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The Confidential Enquiry into Maternal and Child 

Health (CEMACH) reported that women with 

diabetes mellitus (DM) have five times the risk of 

stillbirth, three times the risk of neonatal death 

and twice the risk of a major congenital anomaly 

than women in the general population.  



 

o  GDM affects about 7% of the more than 4 

million births occurring annually in the USA and is 

associated with both maternal and neonatal 

complications 

 

o  The guidelines of ACOG & ADA emphasize the 

importance of glucose control in GDM to promote 

maternal well-being and avoid adverse neonatal 

outcomes, such as macrosomia, birth trauma, and 

neonatal hypoglycemia.  



When dietary management fails to achieve 

adequate glucose control, an antihyperglycemic 

medication should be used. 
 

Traditionally insulin has been considered the 

standard for management because of the ability 

to achieve tight maternal glucose control without 

the risk of transfer of insulin across the placenta. 



An oral diabetes medication (i.e glyburide, 

metformin) is being used increasingly in 

women with GDM even though it has not been 

formally approved by the US FDA for this 

indication. 



A total of 14,093 unique citations (14,064 from 

electronic databases and 29 from hand-

searching) was retrieved. 

 

Nine studies related to the benefits and harms of 

oral diabetes agents and insulin. 



Three RCTs compared glyburide and insulin, with a 

total of 478 participants. 

  

One RCT compared metformin and insulin (N751 

participants.)  

 
Five cohort studies with a total of 831 participants. 



Characteristics of Randomized Controlled Trials Reporting on the 

Effects of Oral HypoglycemicAgents Compared With Insulin on 

Maternal and Neonatal Outcomes 



Effects of Oral Hypoglycemic Agents or Insulin on Maternal 

Outcomes (Insulin Compared With Glyburide): Randomized 

Controlled Trials 



Effects of Oral Hypoglycemic Agents or Insulin on Neonatal 

Outcomes: Randomized Controlled Trials 





Effects of Oral Hypoglycemic Agents or Insulin on Maternal Outcomes: 

Nonrandomized Controlled Trials and Observational Studies 



Effects of Oral Hypoglycemic Agents or Insulin on Neonatal 

Outcomes From Observational Studies 



CONCLUSIONS 

 

Oral glucose-lowering agents have generally not been 

recommended likely due to limited data on these agents. 

  

The evidence from this report does not show any 

increased risks of harm associated with the use of 

glyburide, acarbose, or metformin, as compared with 

human insulin in the treatment of GDM, yet trial data 

were limited on several of these comparisons and on the 

outcomes reported.  

 

These findings are particularly important because the 

use of these agents in pregnancy is still somewhat 

controversial. 




