the proposed pharmacist Manager of Record to appear before the Board prior to 
appr
 
(2) tive of the licensee, and the proposed 
new age
chan  M

d the inventory 
repor  the
signe
of Re
death,
the in
subm
(b) 
(c) 
(d) 
 

(3) In its f Record is not 
suitable to m ot be in the interest of public health, 
safety, and w  In 
making its de

) 

(c) 
mana
Food Dr
Admi
the di
profe
(d) 
mana
the D
again
impo
or reg
(e) 
mana
the D
health
(f) 
comp
(g) 
by fra
(h) 
five y f th
(i) 
that w
denia
(j) 
resolu
the im ation. 

 
6.11: Transfer of O
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oving or denying an application. 

A licensee, or duly authorized representa
 Man r of Record shall sign an application for change of Manager of Record.  A 
ge of anager of Record application shall include:    

(a) an attestation confirming the pharmacy performed an inventory of all 
controlled substances in Schedules II, III, IV, V, and VI and file

t with  pharmacy’s controlled substance records.  The attestation shall be 
d by the outgoing Manager of Record and the proposed incoming Manager 
cord.  In the event the outgoing  Manager of Record is unavailable due to 
 serious illness, or termination, a staff pharmacist may be authorized to sign 
ventory report, provided the Board is notified at the time the application is 
itted the reason the staff pharmacist is signing the inventory report; 

the original Drug Store Pharmacy license; 
required fee(s); and 
any additional information, as required by the Board. 

discretion, the Board may determine a proposed Manager o
anage a pharmacy, and that it would n
elfare to approve the application for a change of Manager of Record. 

rmination, the Board may consider the following factors:  te
(a A proposed Manager of Record acted in a manner that presented an 
immediate or serious threat to public health and safety. 
(b) A proposed Manager of Record prevented or attempted to impede the 
work of any duly authorized representative of the Board or the Department or the 
lawful enforcement of any provision of M.G.L. c. 112, M.G.L. c. 94C, or 
regulations promulgated thereunder. 

A proposed Manager of Record owned, operated, held an interest in, or 
ged a pharmacy, healthcare facility, or other entity registered by the Federal 
 and ug Administration (“FDA”) or the Federal Drug Enforcement 
nistration (“DEA”), that was the subject of proceedings which resulted in 
scipline, suspension, denial, or revocation of the pharmacy license or other 
ssional license or registration.   

propA osed Manager of Record owned, operated, held an interest in, or 
ged a pharmacy, healthcare facility, or other entity registered by the FDA or 
EA, that entered into a consent agreement in resolution of a complaint 

st a pharmacy or other entity registered by the FDA or DEA resulting in the 
sition of discipline upon the pharmacy license or other professional license 
istration.    

A proposed Manager of Record owned, operated, held an interest in, or 
 pharmacy, ged a healthcare facility, or other entity registered by the FDA or 

EA, in such a manner that created an immediate or serious threat to public 
 and safety. 

A proposed Manager of Record failed to demonstrate that he/she has the 
etence or experience to manage a pharmacy. 

A proposed Manager of Record obtained or attempted to obtain a license 
ud or misrepresentation or by submitting false information. 

A proposed Manager of Record has been disciplined by the Board within 
ears o e date of the application.     

A proposed Manager of Record held a professional license or registration 
as the subject of proceedings which resulted in the discipline, suspension, 

l, or revocation of the license or registration.   
propA osed Manager of Record entered into a consent agreement in 

tion of a complaint against a professional license or registration resulting in 
position of discipline upon the professional license or registr

wnership of a Pharmacy 
 

(1) At le
licensee shal
licensee shall comply

ast 30 days prior to the transfer of ownership of a licensed pharmacy, the 
l notify the Board of the proposed transfer of ownership.  The outgoing 

 with 247 CMR 6.12 and 247 CMR 6.13 pertaining to closing a 
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pharmacy and distributing controlled substances.     
 
(2) Within 30 days of a transfer of ownership, the proposed new licensee shall submit 
an a atio
 
(3) 
new censee shall submit: 

) 

(c) 
(d) 
(e)  ad
 

(4) In its retio  the proposed new licensee and any 
proposed new hat 
it would not the 
appl  
247 CMR 6.

 
6.12: Not
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pplic n for a license to operate a pharmacy in accordance with 247 CMR 6.04.   

In support of the application for a license to operate a pharmacy, the proposed 
 li

(a a complete application pursuant to 247 CMR 6.04 and 247 CMR 6.05 – 
6.08, as applicable;    
(b) escria d ption of the date and procedure to transfer controlled substances;  

inventory report of controlled substances, as required by 247 CMR 6.13;  
official bill of sale; and  
any ditional information, as required by the Board. 

 disc n, the Board may determine
 interest holder is not suitable to establish or maintain a pharmacy and t
e in the best interest of public health, safety, and welfare to approve  b

Inication.  making its determination, the Board may consider the factors identified in 
03(1).   

ifications  

A corporation or partnership which owns a pharmacy shall notify the Board, 
in 14 days, in writing, of

 
(1) 
with  the following: 

(a) any change in the d/b/a name of the corporation accompanied by 
orizing documentation;   

(b) any change in the names of its officers or directors; and 
 

 
6.13: Closing of a ac

appropriate auth

(c) any change in the ownership of the pharmacy representing more than 5% 
interest.   

