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Saroglitazar: One Molecule for Managing 
Two Diseases, Type 2 Diabetes  
and Hypertriglyceridemia 
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India is becoming a capital of diabetes world with 
estimated 80 million people are living with diabetes in 
the year 2022 [1]. Cardiovascular diseases (CVD) remain 
the most common cause of mortality in people with 
type 2 diabetes (T2D). Asian Indian T2D phenotype 
is characterized by abdominal obesity despite rela-
tively low body mass index, insulin resistance, higher 
triglycerides (TG > 150 mg/dL) and low high density 
lipoprotein cholesterol (HDL-C, < 40 mg/dL in males 
and < 50 mg/dL in females) [2]. ICMR INDIAB study 
showed higher prevalence of dyslipidemia, mainly 
hypertriglyceridemia, in Indian population with T2D 
[3]. Therefore, medications that can improve glycemic 
control as well as lower TG levels are much needed for 
managing Asian Indian with T2D. 

Saroglitazar is a molecule developed by the Zydus 
Research Centre (Ahmedabad, India) with a predomi-
nant affinity to peroxisome proliferator-activated re-
ceptor (PPAR) alpha isoform and moderate affinity to 
PPAR gamma isoform [4]. The molecule has shown 

beneficial effects on lipids and glycemic control without 
concerning side effects. The Drug Controller General 
of India (DCGI) approved this molecule in 2013 for 
management of hypertriglyceridemia in patients with 
T2D in India [5]. Recently, based on newer evidence, 
saroglitazar received DCGI approval for treatment of 
non-alcoholic fatty liver disease (NAFLD) in India [6]. It 
has been available for management of T2D in India for 
almost 10 years now and post-marketing surveillance 
has not indicated any potential worrisome long-term 
adverse effects [7]. However, this molecule is currently 
not available in other developed countries given no 
approval by the United State Food and Drug Admin-
istration (FDA) or European Medical Agency (EMA). 

In this issue of Clinical Diabetology, Baidya et al. 
[8] presented results of a single-center, retrospective 
observational study evaluating effect of saroglitazar  
4 mg once daily on TG levels at week 12 and 52, among 
150 T2D who had hypertriglyceridemia (TG > 500 mg/dL)  
at baseline despite on stable lipid lowering and dia-
betes therapy. At week 52, T2D patients treated with 
saroglitazar had significant reduction in TG (221.51 ±  
± 61.81 from 669.93 ± 81.22 mg/dL , p-value < 0.001) 
and LDL-c (118.88 ± 12.16 from 167.68 ± 10.881, 
p-value < 0.001) from baseline in addition, there was 
significant reduction in A1c by almost 1% (8.02 ± 0.3 
to 7.12 ± 0.2%, p < 0.001) over 52 weeks. No major 
adverse event was reported during the study period. 
Creatine phosphokinase (CPK), liver enzymes and cre-
atinine did not change significantly.
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The findings of this study are clinically important 
for Indian patients with T2D who had higher degree 
of hypertriglyceridemia and increased CVD risk. There 
are many limitations of this study given that it is  
a retrospective and observational in nature. Moreover, 
it is important to remember that most previous clini-
cal trials with fibrates showed significant reduction in 
triglyceride levels but failed to demonstrated reduction 
in CVD events [9]. Therefore, long-term cardiovascular 
outcome trial is needed to prove CVD risk reduction 
benefit of saroglitazar in Indian patients with T2D. 

Conflict of interest
None declared.

REFERENCES
1.	 International Diabetes Federation. IDF Diabetes Atlas, 10th 

edn. Brussels, Belgium: 2021. https://www.diabetesatlas.org 
(27.09.2022).

2.	Shah VN, Mohan V. Diabetes in India: what is different? Curr Opin 
Endocrinol Diabetes Obes. 2015; 22(4): 283–289, doi: 10.1097/
MED.0000000000000166, indexed in Pubmed: 26087335.

3.	 Joshi SR, Anjana RM, Deepa M, et al. ICMR-INDIAB Collabora-
tive Study Group. Prevalence of dyslipidemia in urban and 
rural India: the ICMR-INDIAB study. PLoS One. 2014; 9(5): 
e96808, doi: 10.1371/journal.pone.0096808, indexed in 
Pubmed: 24817067.

4.	Tyagi S, Gupta P, Saini AS, et al. The peroxisome proliferator-
activated receptor: A family of nuclear receptors role in various 
diseases. J Adv Pharm Technol Res. 2011; 2(4): 236–240, doi: 
10.4103/2231-4040.90879, indexed in Pubmed: 22247890.

5.	Qureshi Z. Saroglitazar: The revolution in India. Journal of In-
dian College of Cardiology. 2016; 6: 105–108, doi: 10.1016/j.
jicc.2015.10.015.

6.	http://www.lipaglyn.com/ (11.10.2022).
7.	Kapoor D, Kapoor R, Jhaveri K, et al. Atherogenic Diabetic Dyslipi-

demia. Asian Journal of Research and Reports in Endocrinology. 
2022; 5(2): 110–115.

8.	Baidya A. Long Term Safety and Efficacy of Saroglitazar in Indian 
Patients with Diabetic Dyslipidemia and Very High Triglyceride 
Levels: Real World Evidence. Clin. Diabet. 2022; 11(5), doi: 
10.5603/DK.a2022.0039.

9.	Marston NA, Giugliano RP, Im K, et al. Association Between 
Triglyceride Lowering and Reduction of Cardiovascular Risk 
Across Multiple Lipid-Lowering Therapeutic Classes: A Sys-
tematic Review and Meta-Regression Analysis of Randomized 
Controlled Trials. Circulation. 2019; 140(16): 1308–1317, doi: 
10.1161/CIRCULATIONAHA.119.041998, indexed in Pubmed: 
31530008.


