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Introduction

Gestational diabetes mellitus is one of the most prevalent complications  of 
pregnancy. According to studies published in The New England  Journal of 
Medicine (NEJM), The American College of Obstetricians and Gynecologists 
(ACOG) Practice Bulletin, and the National Institute of Health (NIH), 
approximately 5%-8.5% of expecting women in the United States are 
diagnosed with gestational diabetes mellitus (GDM), when using the two-step 
screening protocols (see below for more information). 1

In 1973, GDM screening, generally performed at 24-28 weeks of  gestation, 
became standard practice in the United States to prevent  uncontrolled GDM. 
The risks of uncontrolled GDM may include  macrosomia, fetal anomalies, 
preeclampsia, neonatal hypoglycemia,  neonatal hyperbilirubinemia, and a 
higher risk of developing diabetes  mellitus post-partum.2 Because of these 
risks, providers have a critical role in encouraging the recommended GDM  
screening. 

There are two screening protocols recognized by The American College  of 
Obstetricians and Gynecologists (ACOG): the one-step and two-step  
approach. Obstetricians in the United States commonly use the two-step 
approach, which starts with a 50-gram, 1-hour Glucose Load Test  (GLT). 
Women whose glucose levels meet or exceed the screening  threshold 
undergo a 100-gram, 3-hour diagnostic Oral Glucose  Tolerance Test 
(0GTT).3,4 Screening thresholds for both the 1-hour and  3-hour glucose 
challenge may vary based on a site's guidelines,  community prevalence, and 
preferred thresholds (e.g., the National  Diabetes Data Group or 
Carpenter-Coustan).5

An alternative option is the one-step approach recommended by the  
International Association of Diabetes and Pregnancy Study Group  (IADPSG).2 

The one-step approach uses a 75-gram, 2-hour OGTT. When  using the 
one-step protocol, about 16.5% - 18% of pregnant women in  the United 
States would be diagnosed with GDM.2, 32 For more  information on the 
one-step and two-step approaches, please refer to  your organization's 
guidelines and the American Diabetes Association's  2022 Standards of 
Medical Care in Diabetes.

A diagnostic glucose beverage, also known as glucola, is the oral  glucose 
solution o�ered by healthcare providers and laboratories. As  stated above, 
during the one-step approach, a 75-gram glucose  beverage is administered. 
During the two step approach, a 50-gram and  possibly a 100-gram glucose 
beverage are administered.

Our board of medical advisors felt there was a need for this white paper  
because our communities, including women in gestation, are becoming  
more aware of environmental toxins, labels and product ingredients.  This is 
great news due to the evidence linking exposure to certain  environmental 
agents to adverse health outcomes. For more information  on this please 
refer to Reducing Prenatal Exposure to Toxic  Environmental Agents printed 
in the 2021 ACOG Committee Opinion  article, Number 832.6  In addition, 
many glucose beverages, which contain additives, have become antiquated 
creating a need for an approved cleaner option. 

Traditional glucose beverages may contain ingredients that can be  
intolerable and cause an allergic response or anxiety in patients. There  is an 
upward trend of women declining traditional glucose beverages  because 
they do not fit within their clean or additive-free diet regimen.  To ensure 
women adhere to the recommended GDM screening,  healthcare 
professionals must assess the approved and equivalent  options in the 
marketplace.

The OGTT is one of the most discussed topics amongst pregnant  women. 
Thus, stories from friends with adverse reactions can often  increase a 
patient's fear and anxiety over this important diagnostic test.  In addition, 
many physicians have multigravida patients who already  know they cannot 
tolerate the product due to past experiences.

As our patients become more self-educated, their views will emerge  more 
frequently, and they will look to us to hear them and provide  options. Before 
The Fresh Test™, there has not been a validated, additive-free  option that is 
equivalent, leaving providers to firmly require traditional  glucose beverages.

The ingredients of traditional glucose beverages may include  preservatives, 
artificial flavors, artificial dyes, genetically modified  organisms (GMOs), 
brominated vegetable oil (BVO), and sodium  benzoates. See Figure 3 for a 
full list of possible ingredients. One notable  ingredient which causes 
concern is BVO. According to the Center for  Science in the Public Interest, 
BVO was removed from the FDA's  "Generally Recognized as Safe" list in 
1970. However, it is still found in  glucose beverages on an "interim basis as a 
stabilizer.”8

Pharmaceutical companies like AeroMed, Azer, Cardinal Health, Thermo  
Fisher, and Paddock Laboratories have manufactured glucose  beverages in 
the United States for decades without adjusting the  formulation, most likely 
due to their long shelf stability and consumer  acceptance. As we know, 
adverse reactions can occur with all things  ingested. However, up to 30% of 
pregnant women have reported  significant side e�ects with traditional 
glucose beverages.7 The high rate  of adverse events is concerning and can 
make the diagnostic screening  experience unpleasant. Although traditional 
glucose beverages o�er  dye-free options, many adverse events still occur, 
including nausea,  vomiting, bloating, diarrhea and headache. Although 
possible, adverse  events like these have not been reported with The Fresh 
Test™.

Screening For and Diagnosis of Gestational Diabetes Mellitus
This table o�ers the recommended guidelines as printed in the American Diabetes Association's 2022 Standards of Medical Care in Diabetes Journal. For up-to-date methods and thresholds please refer to 
ACOG, ADA, IADPSG, NDDG, or other accredited organizations.

One-Step Approach3:
Step 1: Perform a 75-gram Oral Glucose Tolerance Test (OGTT) with plasma glucose (PG) measurements fasting, at 1-hour and 2-hour; for women at 24-28 weeks of gestation not previously diagnosed

with diabetes. The diagnosis of GDM can be made when one of the following PG values are met or exceeded: Fasting 92 mg/dL. 1-hour 180 mg/dL. 2-hour 153 mg/dL.

Two-Step Approach3:
Step 1:  Perform a 50-gram Glucose Load Test (GLT), nonfasting, with a PG measurement at 1-hour; for women at 24-28 weeks of gestation not previously diagnosed with diabetes. If the PG  value meets or       

exceeds 130 mg/dL, 135 mg/dL or 140 mg/dL proceed to a 100-gram OGTT.

Step 2:  Perform a 100-gram OGTT with PG measurements fasting, at 1-hour, 2-hour and 3-hour. The diagnosis of GDM can be made when at least two of the following PG levels are met or exceeded 
(Carpenter-Coustan criteria): Fasting 95 mg/dL. 1-hour 180 mg/dL. 2-hour 155 mg/dL. 3-hour 140 mg/dL. *At the time of this paper, ACOG notes that one elevated value can be used for diagnosis.
They recommend the use of either the Carpenter-Coustan or National Diabetes Data Group thresholds.

Figure 1. Screening For and Diagnosis of Gestational Diabetes Mellitus












