


Nutrition in Global Health & Disease Management 
- Regulatory Challenges, Policy Needs 
Elevate the Role of Nutrition in Health & Disease Management:  
Pyramids, Prevention, Population-Based & Personalized 

Healthy Aging and Nutrition: Medical, Macro, Micro & Mind the Gap 

Gut Health & Nutrition: Omics, Biotics et al. 

Plant & Plant Products in Food – EU’s difficult route to harmonization, US Botanical 
Safety Consortium, Traditional Usage 
The Future of Nutrition – Shift Paradigms, Call4Action? Multi-stakeholder Partnerships 
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Nutrition Trends, Challenges & Opportunities 
in Health & Disease Management 

LIFE STAGE NUTRITION 

MEGA-TREND NUTRITION 

MACRO & MICRO INGREDIENTS 

REGULATORY FRAMEWORKS & POLICY 

HEALTH & DISEASE TARGETS; MICROBIOME 

PERSONALIZED NUTRITION & ORPHAN DISEASE 

CONSUMER & PATIENT SAFETY 

MARKET & PATIENT ACCESS 

MULTI-STAKEHOLDER APPROACHES & POLICIES 

Conception, Prenatal, Maternal, Adult, Healthy Aging; Sports  … 

Personalized, Natural, Organic, Vegetarian/Vegan, Free-From/Food 
Sensitivities; Novel/Experimental, Ethnic/Origin, Sustainability/Waste  

Botanicals/CBD, Omega3, Astaxanthin, Lycopene, Vitamins, Minerals; Sports, 
Ethnic & SuperFoods …; Pro-, Pre-, Syn-, Post-biotics, Microbiome …  

Novel Foods, Health Claims; Nutraceuticals/Dietary/Food/Health Supplement; 
FSGs/FSDUs/FOSDU/FOSHU … 

Global Obesity Epidemic; Joint, Brain, CV, Immune, Metabolic … Health 

Digital, eHealth, Novel Diagnostics/”omics”, Wearables … 

Nutrient Gaps; Timely Product Access & Safety 

Health Economics/Reimbursement  Health(Care) Systems & Cost-Efficiency  

Big Decisions & Paradigm Shifts  Working Together 
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Nutrition in Health & Disease Management   
Big Decision Areas to Design our Future HealthCare 

Food Fortification 
«Varied & Balanced»  

Dietary Guidelines 
DRI, NRV, EAR, UL, …  

(age/gender/pregnancy …) 

NCD Prevention 
Disease Related  

Malnutrition Management 
Nutrition Therapy, Enteral & 

Parenteral Nutrition 

HealthCare Professionals 
Rare («Orphan») Diseases 

NCD-NRVs … 
Dietary/Food Supplements 
Microbiome & technologies 

(«omics», apps, 3D; N-of-1 …) 

WIN-WIN-4 «Citizens» 
Improved Consumer  

& Patient Care 
Sustainable 

Health Systems Costs 

Population 
Based Nutrition 

Elevate Role 
of Nutrition 

Personalize 
Nutrition 

Improve Status Quo 
(WHO/NCDs:  

Diabetes, Dementias, 
CVDs, Cancers, …) 

Regulatory & HealthCare 
Frameworks: Technical 

Barriers, Implementation 
(Multiple Stakeholders) 

Regulatory, Science 
Technology, Media 
 Health-Disease 
Continua; Speed  

K E Y    T O P I C S   &   H U R D L E S 
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       Healthy Consumer  Patient «Continuum»  
        «Personalizing» the NUTRITION PYRAMID Regulated Categories 

 
I.V. 

Nutrition 
(Drug) 

Food for Specific Groups (FSG)  
Food for Specific Dietary Uses (FSDU) 

Food Supplements (Health Claims) 

General Food  balanced & varied «normal» diet 
(incl. Food Fortification, «Functional Food» (Health Claims)) 

Food for Special 
Medical Purposes  

 Oral Nutritional Supplements / Tube Feeds 

  «Dietary Disease Management …»  
 «Use Under Medical Supervision» 

Links 

Diet 

(Epi-) 
Genes 

Life- 
style 

Regulated under food law 
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“Nutrition4Future©” 
in a VUCA World 

 
 Paradigm Shift(s)  

in HealthCare!? 

