
  

 - 1 - 

Boehringer Ingelheim (BI) Response to 12-month Follow-Up of Tirzepatide for Type 2 Diabetes  

Evidence Report – March 31, 2023 

Primary contact: Bonnie MK Donato, PhD (Bonnie.Donato@boehringer-ingelheim.com) 

Boehringer Ingelheim (BI) appreciates the opportunity to respond to the request of submitting new evidence 

regarding Jardiance®, since the January 2022 Evidence Report for Tirzepatide, for Type 2 Diabetes.  

Summarizing the previous 12 months, we want to highlight that in 2022 FDA approved a new indication for 

Jardiance® to reduce the risk of cardiovascular death and hospitalization for heart failure in adults with heart 

failure.  Additionally, the FDA accepted 2 sNDAs for Jardiance®. Please see below for further details. 

 

• HFpEF FDA Approval (February 2022):  

o On February 24th, the U.S. Food and Drug Administration (FDA) approved a new indication for 

Jardiance® (empagliflozin) 10 mg to reduce the risk of cardiovascular death and hospitalization 

for heart failure in adults with heart failure. 

o The approval is based on findings from the EMPEROR-Preserved® phase III trial, in which 

Jardiance® demonstrated a 21% relative risk reduction (hazard ratio [HR]: 0.79; 95% confidence 

interval (CI): 0.69-0.90; absolute risk reduction [ARR]: 3.3%) compared with placebo for the 

composite primary endpoint of cardiovascular death or hospitalization for heart failure in adults 

with heart failure with left ventricular ejection fraction (LVEF) >40%.1  

• CKD FDA sNDA Acceptance (January 2023):  

o On January 20th, Boehringer Ingelheim and Lilly announced that the U.S. FDA accepted a 

supplemental New Drug Application (sNDA) for Jardiance® (empagliflozin) tablets, which is 

being investigated as a potential treatment to reduce the risk of kidney disease progression and 

cardiovascular death in adults with chronic kidney disease (CKD). 

o The sNDA is based on results from the landmark EMPA-KIDNEY phase III trial, in which 

Jardiance® significantly reduced the relative risk of kidney disease progression or cardiovascular 

death in adults with CKD by 28% (HR: 0.72; 95% CI: 0.64-0.82; ARR: 3.8%) compared with 

placebo, both on top of standard of care.2  

• FDA sNDA Acceptance for Children 10 Years of Age and Older with T2D (March 2023): 

o On March 8th, Boehringer Ingelheim and Lilly announced that the U.S. FDA accepted an sNDA 

for Jardiance® (empagliflozin) tablets, investigating a potential new indication to lower blood 

sugar along with diet and exercise in children who are 10 years of age and older with type 2 

diabetes.  

o The sNDA is based on the results from the DINAMO (DIabetes study of liNAgliptin and 

eMpagliflozin in children and adOlescents) trial, in which Jardiance® was associated with a 

statistically significant reduction in the primary endpoint of change from baseline in A1c (a 

marker of average blood sugar) at 26 weeks compared with placebo for participants aged 10-17 

years with type 2 diabetes.3 

 

If you have any questions or would like further information, please let us know. 
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March 28, 2023 

 

VIA ELECTRONIC DELIVERY 

  

Steven D. Pearson, MD, MSc 

Institute for Clinical and Economic Review (ICER) 

14 Beacon Street, Suite 800 

Boston, MA 02108 

 

Re:  ICER’s Assessment of Tirzepatide for Type 2 Diabetes: 12-Month Check-Up 

 

Dr. Pearson,  

 

Eli Lilly and Company (Lilly) appreciates the opportunity to provide input during ICER’s 12-month review of 

its Final Evidence Report assessing tirzepatide for the treatment of type 2 diabetes (T2DM). 

 

As part of its review, Lilly respectfully requests that ICER consider the following in its 12-month check-up:  

 

1. On May 13, 2022, the U.S. Food and Drug Administration (FDA) approved Mounjaro® (tirzepatide) as a 

first-in-class glucose-dependent insulinotropic polypeptide (GIP) and glucagon-like peptide-1 (GLP-1) 

receptor agonist indicated as an adjunct to diet and exercise to improve glycemic control in adults with 

T2DM. In its announcement, FDA noted that: “Mounjaro was effective at improving blood sugar and 

was more effective than the other diabetes therapies with which it was compared in clinical studies.” 1 

 

2. On Dec. 12, 2022, the American Diabetes Association (ADA) published its 2023 Standards of Care in 

Diabetes (Standards). The updated Standards now include tirzepatide as a glucose-lowering option with 

the potential for weight loss.2 Additionally, the Standards’ updated evidence-based guidelines more 

explicitly address weight management as an impactful component of T2DM management and note that 

treatment regimens should consider approaches that support weight management.3  

 

3. Since the release of ICER’s Final Evidence Report on Feb. 15, 2022, a number of publications and 

presentations have addressed tirzepatide as a treatment option for T2DM. Lilly has included applicable 

literature from the post-assessment period in Appendix A.  

 

Lilly is excited about forthcoming data from ongoing studies to further support the clinical effectiveness and 

value of Mounjaro® (tirzepatide) for the treatment of T2DM. We look forward to sharing results from 

SURPASS-AP-Combo4, SURPASS-6, SURMOUNT-2, and SURPASS-CVOT as they become available.   

 

 

Sincerely, 

 
 

Christian Nguyen, PharmD, MBA, MS 

Senior Vice President, Value, Evidence & Outcomes 

Eli Lilly and Company 

nguyen_christian_t@lilly.com 
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