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patient-centered 
benefit coverage 

Kerry Mills, PhD
Senior Scientist

2

James Stahl, MD 
Chief Medical Officer 

Lindsey Pardoe, PharmD
VP of Client Solutions

COPYRIGHT 2024 TRUDATARX, INC.      



3COPYRIGHT 2024 TRUDATARX, INC.      

Obesity trends in the US are rapidly increasing

Obesity Prevalence Rates 
2011

Obesity Prevalence Rates 
2022

Source: Center for Disease Control.  Adult Obesity Prevalence Maps, 2011 and 2022.

Prevalence of obesity grew in every state over the past decade with the exception of Vermont
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30% increase risk of 
Cardiovascular 

Disease 

30-50% increase risk 
of Type 2 Diabetes

Research has shown that excess weight can increase the risk 
of several chronic conditions

Up to 55% 
increase risk of 

Depression

Up to 28% of 
obese US adults 
report Arthritis

Globally, 4% of 
Cancers are possibly 

linked to Obesity 

Weight loss is critical for obese patients. 
However, the real benefit is realized when lifestyle changes sustain weight loss long 

enough to reduce the risk of these chronic conditions.

Obesity leads to…



○ Adherence is generally high in clinical trials due 

to patients being monitored as a part of the 

trial protocol

○ Between 7-16% of patients in the GLP-1 weight 

loss trials withdrew due to adverse effects
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○ Adherence in real world settings was less than 

30%, primarily due to side effects 

○ Patients who were non-adherent regained the 

weight within a year 

○ There is no data to show that medical costs are 

reduced long-term

Clinical trials show: Real world data shows: 

While patients lose weight both in clinical trials and in real 
world settings, adherence is markedly low in the real world

Low adherence results in poor sustained weight loss. Drugs alone are clearly not 
the answer to reducing the risks associated with obesity. 



Non-GLP-1 with 10+ years of market experience GLP-1 agonist

● Increased heart rate
● Decreased kidney function
● Constipation
● Headache
● Dry mouth
● Numbness in fingers and toes (typically resolves 

with continued use) 
● Nasal congestion
● Sinus Infection 
● Urinary Tract Infection 
● Clouded thinking (dose related)
● Insomnia
● Skin Rash
● Heartburn 
● Kidney Stones 

● Increased heart rate
● Acute kidney injury
● Gallstones
● Nausea and vomiting
● Urinary Tract Infections
● Anxiety
● Delayed Gastric Emptying
● Medullary Thyroid Cancer (Black Box Warning) 
● Pancreatitis
● Suicidal thoughts 
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A longer side effect list is not a bad thing; it means the side 
effects are known and understood

Significant research is ongoing into the side effects of 
GLP-1 agonists. There is much we don’t know. 



The media hype for GLP-1s is only causing more confusion as more 
celebrities and physicians offer up their opinions about these drugs

COPYRIGHT 2024 TRUDATARX, INC.      7



Utilizing an educational platform to inform members and 
providers can help balance the hype around the GLP-1 agonists

COPYRIGHT 2024 TRUDATARX, INC.      8

up to 70% of patients stop 
the drugs

within one year largely due to side effects; 
there is no data showing drugs lead to 

sustained weight loss

FACT

No data that GLP-1s reduce 
prevalence of chronic 

conditions or reduce medical 
expenses overall

Available data only shows increased overall 
expenses due to high cost of the drugs

FACT



TruDataRx Strategy for Obesity Coverage
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TruDataRx’s strategy provides options for all members looking for a 
solution to obesity issues

Solution Available to everyone Members who meet 
clinical criteria

Est. PMPY Cost

MEMBER EDUCATION
Combat hype & misinformation with 
facts

✅ ✅ Per Quiz

DIGITAL HEALTH SOLUTIONS
Sustain weight loss for the long term 
with solutions that have proven benefits

✅ ✅ $500-$2,000

DRUGS & SURGERY
Align drug and surgery coverage with 
clinical comparative effectiveness 
research

✅
DRUGS (pre-rebates)

$2,500-$30,000
SURGERY (one-time)

$30,000



TruDataRx recommends the State evaluates all solutions through CER in 
order to make data-driven decisions on coverage
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Comparative Effective Research (CER) is the basis for TruDataRx’s approach to Obesity coverage

Insights that drive high value coverage decisions:

● Bariatric surgery is the most effective option for weight 
loss, however, this treatment may not be an option for 
all members. 