4 VALUE 
AREAS  

NUTRITION4  

HEALTHIER, BALANCED, 
SUSTAINABLE DIET  

 More veggies, fruits, water 
…; less meat, sugar, salt, 

alcohol …; supplement nutrient 
gaps; Good Start4Life; Active & 

Healthy Aging; Fight 
Undernutrition (WHO) 

DISEASE PREVENTION  
 Diabetes, CVD, Cancer, 
Dementia … (WHO’s SDGs) 
Obesity; High Cholesterol;  

Spina Bifida (Folate), Falls … 
“Prevention preferable to 

Therapy” 

DISEASE MANAGEMENT  
 Dysphagia/Stroke, Surgery/ 
ICU, Elderly Patients/Dementia, 

… Patient Perspectives on 
Nutrition (ONCA campaign) …  

DISEASE THERAPY  
 Inborn Errors of 

Metabolism (PKU, MSUD, …), 
Crohn’s, Cow’s Milk Allergy,  

Intractable Epilepsy … 

NUTRITION 
NOURISHES,  

IS SAFE &  
(COST-)EFFICIENT 
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Nutrition in Global Health & Disease Management 
- Regulatory Challenges, Policy Needs 
Elevate the Role of Nutrition in Health & Disease Management:  
Pyramids, Prevention, Population-Based & Personalized 

Healthy Aging and Nutrition: Medical, Macro, Micro & Mind the Gap 

Gut Health & Nutrition: Omics, Biotics et al. 

Plant & Plant Products in Food – EU’s difficult route to harmonization, US Botanical 
Safety Consortium, Traditional Usage 
The Future of Nutrition – Shift Paradigms, Call4Action? Multi-stakeholder Partnerships 
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Healthy Aging & Nutrition 
Heterogenous Population, Multi-Morbidity (NCDs), … 
 Life-expectancy, Mobility, Dental Issues,  

Decreased Food Intake/Variety, Metabolism, Sensory 

Macro-, Micronutrients, Probiotics ... & Quality of Life 
 Diets/Vegetables/Plants/“Superfoods”, Supplements 
 Mind the Gaps: Ca, Mg; Vit. D, Bs … (cf NHANES, 2009-2010) 
 Food For Special Medical Purposes 

Health Economics, Reimbursement, Cost-Efficiency … 
 Healthy Aging includes Nutrition:  

A key to reducing healthcare systems’ costs 
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Personalized (Targeted) Nutrition – Opportunity & Risk 
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• Validated Diagnostics («omics; apps; wearables; …) to target reliable nutritional advice 
• Science: critical for an effective regulation & policy, yet may not give all answers  A demonstrated, 

perceived & sustained potential to improve consumer care, well-being & health systems is key 

GET THE  BASICS RIGHT! START WITH MEASURING 

• Target micronutrient gaps (Vit.B12, Folic, D(winter!); Fe; Zn; …): elderly; vegetarians; ethnicities; … 
• Macro & Other nutrients: Kcal, keto & other diets, lactose, caffeine (CYP1A2/CVD), … 
• Preventable events & return for € spent (Ca/Vit.D; phytosterols; Omega-3 …) 

WHAT IS THE REAL ADVANTAGE? CITIZEN HEALTH 

• Beliefs vs. Facts! Adherence? Long-term effects? Overdosing/Safety? Complexity & Uncertainty?  
• Science vs. «Bad Actors»! Social Media/Speed! Paying out-of-own-pocket 
• Missing opportunity for low-risk solution to mind the nutrient gaps 

WHERE IS THE REAL RISK? LIMITED, YET QUESTIONS 
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Rare Metabolic Disorders & Food For Special Medical Purposes 

*Essential AAs:  Phe, Thr, Trp, Met, Lys, His, BCAAs (Leu, Ile, Val) // **Sources: Wikipedia; NIH; Diätverband, DE 

