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INTRODUCTION RESULTS RESULTS
Nutraceuticals or medical foods are used to address a specific Table 1. Safety and Efficacy US-FDA Versus EU-EMA Phase Il & Il MDD-Specific Trials
dietary requirement necessary to treat a disease or condition. Endpoints:

Medical foods must be used under medical supervision but are
not regulated as drugs by the US FDA or EU EMA and do not
require a prescription. Medical foods have the potential to be
co-packaged for concomitant use as adjunctive therapy with
prescription drugs to support nutritional needs for disease

Drug interactions: Early pharmacokinetics and pharmacody- namics
characterization should be conducted to determine dosing, dosing
intervals, and drug switching strategies

Drug interactions: Potential reactions characteristic of the class of drugs being
investigated should be assessed with special efforts

 Safety requirements should include
pharmacokinetics-informed dosing and drug
switching strategies in phase Il and maintenance of a
safety database in phase lll in the US (Table 1).
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the US and EU as adjunctive therapy to treat MDD.

METHODS

MDD-related clinical trial phase Il and Il evidence requirements
for safety and efficacy endpoints, study design, and study
population inclusion/exclusion criteria were reviewed and
summarized. FDA and EMA requirements were compared to
identify key differences necessary for securing marketing
authorization of a medical food as adjunctive therapy in the US
and EU prescription pharmaceutical markets.

Adjunctive Therapy

Secondary endpoints: assess other domains of symptom
Improvement
e Clinical Global Impression (CGI-S preferred) Assessment Scale

PRECLINICAL PHASE Il

Cell or animal Determines

studies in the lab

Determines safety
and proper dosing

(15-50 people) side effects

effectiveness and

(100 or fewer people)

Secondary endpoints: changes in global assessment or social functioning
« Clinical Global Impression Assessment Scale

PHASE I PHASE IV

Compares new
treatment to

standard treatment
(100s of people)

Monitors long-term
effectiveness and

side effects
(1000s of people)

« Phase Il trials should be randomized, double-blind,
placebo controlled and last 6-8 weeks for both
markets (Table 2).

« Phase lll trials should be randomized double-blind
withdrawal trials and last at least 6 months for both
markets (Table 2).

Study Population:

« The study population should include DSM-defined
MDD patients and a range of severity in the US while
EU studies should focus on moderate MDD (Table 2).

CONCLUSIONS

» Second drug product that is used together with the primary

treatment, where relative doses are not fixed, drugs are not
necessarily given at the same time, but may be co-packaged

and may or may not be labeled for concomitant use

Findings highlight the necessary evidence

Figure 2. Phases of Clinical Trials . . o
requirements to take a medical food to the prescription

Table 2. Study Design and Study Population US-FDA Versus EU-EMA Phase Il & Ill MDD-Specific Trials

EU-EMA

pharmaceutical market as adjunctive therapy in the
treatment of MDD. Many requirement similarities exist
between the US FDA and EU EMA. Minor differences
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e Geriatric patients
« Patients with HIV/ Hep C
« Patients with substance abuse history
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