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The regulatory system for foods with health claims (FHC) has been investigated. Regulatory
science researches have been done as shown below. These results from this project are very
important for further international harmonization in the world.

1) | proposed the need for consumer science and regulatory science research through reviewing
the history and recent topics about the regulation on FHC in Japan.These results were published
as a research paper entitled "The need for consumer science and regulatory science research on
functional foods with health claims What should we do to harmonize science and technology with
society?".

2) | clarified the differences on regulations between FHC and ethical pharmaceuticals regarding
their safety and efficacy in clinical trials, which are required to provide them with scientific
evidence. These results were published as a research paper entitled "Differences on the
Regulation between Foods with Health Claims and Ethical Pharmaceuticals from the Viewpoint of
Regulatory Science".

3) A new system for foods with functional claims (FFC) was implemented in April 2015. The
efficacy of FFC must now be proven by systematic review or randomized clinical trials (RCTs). The
aim of this study was to establish the scientific reporting quality of RCTs on the efficacy of FFC and
to identify areas that require improvement. The reporting quality of 33 RCT papers on 31 FFC that
were received between April 1, 2015 and December 31, 2016 were analyzed by two experts with




regard to consistency with the 29 Consolidated Standards of Reporting Trials (CONSORT) items.
RCTs on FFC reported 13.8 (47.6%) of the CONSORT items, which is similar to those on FOSHU.
There were 7 least reported items, including study design. Determining the reporting quality of FFC
studies is an important way of identifying items that require improvement in future papers. These
results were published as a research paper entitled "Evaluation of randomized controlled trials of
foods with functional claims request: the learning outcomes from studies in Japan".

4) Identifying frequent and important discussion topics in FOSHU review meetings will therefore
facilitate communication and promote effective discussion between regulators and food business
operators, enhancing the Foods with Heath Claims (FHC) process. To identify discussion topics
raised in meetings for approval review of FOSHU in Japan to improve the FHC process. The 31
meeting minutes raised 253 discussion topics under four major categories: food labeling (50.6%),
efficacy and safety (25.7%), other (15.4%) and product (8.3%). Food labeling of FOSHU was
identified as an important discussion point. Correct labelling can help ensure that consumers
understand and select the most suitable products for their health needs. These results were
published as a research paper entitled "Clarifying discussion topics in regulatory reviews of foods
with health claims in Japan for food business operators and regulators around the world".

5) Harmonized guidelines on health claims may reduce future global trade barriers. We then aimed
to re-evaluate articles cited in systematic reviews used as evidence in applications for the health
claim "reduction of post-prandial glycemic responses" for hydrolyzed guar gum and indigestible
dextrin, according to our new criteria. Our major findings were that 64% and 48% of articles failed
to assess insulin level as a secondary outcome and conduct nutrient profiling of the test food,
respectively. Our findings suggest the need for updated guidelines based on scientific evidence for
efficacy evaluation for health claims in both countries.
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The regulatory system for foods with health claims (FHC) has been investigated. Regulatory science researches have been done as
shown below. These results from this project are very important for further international harmonization in the world.

1) I proposed the need for consumer science and regulatory science research through reviewing the history and recent topics about
the regulation on FHC in Japan.These results were published as a research paper entitled “The need for consumer science and
regulatory science research on functional foods with health claims What should we do to harmonize science and technology with
society?”.

2) I clarified the differences on regulations between FHC and ethical pharmaceuticals regarding their safety and efficacy in clinical
trials, which are required to provide them with scientific evidence. These results were published as a research paper entitled
“Differences on the Regulation between Foods with Health Claims and Ethical Pharmaceuticals from the Viewpoint of Regulatory
Science”.

3) A new system for foods with functional claims (FFC) was implemented in April 2015. The efficacy of FFC must now be proven by
systematic review or randomized clinical trials (RCTs). The aim of this study was to establish the scientific reporting quality of RCTs
on the efficacy of FFC and to identify areas that require improvement. The reporting quality of 33 RCT papers on 31 FFC that were
received between April 1, 2015 and December 31, 2016 were analyzed by two experts with regard to consistency with the 29
Consolidated Standards of Reporting Trials (CONSORT) items. RCTs on FFC reported 13.8 (47.6%) of the CONSORT items, which is
similar to those on FOSHU. There were 7 least reported items, including study design. Determining the reporting quality of FFC
studies is an important way of identifying items that require improvement in future papers. These results were published as a
research paper entitled “Evaluation of randomized controlled trials of foods with functional claims request: the learning outcomes
from studies in Japan”.

4) Identifying frequent and important discussion topics in FOSHU review meetings will therefore facilitate communication and promote
effective discussion between regulators and food business operators, enhancing the Foods with Heath Claims (FHC) process. To
identify discussion topics raised in meetings for approval review of FOSHU in Japan to improve the FHC process. The 31 meeting
minutes raised 253 discussion topics under four major categories: food labeling (50.6%), efficacy and safety (25.7%), other (15.4%) and
product (8.3%). Food labeling of FOSHU was identified as an important discussion point. Correct labelling can help ensure that
consumers understand and select the most suitable products for their health needs. These results were published as a research
paper entitled “Clarifying discussion topics in regulatory reviews of foods with health claims in Japan for food business operators and
regulators around the world”.
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5) Harmonized guidelines on health claims may reduce future global trade barriers. We then aimed to re—evaluate articles cited in

systematic reviews used as evidence in applications for the health claim

“reduction of post—prandial glycemic responses”

for

hydrolyzed guar gum and indigestible dextrin, according to our new criteria. Our major findings were that 64% and 48% of articles failed
to assess insulin level as a secondary outcome and conduct nutrient profiling of the test food, respectively. Our findings suggest the
need for updated guidelines based on scientific evidence for efficacy evaluation for health claims in both countries.
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