1960s 2004 

NEWBORN SCREENING ONTARIO (CANADA) 
26 Diseases Tested  70% managed by Diet 
 
Argininosuccinic Acid Lyase Deficiency (ASA) 
Biotinidase Deficiency 
Carnitine Uptake Defect (CUD) // Citrullinemia //  
Cobalamin A & B Defects 
Congenital Adrenal Hyperplasia (CAH) 
Congenital Hypothyroidism (CH) 
Critical Congenital Heart Disease (CCHD) 
Cystic Fibrosis (CF) // Galactosemia // Glutaric Acidemia Type 1 (GA1) 
Homocystinuria // Isovaleric Acidemia (IVA) 
Long Chain 3-Hydroxyacyl-CoA Dehydrogenase Deficiency (LCHAD) 
Maple Syrup Urine Disease (MSUD) 
Medium Chain Acyl CoA Dehydrogenase Deficiency (MCADD) 
Methylmalonic Acidemia (MMA) 
Phenylketonuria (PKU) // Propionic Acidemia (PA) 
Severe Combined Immune Deficiency (SCID) 
Sickle Cell Disease (Hemoglobin SC) - (Hemoglobin SS) - (Sickle/Beta-
Thalassemia) 
Trifunctional Protein Deficiency (TFP) // Tyrosinemia Type 1 
Very Long Chain Acyl CoA Dehydrogenase Deficiency (VLCAD) 

Medical Condition Amino Acid*  Incidence (est.)** # (pa EU)** 

Phenylketonuria 
(PKU) Phe 1:10,000 (EU);  

1:2600 (TR) - 1:18,300 (IN) - 1:200,000 (FI) 460 

Tyrosinaemia Tyr, Phe 1:105,000 (TYR1, most common type) 46-66 

Maple Syrup Urine 
Disease (MSUD) 

Leu, Ile, Val 
(BCAAs) 

1:180,000-250,000 (US; AT);  
1:200 (Amish; Mennonites; Jewish) 20 

Homocystinuria Met, Cys 1:100,000 46 

Organic acidemia Met, Val, Thr, 
Ile 1:85,000 164 

Glutaric aciduria Lys, Trp 1:80,000 (US prevalence: 140) 137 

Galactosemia [Lactose; 
Galactose] 1:45,000 53-79 
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FSMP Usage – A Value Story 
− FSMPs are specialised foods designed to meet the 

nutritional or dietary needs arising from a wide 
range of medical conditions for patients of all ages.  

− FSMPs have a long-standing, regulated history of 
safe & beneficial usage (EU & US).   
FSMPs cannot be replaced by normal foods 
marketed to and consumed by healthy people. 

− FSMPs - an integral part of patient management 
• Critical in improving patient outcomes - help to 

reduce the length of hospital stays, minimize (re-) 
admission and limit the need for other healthcare 
resources when consumed and taken correctly.  

• FSMP use is consistently linked to lower 
mortality & complication rates for malnourished 
patients when compared to standard care. 

• These improved outcomes help to reduce costs 
of patient management for healthcare systems.  
[33 mill. persons at risk of malnutrition; estim. 170Bn € p.a.] 
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Medical 
Condition Clinical Benefit 

Nutrition as  
Disease-related 

Malnutrition 
Management 

Short Bowel 
Syndrome; Stroke Lifesaving Intervention 

COPD Increased Ventilatory 
Capacity 

Surgical Patients Less Complications 

Older patients 
Increased Quality of 

Life,  Decreased 
Morbidity/ Mortality 

Nutrition as  
Disease 

Management 
(«Therapy») 

Crohn’s Disease Induction of Remission 

Cow’s Milk Allergy Reduced Symptoms,  
Catch-up Growth 

IEMs: PKU, MSUD, 
FAOD, GSD …  

Normal Growth & 
Development 

Intractable Epilepsy 
Less Seizures; Normal 

Growth & 
Development 

Adapted from: http://www.eu-patient.eu/globalassets/press/pressreleases/2013-
05-24_pr-nutrition_epf-egan-enha.pdf  

Medical Nutrition: Improving Nutritional Status 
/ Clinical Advantage 

Can be a de-facto Disease 
Prevention/Management/Treatment - Complementing Drugs 

http://medicalnutritionindustry.com/files/user_upload/documents/
medical_nutrition/2018_MNI_Dossier_Final_web.pdf 
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REIMBURSEMENT 
 FSMPs are one solution to 

disease-related malnutrition 
management 

 Importance of FSMPs as an 
integral part of patients 
treatment is strongly 
supported by EU Member 
States 

 FSMP status is a 
prerequisite for 
reimbursement as food 

 US & EU: Tube feeds or 
ONS can be reimbursed 
(yet not mandatory) 

 Reimbursement in the EU 
is a national competence of 
member states - coverage 
by National Health Systems 2018;  

