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Global Omega-3 Navigator: Regulatory and Technical (formerly the requlatory map) —

Demonstration

e See 3 February 2025 GOED Current

e Harry: The topics will be expanded over time. There are currently three. We believe the next topic is
going to be food additives. We would like your feedback on what you would find useful. When you
use the database, let us know if you find incorrect information or if you have information that we
haven’t included.



https://22454452.hs-sites.com/new-regulatory-and-technical-resource-goed-develops-contaminants-scorecard-other-news?ecid=ACsprvuqJAnPVtE1O5HUp8WXWHYTxlvpB99CXxous2VIfUMVauRijXLkp5g-7igrFVPw_Q0Q7M-5&utm_campaign=6919307-GOED%20Newsletter%202025&utm_medium=email&_hsenc=p2ANqtz--EfnADAsK7SMpM_0ywrGEaAjuYTUJTFe0lS-djizlQsYMmOV4Fo9o60zMiwN2kB0csFDczeX2FD5-ugi-FYCUPuCfVFA&_hsmi=345178834&utm_content=345178834&utm_source=hs_email
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e Oliver: Will it be possible to track how much the tool is being used? Since it’s an ongoing

investment, it would be good to know how much it’s being used and which parts are getting the most

use.

Ellen: We’ll have to look into that.

Paul: It’s everyone’s responsibility to provide feedback — changes, additions, etc...

Paul: Why is the EU in green?

Gaby: Since the EU has their own regulations and it’s for many countries, it’s green. There’s a

legend on top. If the regulation is country specific, then it will be blue. If a regulation applies to an

organization (e.g. MERCOSUR) and a country (e.g. Brazil), then that will be yellow.

e Hywel: I was wondering if you could add a field for when the information was last updated in the
database?

e Harry: This is a good idea and we just need to discuss the logistics internally.

Global Omega-3 Navigator: Requlatory and Technical (formerly the requlatory map) — Which

Food Additives Should be Included?

e Harry: Below is a table of food additives that was created based on the Codex General Standard for
Food Additives (GSFA) and then expanded based on feedback from the technical committee. For the
food additives with a question mark next to them, if you are using them, please let us know and we’ll
include them in the GO-3N. For the food additives for which we don’t receive confirmation of use,
we won’t include them in the GO-3N. If there are any food additives missing, please let us know
about those as well. We will start with food additives used in the actual oil. Later, we will consider
adding food additives that are used in powder formulations. If you want to include those now, please
differentiate between the two uses. Please provide feedback by 14 February.

e Paul: Let’s carry this agenda item over to the next meeting.

Food Additive

Ascorbic Acid, L- ?
Ascorbyl Esters as Ascorbyl Palmitate
Ascorbyl Esters as Ascorbyl Stearate ?

Astaxanthin
Butylate Hydroxyanisole
Butylate Hydroxytoluene

Diglycerides

Carotenes, Beta- ?
Carotenes, Beta-, Vegetable ?
Citric Acid

Diacetyl tartaric and Fatty Acid Esters of Glycerol | ?
Diglycerides

Green Tea Extract

Guaiac Resin ?
Isopropy! Citrates ?
Lecithin ?

Medium Chain Triglycerides
Monoglycerides
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Mono- and Diglycerides of Fatty Acids

Palm Oil

Propyl Gallate

Propylene Glycol Esters of Fatty Acids

Rosemary Extracts

Silicon Dioxide

Sodium Ascorbate

Starch Sodium Octenyl Succinate

Stearyl Citrate ?
TBH
Thiodipropionates ?

Tocopherols

d-alpha-Tocopherol

Tocopherol concentrate, mixed

dl-alpha-Tocopherol

Tocotrienols ?

Tricalcium Phosphate

Trisodium Citrate

Vitamin A as retinyl palmitate

Vitamin D3 as colecalciferol

EU — EC Working Group on Novel Foods

Harry: The 23 January 2025 agenda of the Working Group on Novel Foods includes the following
agenda item — “Request for a scientific opinion on the safety of supplemental DHA.” GOED has
been informed (unofficially) that this mandate stems from discussions in the context of a request for
extension of Schizochytrium sp. (FCC-3204) oil. This is currently authorised for use in food
supplements and infant/follow on formula and an extension for use in protein products. EFSA
considered that this would not lead to significantly higher exposure of DHA. Nevertheless, the
Commission has asked EFSA to establish a tolerable upper intake level for DHA and EPA. No
publicly available documentation is available yet.