Pharm y 
 

(1) A lic n  
officially no he 
intended clos
with the follo ation: 

(a) the name, address, and telephone number of the pharmacy; 
nse and controlled substance registration numbers; 

(c) the name of the pharmacist Manager of Record of the pharmacy; 

r disposal of controlled substances, or the 
intend roce
CMR . 
 

(2) A sterile com
institutional , 
and non-resi com ard in 
writing, by c ed m
authorized b
suitable and a
 
(3) A lic
the Board sh patient who had a prescription filled at the pharmacy within 
90 days of e pharmacy closure date and any arrangements for patient files to be 
tran d to
mai
man

 
(4) 

ensee a d a Manager of Record who intend to close a pharmacy shall
tify t Board in writing, by certified mail, at least 14 days before the 
ing, unless otherwise authorized by the Board, and shall provide the Board 
wing inform

(b) the pharmacy lice

(d) the date on which the intended closure shall take place; 
(e) the intended procedures for closing the pharmacy; 
(f) verification that adequate advance notice of the closure has been given to 
customers of the pharmacy in accordance with 247 CMR 6.12(3); and 
(g) the intended procedures fo

ed p dures for transfer of controlled substance in accordance with 247 
 6.13

pounding pharmacy, complex non-sterile compounding pharmacy
sterile compounding pharmacy, non-resident sterile compounding pharmacy

, 

dent plex non-sterile compounding pharmacy shall notify the Bo
ertifi ail, at least 14 days before the intended closing, unless otherwise 
y the Board, of the identity of the pharmacy licensed by the Board that is 

ble tovaila  provide continuity of care to the closing pharmacy’s patients.   

ensee or a Manager of Record who intends to close a pharmacy licensed by 
all notify each 
th

sferre  another pharmacy at least 14 days prior to the closure of the pharmacy by 
l, posting a notification sign in a conspicuous location at the pharmacy, or other 
ner approved by the Board.   

A licensee and Manager of Record shall submit the following to the Board within 
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14 days of closure of a pharmacy: 
lled substances registration; and 

(b) atte
accor wi

 
6.14: Distribution ip of a 
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(a) the original license(s) and contro
an station that all controlled substances have been disposed of in 

dance th federal regulations at 21 CFR 1307.21. 

of Controlled Substances Upon Closure or Transfer of Ownersh
Pharmacy, Sterile Compounding Pharmacy, or Complex Non-Sterile Compounding Pharmacy  
 

Boa no
the 
unle
info

 pha
(d)  pha
transf
(e) nam
transf
(f) 
transf
(g) nsfer of the controlled substances will take place; 
and 
(h) or transfer of the controlled substances. 

 
(2) No so
the following

(a)  the
inven f all controlled substances in Schedules II through VI in accordance 
with l an
(b) e ph

arm

h, serious illness, or termination, a 
staff aci
notifi
(c) 
inven
inven
(d) 
the B
transf
(e) 
and c
maint
(f) 
the da

 
6.15: Application f mo

(1) A licensee, Manager of Record, or agent of the licensee who intends to transfer 
controlled substances in Schedules II through VI from one pharmacy licensed by the 

rd to a ther pharmacy licensed by the Board within the Commonwealth shall notify 
Board in writing, by certified mail, at least 14 days before the intended transfer, 
ss otherwise authorized by the Board, and shall provide the Board with the following 
rmation: 

(a) the name, address, and telephone number of the transferor pharmacy; 
(b) the name, address, and telephone number of the transferee pharmacy; 
(c) the pharmacy license and controlled substances registration numbers of 
the transferor rmacy; 

the rmacy license and controlled substances registration number of the 
eree pharmacy; 

the e and pharmacist license number of the Manager of Record of the 
eror pharmacy; 

 namthe e and pharmacist license number of the Manager of Record of the 
eree pharmacy; 

the date on which the tra

the security procedures f

oner than 14 days following notification, the transfer may proceed provided 
 procedures are adhered to: 

On  date of the transfer, the transferor pharmacy shall take a complete 
tory o
federa d state law; 

Th armacist Manager of Record of the transferor pharmacy and the 
ph acist Manager of Record of the transferee pharmacy shall sign the 
controlled substances inventory report.  In the event the transferor pharmacist 
Manager of Record is unavailable due to deat

pharm st may be authorized to sign the inventory report, provided he/she 
es the Board as to why the staff pharmacist is signing the inventory report; 

Both the transferor and transferee pharmacies shall maintain a copy of the 
repotory rt for at least two years or as otherwise required by law.  The 

tory report shall be readily retrievable; 
Both the transferor and transferee pharmacies shall file an attestation with 

oard confirming the controlled substance inventory within 10 days of the 
er; 

The transferee pharmacy shall receive all required controlled substances 
ontrolled substance inventory records on the date of the transfer and 

hoseain t  records for at least two years; and 
The transferor pharmacy may not possess any controlled substances after 

te of transfer. 

