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MEMORANDUM DEPATMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTARTION
CENTER FOR DRUG EVALUATION AND RESEARCH

DATE: February 07, 2017

TO: NDA 208743 CMC Labeling Review # 1

FROM: Hamid R. Shafiei, Ph.D., Drug Product Reviewer
(Branch V/DNDP II/ONDP/OPQ)

THROUGH: Moo-Jhong Rhee, Ph.D., Branch Chief
(Branch V/DNDP II/ONDP/OPQ)

SUBJECT: Final CMC Labeling Recommendation 

In the Review # 1 of NDA 208743 for TYMLOS (abaloparatide) Injection for 
subcutaneous administration, this NDA was not recommended for approval from the 
CMC label/labeling perspective due to the following deficiencies: 

1) Immediate container label: 

 The storage condition should be revised to: “Before first use, keep in 
refrigerator at 2°C – 8°C (36°F – 46°F). After first use, store for up to 30 
days at 20°C – 25°C (68°F – 77°F). Do not Freeze or subject to heat”.

 Name of manufacturer/distributor should be added to the label.

 Net content should be revised from  to 3120 mcg/1.56 mL 
(2000 mcg/mL).

2) Carton label:

 The storage condition should be revised to: “Before first use, keep in 
refrigerator at 2°C – 8°C (36°F – 46°F). After first use, store for up to 30 
days at 20°C – 25°C (68°F – 77°F). Do not Freeze or subject to heat”.

 The statement of being sterile should be added to the label.

 The statement “for full prescribing information see the package insert” 
should be added to the label.

 Net content should be revised from  to 3120 mcg/1.56 mL 
(2000 mcg/mL).

The CMC label/labeling issues have been resolved via the amendments dated December 
19, 2016 and January 17, 2017 (see the review notes in the Attachment). Section 16 of 
package insert (PI) has also been updated to include the in-use storage condition. For 
simplicity all recommended storage conditions in the updated PI are provided below:

(b) (4)

(b) (4)



 Before first use, store TYMLOS in a refrigerator between 2°C to 8°C (36°F 
to 46°F).

 After first use, store for up to 30 days at 20°C – 25°C (68°F – 77°F). 
 Do not freeze or subject to heat.

Recommendation:

This NDA is now recommended for approval from the CMC label/labeling perspective.

Hamid R. Shafiei, Ph.D.
Drug Product Reviewer, Branch VDNDP II/ONDP/OPQ

Moo-Jhong  Rhee, Ph.D.
Branch Chief, Branch V/DNDP II/ONDP/OPQ
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