Hywel: A while back, we requested that Schizochytrium oils could be added to protein products as
part of the novel food catalogue because they aren't currently permitted for such use. The
Commission then decided to attach that to the FCC-3204 oil, which is Fermentalg’s oil and we went
through the EFSA process and got an opinion back saying no problem. It's not going to lead to
significantly higher exposure of DHA in the general population than would otherwise occur. As part
of the submission, you have to provide an exposure estimation that is generated by the European
Union tool which takes into account intake from every single population of every single country of
the EU. It’s a bell curve and at the far end of the curve you find people who may take a couple of
grams per day. The issue is that EFSA hasn’t assessed safety of omega-3s since 2012 at which point
they concluded that there was plenty of evidence that EPA and DHA together were safe, but that
there was no data demonstrating the safety of DHA alone above one gram/day. This worries the
Commission, because EFSA has provided an opinion that even at the end of the bell curve with two
grams/day it’s safe; whereas, there’s an opinion that states up to one gram/day is safe and past that
the safety is unknown. We believe there will be a public consultation (timing unknown) on this
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subject. When that happens, we can provide more recent publications where DHA alone has been
used. If anyone else has information, I’m sure that it will be welcomed as well.

Oliver: The worry could be AFib.

Harry: I would be surprised if AFib isn’t addressed given the warning that was put out by the
European Medicines Agency (EMA) regarding pharmaceutical omega-3s. Since that time, GOED
has been concerned that there would be an evaluation conducted on what would be an appropriate
upper limit considering the risk of AFib. The evaluation was bound to happen sooner or later. If
anyone hears about the outcome from the meeting, please let us know.

Oliver: I do see a potentially harmful outcome in larger parts of the market where we've seen that
higher dosage recommendations or higher dosages are being used. So I know that at least in
Germany there are a number of companies that are targeting companies that are targeting either two
grams of EPA+DHA per day or two gram of total omega-3s. I wonder if there is much more that we
can do than just wait and see what EFSA decides.

Harry: I think this is a real threat and GOED is very concerned about this. At the moment, GOED
has a “position statement” on EPA/DHA Omega-3s and Atrial Fibrillation. We’re going to have to
figure out how to manage the message.

Ellen: People probably remember that we commissioned another paper with the Fatty Acid Research
Institute (FARI) to look at the other studies (~80) that exist on omega-3s and cardiovascular
outcomes to see if AFib was tracked. Right now, there are nine studies reporting an increased risk of
AFib with EPA/DHA ingestion. The challenge is that FARI is not finding a lot of additional data.
Paul: Speaking with people in my company, the data that does show a risk seems to be noisy.

Ellen: The media message will undoubtedly be different than the science. I think we wrote a good
letter to the EMA last year saying that they were jumping the gun. See 10 November 2023 News
Alert.

Oliver: The last time EFSA did an evaluation for tolerable upper intake limits, they calculated the
worst-case scenario which didn’t align with reality. There are certain ways EFSA makes these
calculations, and I think it’s important to attack their methods.

Harry: The person that we worked with for our report in 2012 was Aine Hearty and I think she’s very
good, but she’s a challenge to work with.

Oliver: I don’t think you will change the way EFSA approaches the issue, but if you have good
points to make, Member States are unlikely to just ignore those points.

Hywel: I can offer my services having been through the exposure estimations very recently. I'm
happy to run you through what we did.

Harry: I’ll reach out to you.

China - China to Amend GACC Decree 248 on Registration of Overseas Manufacturers of

Imported Foods

Harry: On January 3, 2025, the General Administration of Customs of China (GACC) released a
revised draft of the Regulation on the Registration and Administration of Overseas Manufacturers of
Imported Food. Stakeholders can submit their comments via email to cifer@customs.gov.cn by
February 19. | can submit comments, but they will require significant input from committee
members. Please let me know by February 14 if you would like me to submit comments and what
comments you have.