● Digital Health Solution A has data that demonstrates 
sustainable results at 2 years and is among one of the 
most effective options – and these results are without 
any drug therapy. 

● There are high value drug alternatives to GLP-1 agonists. 
CER shows that Drug B (GLP-1) and E (non-GLP-1) are 
equally effective for weight loss, but Drug E is a fraction 
of the cost. Using this data to inform coverage can help 
the plan create a model that is financially sustainable.  



TruDataRx’s RFI strategy for obesity coverage: Solution questions (A)
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A. Permits the Plan to provide benefit coverage to Plan members to use GLP-1, GIP-GLP-1 agonists, 
and other similar new molecular entities, for the purpose of weight loss. 

There is clinical evidence that these weight loss drugs provide health benefits for specific populations. 
Our strategy includes plan coverage of GLP-1 agonists and other medications for the members with the 
highest need. In the comprehensive plan outlined by TruDataRx for managing weight loss coverage, all 
recommended solutions are supported by high quality clinical evidence and enable the State to provide 
data-driven solutions to all members seeking support for weight management. 

We confirm that the TruDataRx digital health solution, education, and CER-based drug coverage approach 
meets the following needs, as listed in the RFI:



TruDataRx’s RFI strategy for obesity coverage: Solution questions (B)
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B. Establishes a pricing framework that would permit the Plan to provide such benefit coverage in a 
fiscally responsible manner in order to maintain financial sustainability. 

TruDataRx’s coverage framework would establish control over spend such that the benefit coverage for 
select qualified members would be fiscally responsible and financially sustainable. Our approach gives 
the plan control over coverage of specific solutions and the tools to evaluate those solutions in light of 
their comparative effectiveness to each other. This methodology ensures the Plan is providing the 
highest value coverage.  Our program will drive toward clinical outcomes by 1) requiring enrollment in a 
rigorous lifestyle digital health solution with proven results,  2) educating the members and their 
prescribers on the true risks and benefits of these drugs. Only members who meet rigorous CER-guided 
utilization management criteria will qualify for drug coverage. Having a data-driven approach helps 
ensure the plan is meeting their fiduciary duties while providing clinically-based coverage as medically 
necessary. 



TruDataRx’s RFI strategy for obesity coverage: Solution questions (C)
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C. Establishes a program outlining certain eligibility requirements, parameters, and other prerequisites for Plan members to 
follow in order to receive benefit coverage of GLP-1, GIP-GLP-1 agonists, and other similar new molecular entities, for weight loss. 
As a result, the Plan seeks the ability to: 

1. Require that an approved weight loss program or nutrition classes be completed before approval of payment for the 
medication. 
2. Develop step therapies involving lower cost medications. 
3. Require that medications be prescribed by a practitioner with appropriate levels of expertise. 
4. Prohibit Body mass index (BMI) measurements from being estimated via telehealth visit to ensure accuracy and 
accountability, while enabling a data collection process that supports the successful implementation of the benefit. 

The TruDataRx strategy for weight loss plan coverage includes steps that address all of these requirements. 
1. Offering a lifestyle digital health solution to all obese patients is a key part of the strategy. There are many solutions on 

the market  that focus on nutrition and healthy lifestyle, but our unique ability and skill set in the area of data-driven 
research allows us to identify programs that have strong evidence to support that they  make a sustainable difference in 
the weight and health of your members. This is beneficial in and of itself, and also in controlling demand for GLP-1 
agonists for the sake of weight loss alone with proven long-term benefits.

