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• How to make an application for a
   health claim?

- in theory
   (Guidelines of EFSA, Health Canada,
    US FDA, Passclaim, etc.)

- in practice

• Questions, thoughts, consequences
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Organisation of the dossier
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Preparation of the dossier
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Quality of intervention studies
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Synopsis of intervention studies
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Mandatory elements of the dossier

 According to Article 15 of the Regulation:

     - Administrative and technical data
     - Summary (for public display)
     - Definition of the health relationship
     - Copy of all relevant study reports, etc.
     - Proposed claim with conditions of use
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 According to EFSA Guideline:

      -  Application must contain all pertinent
         scientific data (published and
         unpublished, in favor or not in favor).
         This must be confirmed by signature in
         the application form.

Mandatory elements of the dossier
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Definition of the health relationship

There must be a causal relationship between the
consumption of the food / food ingredient and the
claimed effect, characterized with regard to the:

      -  magnitude of effect
      -  minimum effective dose
      -  physiological relevance
      -  target population
      -  conditions under which effect occurs
      -  sustainability over time
      -  biological plausibility
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High Level Health Claims (FSANZ)

• Biomarker claim

Biomarker = measurable parameter
predictive of a serious disease

e.g., enhanced bone mineral density

• Risk-reduction claim

e.g., reduces the risk of osteoporotic 
fracture
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Opinion of the SCMPMD on the
"anticariogenic properties of xylitol"

(1999)

"no clear data that xylitol posesses 
specific effects in vivo..."

based on "reports provided by DGXXI 
(reviews) and its knowledge of the 
literature relating to dental caries."
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Opinion of the SCMPMD on the
"anticariogenic properties of xylitol"

(2002)

"no scientific evidence to justify a 
revision of the Committee‘s opinion"

based on an expert review provided by
the applicant, 36 papers published
since Jan. 1999 (31 papers without 

new data) and 5 new study reports
that were critically evaluated.
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Opinion of the SCF on the benefits of
phytosterols by lowering LDL-cholesterol

(October 2002)

"The benefits of phytosterol-enriched
foods for helping hypercholestoremic
individuals reduce their LDL-cholesterol
are well supported by the available
literature"

"Increased blood cholesterol is a well-
known risk factor for CDH"
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Assesment by an Expert group
under the Dutch Code of Practice

(April 2007)

"Spread or yoghurt (drink) with added
Reducol, providing 1.8 - 2.2g phytosterol,
induces up to 10% reduction of serum
LDL-cholesterol"
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Questions arising from EFSA‘s Guidance
for article 14 claims

• What additions are required to cover Article
13(5) claims?

• How will "generally accepted scientific
evidence" as basis of Article 13(1) claims be
determined, if not by applying the same
principles as for Article 14 claims?
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Questions arising from EFSA‘a Guidance
for article 14 claims

• How will "totality of evidence" be ensured,
  if not only by a call for data or own
  investigations?

• Is the fact that a claim is not disputed
  sufficient to accept its scientific
  substantiation?