https://goedomega3.com/scientific-resources/goed-position-statements/epadha-omega-3s-and-atrial-fibrillation
https://22454452.hs-sites.com/medical-agencies-from-additional-european-countries-post-letters-to-hcps-about-omega-3s-and-a-fib-risk?ecid=ACsprvsHVozPwbTD4ZJl6ugZqmpKhbFhkV9PcJCj5LGytwrb40D_c5t-lmkRM5WWgTbaWiKNDVjX&utm_medium=email&_hsenc=p2ANqtz-9u2JZcE4EIF00B5QAvIZirSKmT-3-7Cb2pVjG1KYmTPdDIHk4gOgAppY_pb042O0W0RhPkm1coqMN2Z0_sYOQHxbVzsw&_hsmi=281990949&utm_content=281990949&utm_source=hs_email
https://22454452.hs-sites.com/medical-agencies-from-additional-european-countries-post-letters-to-hcps-about-omega-3s-and-a-fib-risk?ecid=ACsprvsHVozPwbTD4ZJl6ugZqmpKhbFhkV9PcJCj5LGytwrb40D_c5t-lmkRM5WWgTbaWiKNDVjX&utm_medium=email&_hsenc=p2ANqtz-9u2JZcE4EIF00B5QAvIZirSKmT-3-7Cb2pVjG1KYmTPdDIHk4gOgAppY_pb042O0W0RhPkm1coqMN2Z0_sYOQHxbVzsw&_hsmi=281990949&utm_content=281990949&utm_source=hs_email
mailto:cifer@customs.gov.cn
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There are six key revisions: 1) Refinement of "System Recognition” Requirements, 2) Introduction
of New Registration Methods, 3) New Catalog for Recommended Registration, 4) Adjustments to
Re-registration Requirements, 5) Removal of Time Limits for Renewal Applications, and 6)
Exemptions from Registration
Notice of the General Administration of Customs on Soliciting Public Opinions on the Regulations
of the People's Republic of China on the Registration and Administration of Overseas Manufacturers
of Imported Food (Draft for Comments)
e Appendix #1: "Regulations of the People's Republic of China on the Registration and
Administration of Overseas Manufacturers of Imported Food (Draft for Comments)"
- -
Appendix1_Chinese.d Appendix1_English.d
ocxX ocxX
e Appendix #2: Revision of the Regulations of the People's Republic of China on the Registration
and Administration of Overseas Manufacturers of Imported Food (Order No. 248 of the General
Administration of Customs)
- -

Appendix2_Chinese.d Appendix2_English.d

° ocX ocX
e Appendix #3: List of foods that require official recommendation registration letters (Draft for
comments)

o Includes aquatic products

- -

Appendix3_Chinese.d Appendix3_English.d
ocx ocx

To read the minutes from past meetings on facility registration in China, click here.

EU — DG SANTE (not discussed during the meeting)

28 January 2025 Update

Harry: During the December meeting, we discussed the Final Report of an Audit of Peru Carried Out
from 4 to 15 March 2024 in Order to Follow up the Implementation of the Actions Taken by the
Peruvian Authorities to Address Certain Recommendations of Audit Report DG (SANTE)/2018-
6390. What I didn’t mention was the competent authority’s response to the report recommendations.
Note the response (i.e. Measure proposed by the competent authority) to recommendation #6 -
Ensure that only raw materials (unrefined fish oil) fit for human consumption are used in the
production of fish oil for human consumption for export to the EU, as required by Section VIII,
Chapter 1V, point B of Annex 111 of Regulation (EC) No. 853/2004.
o Issue a communication to operators of oil processing plants for human consumption that
export to the European Union, regarding compliance with the EU legal basis (V1I1, Chapter
IV, point B, of Annex Il of Regulation (EC) No 853/2004 and that such compliance is
detailed in their safety management systems (HACCP, GMP, etc.)
o Toissue a communication to the operators of crude fish oil processing
o plants to declare the purpose of the product in all traceability documents, in health
certification procedures for export purposes.



http://www.customs.gov.cn/customs/302452/302329/zjz/6297231/index.html
http://www.customs.gov.cn/customs/302452/302329/zjz/6297231/index.html
http://www.customs.gov.cn/customs/302452/302329/zjz/6297231/index.html
https://docs.google.com/document/d/1NEM312UvsuU9dwfBvqRQ1XvQPRuYa3aa/edit?usp=drive_link&ouid=118430256956307748976&rtpof=true&sd=true
https://ec.europa.eu/food/audits-analysis/audit-report/download/16770
https://ec.europa.eu/food/audits-analysis/audit-report/download/16770
https://ec.europa.eu/food/audits-analysis/audit-report/download/16770
https://ec.europa.eu/food/audits-analysis/audit-report/download/16770
https://ec.europa.eu/food/audits-analysis/audit-report/annex/download/10815

(@]

(@]
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Update MEMORANDUM No. 288-2020-SANIPES/DHCPA on the Guidelines for the
evaluation of crude and refined fish oil destined for the European Union, in order to consider
the indication of the purpose of the products human consumption or non-human
consumption, updating of current health regulations.

Update the format of "Record of evaluation for the attention of the request of the Services
provided in Exclusivity"”, which will include the verification of the traceability of the fish oil,
according to the declared purpose, in compliance with the EU health regulations.

Training for Health Controllers regarding compliance with Section V111, Chapter IV, point B,
of Annex 111 of Regulation (EC) No. 853/2004 and aspects related to the documentary
traceability of certification dossiers for oil for direct and indirect human consumption.