2. Clinical data underlies our CER-based strategy, and we use it as a guide to design a path to coverage for GLP-1 agonists 
for those members who qualify. This path to coverage is defined by prior authorization criteria, and may include steps 
through lower-cost, higher-value weight loss drugs.

3.& 4. All important parameters such as practitioner expertise, and the prohibition of BMI measurement via telehealth can 
controlled through the prior authorization criteria that requires written documentation rather than attestation. 



TruDataRx’s RFI strategy for obesity coverage: Solution questions (D)
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D. Potential for establishing a program wherein the Plan has the flexibility to establish parameters for utilization management of 
GLP-1, GIP-GLP-1 agonists, and other similar new molecular entities for weight loss, which may include considerations such as, but 
not limited to: 

1. BMI; 
2. Current weight; 
3. Documented history of lifestyle modifications, which may include reduced calorie intake and increased physical activity; 
4. Documented enrollment and measurable participation in other nutritional or dietary programs; 
5. Consideration of evidence for one or more comorbid conditions or other obesity related medical conditions; 
6. Data analytics and reporting tools supporting successful claims adjudication and program evaluation; 
7. Requirements for in-person treatment visits to verify efficacy of medications for individuals; or 
8. Any other considerations or parameters that would support a program to achieve the Plan’s objectives of serving the 
members who need these medications the most.

The TruDataRx strategy addresses all of these requirements. A hallmark of our coverage strategy is in the thoroughness and 
data-driven aspect of our prior authorization criteria. CER provides a framework that helps us to work with the plan to create a 
pathway to coverage for the most appropriate members, who are proven to benefit from the medications. Through establishment of 
these custom criteria, the plan has the flexibility and opportunity to establish all of the above parameters when defining coverage.
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E. Provide cost, price structures, or other relevant expense information related to the 
recommendations and potential solutions submitted.  

Strategy Cost PMPY

Digital Health Solutions $500 - $2,000

Drug Cost (before rebates) $2,500 - $20,000

Surgery (est. one-time cost) $30,000

TruDataRx’s RFI strategy for obesity coverage: Solution questions (E)



TruDataRx’s RFI strategy for obesity coverage: Equipment list
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A comprehensive, detailed equipment list including software, applications and other information 
technology components required for the proposed solution should be provided. 

One key benefit to the TruDataRx comprehensive solution, is that the software and information 
technology aspects requires no investment in building new software or IT infrastructure. The digital 
health solution and the education program are both technology-driven platforms, with vendors that are 
proven, stand-alone entities who have fully developed and rolled out their operating platforms. These 
platforms are web-enabled, with smartphone apps, and plug-and-play for the end-user, with no 
requirements for the State to build out any software.  



Appendix

Appendix



Higher Cost 

Higher 
Clinical 
Efficacy

Promoting the highest 
quality treatments 
(including drugs, or 
any treatment 
modalities) becomes 
easy with Comparative 
Effectiveness Research 
(CER), which enables 
employers to compare 
treatments across 
types and conditions 
on both a clinical and 
financial basis.

High Value
Coverage

Low Value
Coverage

Higher Cost 

Lower Cost 

Comparative Effectiveness Research (CER) methodology is used by 
TruDataRx, making science-based efficacy and cost comparison possible
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TruDataRx can provide evidence-based recommendations for digital 
health lifestyle-based programs such as the information below
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 Type of Interventions Available 
Results of Lifestyle-Based Programs 

(without weight loss medication)

Company
Clinician 

Engagement
App Coach

Quality of 
Evidence 

Weight loss at 

1 year
Weight loss at 

2 years

A ✔  ✔     ✔ +++ -13% -10%

B  +$ ✔ +$ +++ -4.9% no data

C  +$ ✔ +$ +++ -5.3% -2.6%

D      ✔ ✔ ✔ ++ -3.4% no data

E ✔ ✔ ✔ ++ -2.0% no data

Quality of Evidence: +++ = High; multiple controlled studies ++ = Moderate; at least one controlled study + = Low; Studies are observational/non-controlled  - = Poor; no published studies 

+$ = Available, but at an additional cost

 = clinically better than control group                = statistically better, but not clinically better than control group             



Headline: Obesity drug Wegovy cut risk of serious heart problems by 20% November 11, 2023

Facts: 

● There is a single clinical study evaluating cardiovascular outcomes in obese patients using Wegovy. This study only evaluated patients with pre-existing cardiovascular disease, such as 

those who had already had a previous heart attack or stroke, and are therefore at extremely high risk of having another cardiovascular event. 