~500 pages 

http://www.eu-patient.eu/globalassets/press/pressreleases/2013-05-24_pr-nutrition_epf-egan-enha.pdf
http://www.eu-patient.eu/globalassets/press/pressreleases/2013-05-24_pr-nutrition_epf-egan-enha.pdf
http://medicalnutritionindustry.com/files/user_upload/documents/medical_nutrition/2018_MNI_Dossier_Final_web.pdf
http://medicalnutritionindustry.com/files/user_upload/documents/medical_nutrition/2018_MNI_Dossier_Final_web.pdf
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The Microbiome Paradigm  
– Taking Center Stage 
 Hype & Reality, Certainty & Uncertainty 
 Multiple Initiatives  

 US National Microbiome Initiative, NASEM 
 OECD/Flemish Gvmt. Workshops (2016, 2017) 
 “Importance of Microbiota in  

Human Health” International  
Conference, Warsaw, Nov. 2018 

 EU Commission Initiatives  
(R&D, MIRRI …) 

 Probiotics (species & strains), 
“Omics” Science &  
Multi-stakeholder  
Consultation & Publications … 
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US Supplement Challenges: Solved & Left 
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2019 
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EU & Global Supplement Challenges: Solved & Left 
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Food Supplements, Botanicals 
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• https://foodsupplementseurope.org/wp-content/themes/fse-theme/documents/publications-and-guidelines/qualityofbotanicalpreparations.pdf 
• https://foodsupplementseurope.org/wp-content/themes/fse-theme/documents/publications-and-guidelines/qualityquestionnaire.pdf 

• BELFRIT List: Plants to Notify (in dosage form) 
https://www.health.belgium.be/sites/default/files/u
ploads/fields/fpshealth_theme_file/consolidated_v
ersion_rd_29_august_1997_v10-02-2017_fr.pdf0 

https://foodsupplementseurope.org/wp-content/themes/fse-theme/documents/publications-and-guidelines/qualityofbotanicalpreparations.pdf
https://foodsupplementseurope.org/wp-content/themes/fse-theme/documents/publications-and-guidelines/qualityquestionnaire.pdf
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/consolidated_version_rd_29_august_1997_v10-02-2017_fr.pdf
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/consolidated_version_rd_29_august_1997_v10-02-2017_fr.pdf
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/consolidated_version_rd_29_august_1997_v10-02-2017_fr.pdf
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/consolidated_version_rd_29_august_1997_v10-02-2017_fr.pdf
https://www.health.belgium.be/sites/default/files/uploads/fields/fpshealth_theme_file/consolidated_version_rd_29_august_1997_v10-02-2017_fr.pdf


Botanicals between Science & Policy 
• Botanical food supplements: ongoing expert debate among industry, 

governments & the scientific community 
• Determine the optimum methodology for the safety assessment 
• Clarify the borderline between the medicinal and food use; substantiate health claims 

 
• Traditional Botanical Usage:  

• Recognized in different regions of the world 
• Additional to scientific data; often the only evidence available 
• Assessment & acceptance should be a matter of expert judgement 

18 
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 Multifactorial Game Changers 
 Growing & Aging Population; NCDs 
 Disruptive technologies (omics; diagnostics); Social 

Media; e-Commerce; Speed 
 Market/Patient Access &  

Healthcare system costs (GDP%) 
 Regulatory Framework  Science, Proportionate 

 Categories    Overcome, Interpret the Silos 
 Personalize Nutrition   Plus Population Approaches 
 Disease Prevention   Better than Treatment only 
 Nutrition Therapy   Power of Nutrition, Synergize  
 Microbiome    Accept Certain Uncertainty 

 Multi-stakeholder approaches  EU Commission; 
AHA, NuAge, ENHA/ONCA; OECD; Mérieux, … 

Paradigm Changes - Call4Action 
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Nutrition Debates & Specifics:  
Improving Practice & Policies … 
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• Elevate the Role of Nutrition in Health & 
Disease Management 

• Leverage Regulatory Science, Build Awareness 
• Create Bridges with Multiple Stakeholders 
• Stay Abreast of Latest Trends in Nutrition in Health 
• Steadily Improving the State of Nutrition 

• Next Edition: June 2020 (submission deadline: April)  
 If interested, let me know by end of 2019 