To carry out sanitary control (traceability) of oil processing plants for direct human
consumption that export to the EU.

With respect to the issue of the alleged export of crude feed oil from Peru to other countries and then
refining or concentrating it and shipping it to the EU as food grade oil (when it was only supposed to
be used as feed grade oil), | mentioned during the last meeting that | had heard back from the United
States. Since the last meeting, | contacted CFIA and they have replied with some follow-up question,
which I have answered and now I’m waiting to hear back from them. Ellen asked IFFO about China
and was informed that crude fish oil, upon receipt in China, is classified according to what the
exporting country declared.

o

If that's the case for crude oil, then the same would be true for refined fish oil or concentrated
omega-3 oil from fish. Given that the United States doesn't require knowing the grade (feed
versus food) of oil being imported, if a company requests an export certificate from NOAA
Seafood Inspection Program (SIP) for fish oil for human consumption and NOAA SIP has
audited the company's facility for processing human grade oil then there's no reason to
believe that the oil couldn't be exported to China as human grade oil.

This topic has been discussed over many years. For information on this topic from past meetings,
click here.

Codex — Standard for Microbial Omega-3 Oils (not discussed during the meeting)

28 January 2025 Update

Harry: As | mentioned during the last meeting, the Codex Alimentarius Commission approved the
proposal for New Work on a Standard for Microbial Omega-3 Oils. Before the holidays, Gerard and
| provided comments back to the chair (United States) regarding the comments received from several
Codex Member Countries in response to the first draft proposed standard. Then, earlier this month,
we had a call with the United States for further discussion. The second draft proposed standard
should be posted any day now, but there could be an issue if the United States withdrawals from the
World Health Organization.

For information on this topic from past meetings, click here.

South Korea - Notice of Legislation on Partial Amendment to the Enforcement Decree of the Act on

Labeling and Advertising of Food, etc. (Ministry of Food and Drug Safety Notice No. 2024-366) issued

on 8 August 2024



https://docs.google.com/document/d/1TojIa9fuEi2_D_InO4nmzOhEMgxMtdMD/edit?usp=drive_link&ouid=118430256956307748976&rtpof=true&sd=true
https://docs.google.com/document/d/1WdVj-DW_ptGJW9B1Qa9fGS4XNrcqCOen/edit
https://www.mfds.go.kr/brd/m_209/view.do?seq=43967&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.mfds.go.kr/brd/m_209/view.do?seq=43967&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
https://www.mfds.go.kr/brd/m_209/view.do?seq=43967&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
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e Includes fish oil, but is it relevant to only foods with fish oil and not fish oil supplements?

US — Dietary Guidelines Advisory Committee Report (not discussed during the meeting)
e See 16 December 2024 GOED Current

e To see minutes on this topic from past meetings, click here.

US — Allergen Labeling (not discussed during the meeting)
e See first story under “Regulatory & Certifications” in 13 January 2025 GOED Current.

US - Cardiovascular Claims (not discussed during the meeting)
28 January 2025 Update
e Harry will provide an update during the February meeting.

e To see minutes on this topic from past meetings, click here.

Dietary Reference Intakes (DRI) (not discussed during the meeting)

e Harry: GOED provided comments on all three fat-related protocols from AHRQ. Click here to
access them. Once the draft reports are posted (timeframe unknown), the public will have thirty days

to comment on them.

e To see minutes on this topic from past meetings, click here.

Thailand (not discussed during the meeting)
28 January 2025 Update

e Harry: As was mentioned in the minutes from the last meeting, in the 21 October 2024 GOED

Current, under “Regulatory & Certifications,” we asked if any members had reached out to the
Thailand Food and Drug Administration (FDA) about registering their Schizochytrium oils with
specifications deviating from the published specifications. We didn’t receive any feedback. Should

we remove this item from the agenda?
e For information on this topic from past meeting, click here.
EU — Mineral Qil (not discussed during the meeting)

28 January 2025 Update
e See 18 December 2024 News Alert

e For information on this topic from past meetings, click here.


