August 13, 2020

Secretary Sonny Perdue Secretary Alex M. Azar

U.S. Department of Agriculture U.S. Department of Health and Human Services
1400 Jefferson Drive SW 200 Independence Avenue SW

Washington, DC 20201 Washington, DC 20024

Submitted electronically via www.regulations.gov

RE: Docket No. FNS-2020-0015; Scientific Report of the 2020 DGAC
Dear Secretaries Perdue and Azar:

GOED, the Global Organization for EPA and DHA Omega-3s, is a trade association representing
170+ companies worldwide that are active in the EPA and DHA omega-3 industry. GOED’s
membership includes all segments of the omega-3 supply chain from fishing and seafood
companies to fish oil refiners, supplement manufacturers, food and beverage marketers and
pharmaceutical companies. GOED's members agree to adhere to product quality and ethical
standards that represent the benchmark for quality in the omega-3 market. GOED’s mission is to
increase global consumption of EPA and DHA and ensure that our members produce quality
products that consumers can trust.

GOED thanks the United States Departments of Agriculture (USDA) and Health and Human
Services (HHS) for the opportunity to provide written comments on the 2020 Dietary Guidelines
Advisory Committee’s (DGAC) Scientific Report.*

As a general recommendation, GOED would like to see the Dietary Guidelines for Americans
(DGA) highlight nutrient needs at each life stage and include strategies to meet nutrient intake
targets that incorporate dietary supplements, particularly when food does not provide
recommended intakes of under-consumed nutrients, especially for those of public health concern.

As you consider the DGAC’s Scientific Report and develop the DGA, GOED highlights
EPA/DHA-related issues for your consideration.

Women who are pregnant or breastfeeding “should consume at least 8 and up to 12 ounces of a
variety of seafood per week from choices that are lower in methlymercury and higher in omega-3
fatty acids.”

GOED is pleased with the DGAC’s recommendation that women who are pregnant or
breastfeeding should consume at least 8 ounces of a variety of seafood high in omega-3 fatty

!Dietary Guidelines Advisory Committee. 2020. Scientific Report of the 2020 Dietary Guidelines Advisory
Committee: Advisory Report to the Secretary of Agriculture and the Secretary of Health and Human Services. U.S.
Department of Agriculture, Agricultural Research Service, Washington, DC.
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acids, but GOED also recommends the inclusion of an EPA/DHA supplementation
recommendation for the large number of women who fall short of the seafood recommendation
due to any number of reasons, including, but not limited to, accessibility, expense, knowledge,
etc... In the absence of a supplementation recommendation for EPA/DHA, offspring of women
consuming a low amount of seafood may fall short in their neurocognitive development
compared to offspring of higher fish-consuming women.

GOED is concerned about qualifying the recommendation with “from choices that are lower in
methylmercury” and “up to 12 ounces.” Rather than repeat what has been expressed so well by
others, we refer you to the attached comments dated August 1.

EPA/DHA supplementation recommendation for reducing risk of preterm and early preterm birth
An EPA/DHA supplementation recommendation is also warranted for reducing the risk of
preterm and early preterm birth. The DGAC’s recommendation for the next Committee to
“examine a question on the relationship between omega-3 fatty acid supplements consumed
before and during pregnancy and pregnancy outcomes,” falls short of addressing a public health
crisis — preterm birth — which should not wait for another DGAC cycle.

The Committee noted that it “did not assess the effect of omega-3 fatty acid supplements
consumed before or during pregnancy and pregnancy outcomes. However, seafood emerged as a
component that was higher in dietary patterns associated with a reduced risk of, among other
things, preterm birth. Although seafood contains nutrients other than omega-3 fatty acids,
systematic reviews have associated omega-3 supplements with preventing early or any preterm
delivery. *

For your reference, the relevant scientific support can be found in a November 2018 Cochrane
Review? of 70 randomized controlled trials (RCTs), involving almost 20,000 women, which
reported that O-3 LCPUFA interventions (supplementation or food additions) during pregnancy
reduce the risk of preterm and early preterm birth by 11% and 42%, respectively. In January
2020, during the National Academies’ Nutrition During Pregnancy and Lactation: Exploring
New Evidence - A Workshop®#, Dr. Maria Makrides, coauthor of the Cochrane Review, provided
further substantiation and clarification about the benefits of omega-3s for reducing the risk of
preterm and early preterm birth.

