CENTER FOR DRUG EVALUATION AND
~ RESEARCH

APPLICATION NUMBER:
22-352




o ‘5 - web81te, www COLCRYS com. .

' NDA22-352 COLCRYS™ (colcbicine, USP) tablets

NDA 22-352

COLCRYSTM (colehlclne, USP) tablets |

Mutual Pharmaceutlcal Company, Inc
Pluladelphla, PA 19124 _' S

Contact Informatlon
o " Robert Dettery .
Vlce President, Regulétory Affaxrs -

' . 215-288—6500 S

1 GOAL(S)

- The goal of this REMS is to mfonmpatients of the serious risks associated with the use of

COLCRYSTM (colehlome), including the risks of mcreased susceptibility to colchmme tox1c1ty in - ,. |

patlents w1th renal or hepatlc 1mpa1rment and potentlal serious. drug—drug mteractlons thh
colchlcme ‘ S S

o~ n REMS ELEMENTS

- : A Medlcatlon Gulde e ‘ R R
* A Medication Guide will be dlspensed w1th each COLCRYSTM (colclncme, USP) tablets e
presenpuon i accordance W1th 21 CFR 208 24 : i S

In accordance thh 21 CFR 208 24(b), Mutual Wlll ensure that the Medlcatlon Gulde is: avaﬂable o

* for distribution to patients by providing the Medwatlon Guide in sufficient nuimbers to - -
. distributors, packers or authotized dispensers 1o permlt the authonzed d1§§enser to prov1de a _' :
Medlcatlon Gulde to each patlent rece1v1ng a prescnptlon of COLCRYS (colchlcme USP)
tablets

Sufﬁclent numbers of Medlcatlon Gmdes w1ll be meluded w1th each COLCRYSTM (colclncme,
“USP) tablets bottle along with the Prescnbmg informiation. Suffiient numbers of Medication -

- Guides w111 be attachéd to or: prov1ded with each’ boitle ‘such that. one Medleatwn Guideis . -~
dlspensed with' each 30 day supply. Packagmg the product hterature with the boftles. ensures that :
- every patlent recelves the Medlcatlon Gulde w1th each COLCRYS (colchxcme, USP) tablets

presonptlon

Mutual W111 also make the Medlcatlon Gmde ava,llable through USe of tear pads or on our S -
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In accordance with 21CFR 208.24 (d), Mutual will include a statement on the container labels
for COLCRYS™ (colchicine, USP) tablets to alert pharmacists to dispense the Medication
_Guide with the product..

B. Communication Plan
This REMS for COLCRYS™ (colchicine, USP) tablets does not include a communication plan.
C. Elements To Assure Safe Use \

This REMS for ('JOLCRYS'TM (colchicine, USP) tablets does not include elements to assure safe
use. . : :

D Implementatlon System

"Because this REMS for COLCRYSTM (colclucme, USP) tablets does not mclude elements to
assure safe use, an unplementatlon system is not required.

E, Timetable for Submiss_lon of Assessments
The Timetable for Assessments is as follows:
1¥ Assessment; 18 months post approval
2" Assessment: 3 years post approval -

© 3™ Assessment: 7 years post approval,

Mutual will submit the assessments within 60 days. of the close of the mterval as nofed above.
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