https://22454452.hs-sites.com/goed-board-holds-annual-strategic-planning-meeting-approves-2025-budget-other-news?ecid=ACsprvuZOCCzUMPoEdN8GhUb7O6y8fcmdOYngJk8H5nWvk_n4QqgbMBkTU-hNMvcuZhFHmoRymf3&utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz-_JwIP7uCqzT4iqg2uuuYfratvQL8YqbnwRd1FKNMoXxzk9d9zTnERUldXjcEiIojrsr_89lpLiU4wi9ewrBWGxj2FmRw&_hsmi=338566358&utm_content=338566358&utm_source=hs_email
https://docs.google.com/document/d/1bSBwTGtcGBQOz_IIOUj0Vs61H0e1B7MG/edit
https://22454452.hs-sites.com/virtual-member-meeting-recording-now-available-goed-is-hiring-other-news?ecid=ACsprvtxkI2xBuyp-KcENB2ei2-AjPuYWsOb-pYQVeaTJzJBFzqKfy-_TeYkDdjog528Y2YZqqjb&utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz--196I-euYlykvOOjHzf6oWXOw76cas-wR0xtL2PRRBB7GE540MQ-0pexrYkvQqFxugR8NhBhki_ZIizJG31BkXsKnQ8g&_hsmi=342058525&utm_content=342058525&utm_source=hs_email
https://docs.google.com/document/d/1u6IsmP1683FV7cKDkuX4Asu7gFaty4kY/edit?usp=drive_link&ouid=118430256956307748976&rtpof=true&sd=true
https://goedomega3.com/goed-advocacy?utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz-9tJwUCqcYnReGil-8j86OAJUW9fk3ZMlXUYBR2owHBXQnBqV1XMv3jpy9nedXORaCtNAK8kJkV9_Qp4Nq9JArQBhlPxA&_hsmi=339603055&utm_content=339603055&utm_source=hs_email
https://docs.google.com/document/d/1UNARkXcAVJHSjSbVusJjLOUrxoxjDz-l/edit
https://22454452.hs-sites.com/new-infographic-showcases-goeds-benefits-across-member-companies-other-news?ecid=ACsprvvflys6RkG9Su4vdmbzsvz9Yy0g5GgfOWnkN5BwHmKm8i77j3FsB5fTPCsPmn-BLh7grETc&utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz-_j8cJJJJqTmIv3uOVN3C3bQ3m72epVQKCYxOydV5x_E7jxN_VCpYU7mMMApX7xBwhwozbGxkhfC7vctxF9ERzwF50QbA&_hsmi=330001195&utm_content=330001195&utm_source=hs_email
https://22454452.hs-sites.com/new-infographic-showcases-goeds-benefits-across-member-companies-other-news?ecid=ACsprvvflys6RkG9Su4vdmbzsvz9Yy0g5GgfOWnkN5BwHmKm8i77j3FsB5fTPCsPmn-BLh7grETc&utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz-_j8cJJJJqTmIv3uOVN3C3bQ3m72epVQKCYxOydV5x_E7jxN_VCpYU7mMMApX7xBwhwozbGxkhfC7vctxF9ERzwF50QbA&_hsmi=330001195&utm_content=330001195&utm_source=hs_email
https://docs.google.com/document/d/1VA2qGOCEqFbNjR6mQPqWYPufQqY6mCsG/edit
https://22454452.hs-sites.com/european-member-states-expert-group-discusses-upcoming-moh-regulations?ecid=ACsprvtNxzjyFK4FAUcVTUuh3EgzZZyq4n4E3zKzDDfrWrCDXVu3ixMGtqxIJ-mvBX0oZAoPIUx6&utm_campaign=GOED%20Newsletters%202024&utm_medium=email&_hsenc=p2ANqtz-_Ca4T317awnGeO5-4Cp44-6reU6Jj6MroJ0laLQEQuxibnvQuT2VT5CkLUa1rhBeD-oz4sc4nTnslIVBwOzdZgceplsw&_hsmi=339603055&utm_content=339227256&utm_source=hs_email
https://docs.google.com/document/d/1ija_jze5RAp66ciOI-1EVSSHVoXc71mf/edit?usp=sharing&ouid=118430256956307748976&rtpof=true&sd=true
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NOT ON AGENDA AND NOT DISCUSSED

Australia — Exports
e See WTO Notification dated 7 January 2025 entitled Updates to sanitary certificates for exports
from Australia of processed foods and beverages, edible animal fats and oils, vitamins and
supplements, animal feed and feed additives, shells, fertilisers, and human and animal remains.
o New export certificates (Declaration and Certificate to condition) to be issued for:
= Australian exports of processed foods and beverages, edible animal fats and oils,
vitamins and supplements, animal feed and feed additives, shells, fertilisers and
human and animal remains
o This will commence from 10 February 2025, with a staged rollout until 5 May 2025.



https://docs.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/TBTN25/BDI540.DOCX
https://docs.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/TBTN25/BDI540.DOCX
https://docs.wto.org/imrd/directdoc.asp?DDFDocuments/t/G/TBTN25/BDI540.DOCX

