
  

 

  
November 17, 2023  
  
Sarah Booth, PhD  
Chair, 2025 Dietary Guidelines Advisory Committee  
c/o Janet M. de Jesus, MS, RD  
Office of Disease Prevention and Health Promotion  
Office of the Assistant Secretary for Health  
Department of Health and Human Services  
1101 Wootton Parkway, Suite 420  
Rockville, MD 20852  
  
Re: 2025 Dietary Guidelines Advisory Committee Proposed Systematic Review Protocols (Docket 
No. HHS-OASH-2022-0021)  
  
Dear Dr. Booth and Members of the 2025 Dietary Guidelines Advisory Committee:  
  
The Center for Science in the Public Interest (CSPI) respectfully submits the following comments on 
several key protocols posted by the Dietary Guidelines Advisory Committee (DGAC) in May and 
October 2023. CSPI is a non-profit consumer education and advocacy organization that since 1971 has 
been working to improve the public’s health through better nutrition and food safety. CSPI helped to lead 
efforts to win passage of the Nutrition Labeling and Education Act, the Healthy, Hunger-Free Kids Act 
(to improve school food), the Food Safety Modernization Act, menu labeling, and the Food Allergen 
Labeling and Consumer Protection Act. CSPI publishes Nutrition Action (NA) and is supported by the 
subscribers to NA, individual donors, and foundation grants. CSPI is an independent organization that 
does not accept any corporate donations.  
  
The recommendations below apply to the following protocols (though they may also be applicable to 
others):    

 Food Sources of Saturated Fat and Cardiovascular Disease  
 All protocols pertaining to the relationship between consumption of different beverages and 

risk of type 2 diabetes  
  
Recommendation 1: Modify exclusion criteria to avoid confounding by medication use. In the 
protocol on food sources of saturated fat and cardiovascular disease risk, the population health status 
criteria exclude studies that exclusively enroll participants with “elevated blood lipids or blood pressure 
levels that are or should be treated clinically/pharmacologically and only report on the specific outcome 
of blood lipids or blood pressure, respectively.”1 This is seemingly to ensure that the studies included in 
the review can be used to assess the effects of food sources of saturated fat, as opposed to their effects in 
combination with lipid-lowering medications. It is important to isolate dietary effects, because the effects 
of lipid-lowering drugs on cardiovascular disease risk may interfere with effects from food sources of 
saturated fat.2 We therefore urge the committee to use stricter exclusion criteria and exclude: a) trials that 
enroll participants who report active use of lipid-lowering drugs; and b) observational studies that do not 
control for the use of lipid-lowering drugs as a confounder.   
  
There is a similar concern for all protocols pertaining to the relationship between the risk of type 2 
diabetes and the consumption of different beverages (i.e., low- and no-calorie sweetened beverages,3 
sugar-sweetened beverages,4 coffee and tea,5 dairy milk and milk alternatives,6 and 100% juice7), because 
the proposed criteria allow the inclusion of studies that include participants who are taking medications to 
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control their blood sugar. For these protocols, we urge the committee to exclude: a) trials that enroll 
participants who report active use of medications to control their blood sugar, and b) observational studies 
that do not control for the use of this type of medication as a confounder.   
  
In conducting risk of bias assessments, we also urge the committee to weigh evidence from high-quality 
randomized controlled trials more strongly than evidence from observational studies.  
  
Recommendation 2: Exclude observational studies that do not control for at least three key 
confounders. The protocol on food sources of saturated fat and risk of cardiovascular disease specifies 
that studies (presumably only observational) must control for at least one key confounder listed in the 
analytic framework: sex, age, race and/or ethnicity, socioeconomic position, physical activity, 
anthropometry, smoking (adults), alcohol intake (adults), diet quality, and total energy intake.1 Given the 
potential strength of these key confounders, we urge the committee to only include observational studies 
that at a minimum control for three key confounders of particular concern: age, smoking (adults), and 
anthropometry.  
  
Recommendation 3: Remove publication date criteria. The protocol on food sources of saturated fat 
and risk of cardiovascular disease specifies that studies published before January 1990 will not be 
included in the review,1 but it is unclear why, as other protocols do not use this cutoff date. It is possible 
that this cutoff is to avoid studies that were conducted before the widespread use of statins, but the 2020 
Cochrane Systematic Review on reduction in saturated fat intake for cardiovascular disease found no 
suggestion of a trend or change in effects of saturated fat reduction on cardiovascular events following 
wider introduction of statins in the mid-1990s.2 Furthermore, high-quality randomized controlled trials 
with cardiovascular disease endpoints were published long before the 1990 cutoff date, and to our 
knowledge, the methodology used in randomized controlled trials in this field has not changed 
substantially enough over time to warrant exclusion. For instance, the 2017 Presidential Advisory from 
the American Heart Association on Dietary Fats and Cardiovascular Disease8 highlighted four core trials 
published between 1968 and 1979 that used high-quality methods to examine the cardiovascular effects of 
replacing saturated fat with polyunsaturated fat.9,10,11,12 We urge the committee to remove publication date 
criteria for this protocol.   
  
Recommendation 4: Evaluate trials that provide key foods separately from those that solely provide 
dietary advice. In the protocol on food sources of saturated fat and risk of cardiovascular disease, all 
intervention/exposure criteria involve consumption of food sources of saturated fatty acids.1 In trials, it is 
important to ensure participants are adhering to their assigned intervention/exposure; results from trials in 
which adherence was very low are not useful to inform dietary recommendations. Because adherence is 
not always measured rigorously (e.g., using self-report, or not measured at all), we urge the committee to 
evaluate trials separately based on whether they provided key foods to participants (higher likelihood of 
adherence to the intervention) versus whether they solely provided dietary advice (lower likelihood of 
adherence to the dietary intervention).   
  

For more information, contact:  
Aviva Musicus, ScD  

Science Director  
Center for Science in the Public Interest  

amusicus@cspinet.org  
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