or Re deling, Change in Configuration, or Change in Square Footage 

ug Store pharmacy, sterile compounding pharmacy, complex non-sterile 
 pharmacy,

 
(1) A Dr
compounding
sterile comp ng 
change the c
construction      
 
(2) A ste
and institutio  pharmacy shall apply to the Board for approval to 
remodel or to change the configuration or square footage of the pharmacy prior to 

 institutional sterile compounding pharmacy, and a non-resident 
oundi pharmacy shall apply to the Board for approval to remodel or to 
onfiguration or square footage of the pharmacy and may not commence any 
work or remodeling until it receives approval from the Board.

rile compounding pharmacy, non-resident sterile compounding pharmacy, 
nal sterile compounding
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moving, adding, modifying, removing, or replacing any primary or secondary 
engi
seco

 
(3) 
pharmacy, the applicant shall submit to the Board: 

) 
primary and secondary 

engin  co
(b) 
transp
(c) 

 
(4) A ste
institutional sterile c nding 
pharmacy shall submi ange 
the ura

(e) 
 
6.16: Application c
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neering control and may not move, add, modify, remove, or replace any primary or 
ndary engineering control until it receives approval from the Board.   

In support of an application to change the configuration or square footage of a 

(a certified blueprints depicting the pharmacy layout, prescription area, 
counseling area, location and ISO classification of each 

eering ntrol, and placement of containment hood(s), as applicable; 
a written plan to maintain security of controlled substances during any 

ortation, if the pharmacy is located in Massachusetts; and 
any other information, as required by the Board.     

rile compounding pharmacy, complex non-sterile compounding pharmacy, 
ompounding pharmacy, and non-resident sterile compou
t the following in support of an application to remodel or to ch

config tion or square footage of a pharmacy:   
(a) containment strategy; 
(b) environmental monitoring plan, if applicable;  
(c) plan to re-certify primary and secondary engineering controls and 
containment hoods, if applicable; 
(d) d continuity of care plan, if applicable; an

any other information, as required by the Board.   

for Relo ation of a Pharmacy to a New Address 
 

 A ph  for approval to 
relocate to eceives 
approval fro  Bo s prior 

rt of an 

 
(1) an ap
 
(2) 
 
(3) 
if th
 
(4) y o

 
6.17: Prov al L

armacy licensed by the Board shall apply to the Board
 ada new dress prior to relocating and may not relocate until it r

m the ard.  A pharmacy shall submit an application at least 90 day
to its desired date of relocation, unless otherwise approved by the Board.  In suppo
application to relocate, a pharmacy shall submit:   

plication and payment of the appropriate fee; 

certified blueprints depicting the pharmacy layout; 

a written plan to maintain security of controlled substances during transportation, 
e pharmacy is located in Massachusetts; and 

an ther information, as required by the Board.   

ision icenses  
 

(1) In its discretion, the Board may issue a provisional license(s) in lieu of a sterile 
com din
inst
lice r non-resident complex 
non-sterile co

) le compounding 
pharmacy license, complex non-sterile compounding pharmacy license, 

pounding pharmacy license, non-resident Drug Store 
Pharmacy license, non-resident sterile compounding pharmacy license, or non-

side

 
(2)  
occurs: 
 (a) 

pharm

poun g pharmacy license, complex non-sterile compounding pharmacy license, 
itutional sterile compounding pharmacy license, non-resident Drug Store Pharmacy 

on-resident sterile compounding pharmacy license, onse, n
mpounding pharmacy license provided: 

(a The applicant submitted a complete application for a steri

institutional sterile com

re nt complex non-sterile compounding license; and 
(b) The applicant demonstrated to the satisfaction of the Board that it is in 
substantial compliance with the laws and regulations governing the practice of 
pharmacy in Massachusetts and has the potential to achieve full compliance 
within the provisional licensure period. 

A provisional license shall be valid until the earliest of the following events 

the Board converts the provisional license to a sterile compounding 
acy license, complex non-sterile compounding pharmacy license, 
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institutional sterile compounding pharmacy license, non-resident Drug Store 
Pharm
reside

 (b) 
 (c) 
 
(3) In it cret

compounding pharmacy license, complex non-sterile compounding pharmacy 
n
re

non-r
has d
gover

 
(4) A pro
 

 
REGULATORY AU
 
247 CMR 6  M.G.L. c. 112, §§ 38, 39, 39G, 39H, 39I, and 42A; St. 2014, c. 159, § 25. 

acy license, non-resident sterile compounding pharmacy license, or non-
nt complex non-sterile compounding license; 

the provisional license is surrendered, suspended, or revoked; or  
e yeaon r has passed since the Board issued the provisional license. 

s dis ion, the Board may convert a provisional license to a sterile 

lice se, institutional sterile compounding pharmacy license, non-resident Drug 
Sto  Pharmacy license, non-resident sterile compounding pharmacy license, or 

esident complex non-sterile compounding pharmacy license when the Board 
etermined the pharmacy is in full compliance with the laws and regulations 
ning the practice of pharmacy in Massachusetts.   

visional license may not be renewed or extended.   

THORITY 

.00:  