● There is no data that Wegovy decreases heart attacks or other harmful cardiovascular conditions in the general obese population, or even those with risk factors for cardiovascular disease. 

● The 20% figure is extremely misleading. It represents a relative risk reduction. Relative risk is a way of reporting the risk of an event relative to the comparison group. Risk ratios are often 

misused and can exaggerate both the benefits and harms of drugs. This is especially true when using relative risk. 

● The actual absolute reduction in cardiovascular events compared to placebo was only 1.5%. 

● Given the cost of Wegovy and the extremely small reduction in risk, it would cost an estimated $3M to prevent one non-fatal heart attack in one person. 

● The American Heart Association (AHA)  released a statement in 2021 that weight loss from medication has not been shown to reduce the risk of cardiovascular disease, while weight loss 

from bariatric surgery does provide this benefit.

○ “The reason for the disparate results of medical and surgical weight loss studies is likely the degree of weight loss achieved (5–10 kg with medical weight loss versus 10-40 kg 

with surgery) and the risk factor reduction seen with bariatric surgery. Modest short-term weight loss may not be sufficient to fully overcome the deleterious effects of 

long-term obesity on the vasculature.” - AHA

Headline: For obese patients, Wegovy is worth the cost Feb. 23, 2024

Facts:

There are several misleading statements in the opinion article penned by Govind Persad and Ezekiel Emmanuel on 2-23-24 regarding the effectiveness of weight loss drugs, specifically GLP-1 agonists like 

Wegovy. Some key points of clarification include: 

● There is no data that GLP-1 drugs are a cure for obesity. To put them on par with gene therapies is unfounded. 

● The cardiovascular benefit is small (~1.5%) and limited to a very specific population: obese people with a history of prior heart attack or stroke.

● There is no high quality data that GLP-1s reduce risk of diabetes or depression, in fact they are being investigated for causing suicidality as a side effect.

● There is no data showing that GLP-1 drugs reduce overall healthcare costs when used for weight loss, in fact the available data shows they increase overall healthcare costs due to the high cost 

of the drug itself

● Serious side effects of GLP-1s are emerging as more and more patients are exposed to this class of drugs, including stomach paralysis, pancreatitis and bowel obstructions. For example, in 2023 

the American Society of Anesthesiologists issued new guidance to stop taking GLP-1 agonists before elective surgery because of safety concerns about vomiting while under anesthesia.
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Media headlines are often misleading and overstate the benefits of GLP-1s 
for weight loss

https://apnews.com/article/wegovy-semaglutide-obesity-heart-disease-8721279813feabce46ac0cb9cd600a59
https://www.wsj.com/articles/for-obese-patients-wegovy-is-worth-the-cost-insurance-health-north-carolina-2e0edf02


Headline: Weight loss drug Wegovy gains FDA approval to reduce heart disease risk March 13, 2024 

Facts:

● The FDA granted Wegovy a labeled indication to reduce the risk of cardiovascular death, heart attack and stroke in adults with cardiovascular disease and either 

obesity or overweight.

● This new approved use only applies to people who have established cardiovascular disease, which means they've already had a prior heart attack, prior stroke, or have 

peripheral vascular disease

● This approved use does not apply to the general obese population or even those with multiple risk factors for cardiovascular disease, such as people with a family 

history of heart disease, high blood pressure, high cholesterol, etc

Headline: Medicare Will Now Cover Weight-Loss Drug Wegovy Apr 1, 2024

Facts:

● Prior to March 2024, Medicare legally could not cover Wegovy because Medicare does not cover drugs for weight loss

