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MEMORANDUM
REVIEW OF REVISED LABEL AND LABELING
Division of Medication Error Prevention and Analysis (DMEPA)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: May 1, 2019

Requesting Office or Division: Division of Metabolism and Endocrinology Products
(DMEP)

Application Type and Number: NDA 210874

Product Name and Strength: Qternmet XR (dapagliflozin, saxagliptin, and metformin

HCI) extended release tablet, 2.5 mg/%mg/1,000 mg,
5mg/2.5 mg/1,000 mg, 5 mg/5 mg/1,000 mg, 10 mg/5

mg/1,000 mg
Applicant/Sponsor Name: AstraZeneca Pharmaceuticals
FDA Received Date: May 1, 2019
OSE RCM #: 2018-1448-2
DMEPA Safety Evaluator: Ariane O. Conrad, PharmD, BCACP, CDE
DMEPA Team Leader: Hina Mehta, PharmD

1 PURPOSE OF MEMORANDUM

Division of Metabolism and Endocrinology Products (DMEP) requested that we review the
revised trade and sample container and carton labeling for Qternmet XR (Appendix A) to
determine if they are acceptable from a medication error perspective. The sponsor proposed
additional revisions to the carton and container to correspond with Agency recommendations
for the ingredient descriptions in Section 11 Description of the prescribing information. Our
prior labeling determined that the trade container labels and sample carton labeling for
Qternmet XR were acceptable. @

2 CONCLUSION

The revised trade container labels and sample carton labeling for Qtern are acceptable from a
medication error perspective. We have no further recommendations at this time.

@ DeGraw S. Review of Revised Label and Labeling for Qternmet XR (NDA 210874). Silver Spring (MD): FDA, CDER,
OSE, DMEPA (US); 2019 April 23. RCM No.: 2018-1448-1.
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MEMORANDUM
REVIEW OF REVISED LABEL AND LABELING
Division of Medication Error Prevention and Analysis (DMEPA)
Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: April 23, 2019

Requesting Office or Division: Division of Metabolism and Endocrinology Products (DMEP)
Application Type and Number: NDA 210874

Product Name and Strength: Qternmet XR (dapagliflozin, saxagliptin, and metformin HCI)

extended-release tablets
2.5 mg/ mg/1,000 mg

5 mg/2.5 mg/1,000 mg

5 mg/5 mg/1,000 mg

10 mg/5 mg/1,000 mg
Applicant/Sponsor Name: AstraZeneca
FDA Received Date: April 18, 2019
OSE RCM #: 2018-1448-1
DMEPA Safety Evaluator: Stephanie DeGraw, PharmD
DMEPA Team Leader: Hina Mehta, PharmD

1 PURPOSE OF MEMORANDUM

The Division of Metabolism and Endocrinology Products requested we review the revised container
labels for Qternmet XR (Appendix A) to determine if they are acceptable from a medication error
perspective. The revisions are in response to recommendations that we made during a previous
label and labeling review? and an information request sent on April 9, 2019.°

2  CONCLUSION

We note our recommendation of adding a comma to all numbers greater than or equal to 1,000 in
our previous review. AstraZeneca responded with their preference to display 1000 without a
comma to avoid potential confusion when both a comma and decimal point are included within the
same strength statement and visual field. In addition, the proposal to display 1000 without a

aDeGraw, S. Label and Labeling Review for Qternmet (dapagliflozin-saxagliptin-metformin) NDA 210874. Silver Spring (MD):
FDA, CDER, OSE, DMEPA (US); 2019 JAN 23. RCM No.: 2018-1448.
b https://darrts.fda.gov//darrts/faces/ViewDocument?documentld=090140af804eb815& afrRedirect=1801611992296345
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comma for all dosage strengths provides for consistency across dose presentations. We note the
exclusion of the comma would not likely lead to confusion as there are three parts to the strength
presentation as the product contains three separate components.

The revised container labels are acceptable from a medication error perspective. We have no
additional recommendations at this time.
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