2Middleton P, Gomersall JC, Gould JF, Shepherd E, Olsen SF, Makrides M. Omega-3 fatty acid addition during
pregnancy. Cochrane Database Syst Rev. 2018: 15;11:CD003402. https://www.ncbi.nlm.nih.gov/pubmed/30480773
3http://www.nationalacademies.org/hmd/Activities/Nutrition/NutritionDuringPregnancyandL actationWorkshop.aspx
“National Academies of Sciences, Engineering, and Medicine 2020. Nutrition During Pregnancy and Lactation:
Exploring New Evidence: Proceedings of a Workshop. Washington, DC: The National Academies Press.
https://doi.org/10.17226/25841.
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With the knowledge that pregnant women’s omega-3 intakes are low>®, coupled with a
compelling economic impact assessment concluding DHA for reducing early preterm birth could
save the U.S. healthcare system up to $6 billion/year’, such risk reductions are of public health
relevance and cannot be ignored.

“Provide good sources of omega-3 and omega-6 fatty acids, such as seafood, beginning at ages 6
to 12 months.”

GOED assumes the omega-3 recommendation is specific to EPA and DHA since seafood is cited
as the only example. If this is true, GOED recommends calling out EPA and DHA in parentheses
after “omega-3.” If alpha linolenic acid is included in the omega-3 recommendation, then GOED
recommends including another food example.

Focus Areas for Future Committees

GOED recognizes the need for the Committee, like past Committees, to prioritize questions,
nutrients and outcomes to complete its work by a given deadline. GOED asks the Departments to
direct the next DGAC to prioritize uncompleted work including the following (listed by
subcommittee):

Pregnancy and Lactation Subcommittee, Specific Nutrients from Supplements and/or

Fortified Foods

Question: What is the relationship between omega-3 fatty acids from supplements and/or

fortified foods consumed before and during pregnancy and lactation and specific health

outcomes?

e Despite GOED’s multiple requests (i.e. July 24, 2019, October 23, 2019 and February
7, 2020) to include preterm and early preterm birth as outcomes of interest, they were
never added. Technically, this is not uncompleted work, but, as discussed above, they
are very important outcomes to address for pregnant women.

Birth to 24 Months Subcommittee, Specific Nutrients from Supplements and/or Fortified
Foods

The protocols associated with all three questions and dated July 2, 2019 included omega-
3s as a comparator. Unfortunately, the subcommittee determined in order for it to

5Zhang Z, Fulgoni VL, Kris-Etherton PM, Mitmesser SH. Dietary Intakes of EPA and DHA Omega-3 Fatty Acids
among US Childbearing-Age and Pregnant Women: An Analysis of NHANES 2001-2014. Nutrients. 2018 Mar
28;10(4). pii: E416.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC5946201/pdf/nutrients-10-00416.pdf

®Thompson M, Hein N, Hanson C, et al. Omega-3 Fatty Acid Intake by Age, Gender, and Pregnancy Status in the
United States: National Health and Nutrition Examination Survey 200372014. Nutrients. 2019 Jan 15;11(1). pii:
E177.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6356780/pdf/nutrients-11-00177.pdf

’Shireman TI, Kerling EH, Gajewski BJ, Colombo J, Carlson SE. Docosahexaenoic acid supplementation (DHA)
and the return on investment for pregnancy outcomes. Prostaglandins Leukot Essent Fatty Acids. 2016;111:8-10.
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4978141/pdf/nihms-793254.pdf

3



about:blank
about:blank
about:blank

complete its work on time it needed to decrease the number of comparators. GOED
suggests the next DGAC address the benefits of omega-3s for this age group.

Dietary Fats and Seafood Subcommittee, Dietary Fats
When the DGAC commenced its work, four questions were proposed, including:
1. What is the relationship between types of dietary fat consumed and
neurocognitive development (birth to 18 years) or neurocognitive health (for those
18 years and older)?
2. What is the relationship between types of dietary fat consumed and risk of
cardiovascular disease?
3. What is the relationship between types of dietary fat consumed and risk of certain
types of cancer?
4. What is the relationship between types of dietary fat consumed and all-cause
mortality?

The July 2, 2019 protocols associated with all four questions included omega-3s as a
comparator. Unfortunately, there was only enough time for the second question to be
addressed. GOED suggests the next DGAC address the remaining three questions with
consideration of omega-3s as a comparator. In the fourth question, given the strength of
the evidence supporting a role for EPA/DHA in reducing the risk of death from other
causes (i.e. coronary heart disease and cardiovascular disease)®, the cause of death should
be expanded beyond all-cause mortality.

Thank you for considering our comments.

Sincerely,

Harry B. Rice, Ph.D.
Vice-President, Regulatory & Scientific Affairs

8Hu Y, Hu FB, Manson JE. Marine Omega-3 Supplementation and Cardiovascular Disease: An Updated Meta-
Analysis of 13 Randomized Controlled Trials Involving 127 477 Participants. J Am Heart Assoc. 2019
Oct;8(19):e013543. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6806028/
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