RAPS Regulatory Focus: “Nutrition in 
Health & Disease Management”  
Annual Series 2016-2020  

https://www.raps.org/news-and-articles/news-articles/2019/7/nutrition-in-
health-and-disease-management  
 Here you find also the links to all Reference Articles from 2016-2019 

22 
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Optimal Nutrition Care for All 
(ONCA) Campaign 
• Aligned behind a simple/straightforward goal:  

Malnutrition Risk Assessment plus  
Implementing appropriate Nutrition Care 

• Multi-stakeholder Partners  
in 18 Countries (incl. Turkey):  
Patient, HCP, Payers,  
Industry … Associations 

23 
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Nutrition4Future©: Health & Disease  Call4Action 

Nutrition Challenges Nutrition Opportunities & Solutions 
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Nutrition4Future©: Health & Disease  Call4Action 

Nutrition Challenges 

 NCDs: Treatment plus Prevention (IP; ROI?!) 
 Population-Based plus Personalized Approaches 
 Health & Disease Continuum: Define Patient?! 
 Disruptive Diagnostic Technologies (omics, 

apps…), Speed, Social Networks, e-Commerce 
 Regulatory Category Requirements 

 Based on Science & Other Legitimate Factors 
 Interpret technological hurdles proportionally; 

Evidence (Un-)Certainty (Microbiome) 
 Unmet Need: Patient Access & Benefit 1st 

 Need Factor (Timeliness!): FSMPs save lives   
Product unavailability for a patient: a safety issue 

 Reimbursement Schemes: Hospital & out-patient/ 
home care; Kcal vs. Value-based; Tube & ONS 

Nutrition Opportunities & Solutions 
 Essential in health & disease management  

 Nourishes & physiologic; safe/no-low risk*;  
adherence (flavour, texture) & cost-efficient 

 Can be personalized, sole solution or partner to drugs 
 Gaps: Supplements in addition to a varied, balanced diet 

 «Nutrition4Future» Regulatory Framework  
Evolution or Paradigm Shift? 
 Can’t afford & lose low-risk healthcare solutions («ROI»):  

interpret, converge & use «precautionary» approach wisely 
 «21st Century» Evidence**: Targeted Solutions 
 Consider disruptive facts & increase incentives (IP; ROI) 

 VUCA World  Implement what we know & Multi-stake-
holder dialogue behind common Nutrition4Future goal 

*cf. Drug risk-benefit approach // **RCTs (always practical, ethical? most NCDs are rare!), N-of-1, Observational Studies, RWE M.RUTHSATZ - 3rd Food & Nutrition Policy Conference – Ankara 12/2019 
 





Biography – Dr Manfred Ruthsatz 
 

 Manfred’s expertise & passion is to build and strengthen relations between multiple 
stakeholders, such as regulators, policymakers, manufacturers, academia, healthcare 
professionals & patient NGOs to change people’s lives through nutrition 
 

 He lead advocacy, regulatory, safety & quality, reimbursement & health economics 
functions in nutrition & healthcare industries (Nestlé Health Science, L’Oréal-innéov, 
Abbott, Roche), providing him with strategic experience in nutrition, botanicals, biotech, 
drugs, devices, cosmetics. He was a prior NIH Visiting Fellow (cancer virology; 
molecular biology) & served as a reviewing pharmacologist @ the US-FDA (CDER) 
 

 He maintains a long-standing recognition on governing, scientific, faculty & editorial 
boards (ISDI, VP; RAPS; ERNA; MIRRI; European Botanical Forum, presidency) & lead 
global/regional medical nutrition/dietary/food supplements association working groups 
 

 He published & presents frequently to governments, associations & at global nutrition & 
healthcare conferences in Europe, the Americas & Asia, on healthcare & safety topics, 
incl. personalized nutrition, healthy aging, disease-related malnutrition, microbiome, 
food-drug borderline, global convergence, multi-stakeholder engagement & policymaking 
 

 He upholds Board Certifications in Pharmacy, Toxicology (DABT), Regulatory Affairs 
(RAC) & received the rare distinction as a Regulatory Affairs Professionals Society 
(RAPS) Fellow & as Competent Communicator (CC) from Toastmasters International
  

Based in Vevey, Switzerland; Contact: ManfredRuthsatz@gmail.com & LinkedIn 

mailto:ManfredRuthsatz@gmail.com
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