● The new FDA approved use for Wegovy to reduce cardiovascular events rendered it legal for Medicare to cover Wegovy, but only for people with both obesity AND 

established cardiovascular disease

● Medicare plans are not required to cover Wegovy, even for people with established cardiovascular disease

● Individual plans have the option to open up coverage for Wegovy for members with obesity and cardiovascular disease, but it remains to be seen how many plans will 

choose to add this coverage, what criteria will be put in place, and what member cost share will be required
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Media headlines are often misleading and overstate the benefits of GLP-1s 
for weight loss

https://www.medicalnewstoday.com/articles/fda-approves-wegovy-to-reduce-heart-disease-risk
https://www.forbes.com/sites/omerawan/2024/04/01/medicare-will-now-cover-weight-loss-drug-wegovy-heres-what-this-means-for-healthcare/?sh=2311137219ef


Sustainable weight loss has not been proven 
○ While the data shows that weight loss medications such as Zepbound (tirzepatide), Wegovy 

(semaglutide) and Qsymia (phentermine/topiramate) can lead to significant (~20 lbs) weight loss, there is 

not yet any data demonstrating sustained weight loss over the long term (5+ years)

■ Real world data indicates adherence rates to GLP-1 agonist therapy in obese patients is poor, 

ranging from 17-40% 

● Even hospital systems are excluding weight loss drugs, with poor adherence being a factor

■ Real world data indicates that persistence to therapy at one year is poor at 32%

■ Once patients discontinue use of the drug they start to regain the weight that was previously lost

■ All clinical trials for weight loss drugs included a rigorous lifestyle modification component, which 

is difficult to replicate in the real world at scale
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Real world data shows most people stop taking these medications due to 
side effects - and regain the weight

https://www.beckershospitalreview.com/finance/rwjbarnabas-drops-employee-glp-1-coverage-for-weight-loss.html


● The safety profile of this drug class is still unclear

○ Serious side effects of GLP-1s are emerging as more and more patients are exposed to this class of 

drugs, including stomach paralysis, pancreatitis and bowel obstructions

○ GLP-1s carry a Black Box Warning for risk of thyroid cancer

○ As a result of reports received in the FDA Adverse Event Reporting System, the FDA is evaluating the 

possible link between Wegovy and increased suicide risk

■ While the preliminary results did not find a causal link, the FDA does note that they “cannot 

definitively rule out that a small risk may exist” and the final report of this investigation is 

currently pending

● It can take several years to understand the true adverse effects of medications, since clinical trials used for 

FDA approval in a relatively small number of people for a limited duration

○ Medications like PPIs and Xeljanz were on the market for 10+ years before serious adverse effects were 

uncovered

■ Xeljanz now carries a Black Box Warning for risk of cardiovascular events

○ Ozempic has only been on the market since 2018, and Wegovy since 2021
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And most importantly, significant safety concerns remain about the entire 
drug class



● There is no evidence that GLP-1 utilization for weight loss results in decreased overall healthcare costs

○ In fact, available data show that overall healthcare costs increase in those treated with GLP-1s, due to 

the cost of the drug

■ A 2023 study showed a 59% increase in GLP-1 patient total medical costs compared to their 

healthcare costs prior to starting the drugs
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Available data points to an overall healthcare spend increase for patients 
on GLP-1’s



● GLP-1 agonists will likely continue to play a major role in the treatment of weight loss and new drugs to market will aim 

to distinguish themselves from this class of drugs

● The pipeline for development is robust and includes 124 drugs in various stages of the clinical trial process

● Currently there are 8 drugs in the final stages (Phase III)

○ If the trials are successful these manufacturers will be seeking FDA approval in the next few years  

○ This would potentially double the number of drugs available on the market. 

○ These new drugs aim to provide novel approaches to treatment, for example, they will target different or 

multiple pathways that reduce appetite and slow digestion

● Another approach current research is taking is to  develop more convenient forms of existing drugs, such as pills 

instead of injections or less frequent injections

124
In Development

8
In Phase III Trials

8
FDA 

Approved
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There are several drugs in the pipeline for weight loss


