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BASIC ASPECTS



• Nutraceuticals are products made from natural sources that have health 
benefits beyond the basic nutritional value found in food. 

• Nutraceuticals are used to promote general well-being and prevent 
illnesses. They are meant for healthy people.

• There is no globally-accepted definition for what a nutraceutical is, so 
definitions, attitudes and legislation around nutraceuticals are different 
from country to country.

• Thus, Companies must design and place on the market robust products, 
from the legal, efficacy, safety and quality point of view FROM THE DESIGN 
allowing then to choose target markets under the best possible conditions

What are nutraceuticals?



In summary…

TREAT AND PREVENT 

A DISEASE

KEEP YOU HEALTY



Nutraceuticals fall into two general categories:

•Food/Nutritional supplements: In addition to vitamins, dietary 
supplements can contain minerals, herbs, amino acids, enzymes and 
many other ingredients. 

•Functional foods: This includes whole foods and fortified, enriched or 
enhanced dietary components. 

•Conventional functional foods are nutrient-rich foods (legumes and whole 
grain products). 

•Modified functional foods: include juices with added calcium, cereal with 
added iron, or milk with added zinc and folic acid

Types of nutraceuticals



Not only many consumers want to take an active role in preventing illnesses, but now new trends 
ask for “more natural alternatives”.

This is where nutraceuticals come into play — midway between the consumer market and the 
scientific world of pharmaceutical firms.

Nutraceuticals Arena

Medical 

Devices



Therapeutic vs. Phisiological effect

Use of plant based ingredients:

Equal o 

superior

Therapeutic Strength MEDICINAL PRODUCT BASED ON 

PLANTS

FOOD SUPPLEMENT BASED ON 

PLANTS

Inferior

Identfy the objectve of the final 

product

Medicinal objective
Nutritional or heath booster de la Salud 

/ Objetivo de Mantenimiento

Under Regulatory Perspective:



DOSAGE FORMS



Market data

Hard capsules

Tablets

Powders or 

Granules

Pellets
Sticks/Sachets

“Food supplements … 
may be dosed in 
formats such: capsules, 
tablets, or other similar 
forms, powder sachets, 
liquid ampoules, 
dropper bottles and 
other similar forms, of 
liquids and powders to 
be taken in small unit 
amounts”



What really matters….



EU Regulatory Requirements

Materials in contact with food

Regulation (EC) 1935/2004.

Manufactured according to food GMPs of Regulation (CE) 2023/2006.

They should not transfer their components to food in contact that may:

• Represent a danger to human health.

• Cause an unacceptable change in the composition of food.

• Cause an alteration to the organoleptic characteristics.



REGULATORY ASPECTS



Food Supplement Regulations
Regulations placed on nutraceuticals vary widely around the world. 
Thus, industry regulations often fall into a grey area where information and 
expectations can be unclear.

Both manufacturers and consumers should be aware of their country’s 
nutraceutical regulations to make safe and informed final products.



Regulations EU I

• The European Food Safety Authority (EFSA) defines and regulates 
nutraceuticals as food supplements, a concentrated dose of nutrients to 
accompany normal dietary intake and provide nutritional and/or 
physiological benefits. 

• The main focus is placed upon the ingredients - including vitamins, minerals, 
and amino acids - and the levels at which they are present in the 
supplement.  Nutraceuticals produced in the EU must only contain 
substances approved and published in the Directive 2002/46/EC.5 

• Any company wishing to include a vitamin, mineral, or other substance that 
is not included on this list can submit an application to the EC for 
consideration.

• Regarding Nutrition and Health Claims, the European Commission has 
established Union rules through Regulation (EC) No 1924/2006. The 
Regulation started to apply on 1 July 2007.

https://ec.europa.eu/food/safety/labelling_nutrition/supplements/


Regulations EU II
• This regulation is the legal framework used by food business operators 

when they want to highlight the particular claim effects of their products, in 
relation to health and nutrition, on the product label or in its advertising.

• The rules of the Regulation apply to nutrition claims (such as "low fat", 
"high fibre") and to health claims (such as "Vitamin D is needed for the 
normal growth and development of bone in children").

• The objective of those rules is to ensure that any claim made on a food's 
labelling, presentation or advertising in the European Union is clear, 
accurate and based on scientific evidence.

• This not only protects consumers, but also promotes innovation and 
ensures fair competition. The rules ensure the free circulation of foods 
bearing claims, as any food company may use the same claims on its 
products anywhere in the European Union.

• Under the fifth transitory provision of ART 27.5 of regulation 1924/2006  "on 
hold or pending“ can be used.



Regulations WW map



Allowance of Ingredients



INGREDIENTS & RAW 

MATERIALS

-Actives

-Excipients



VITAMINS
MINERALS
VEGETAL SPECIES: PLANTS OR EXTRACTS

ACTIVES

Based on Reglamento CE1170/2009, lists of vitamins and minerals

OTHER INGREDIENTS:  Essential fatty acids (EPA / DHA)
-Probiotics, Prebiotics, Postbiotics
-Actives (Routine, Melatonin). 
-Amino acids (Tryptophan)
-Phytosterols
-Enzymes
-Clays

EXCIPIENTS
In Spain according to Reglamento 1129/2011 additives



EFFICACY 

ACTIVES

- Physiological (pharmacological) action
- Choose the raw materials that have a proven physio-pharmacological 

action for the condition we are looking for, according to the scientific 
literature available at the time

SAFETY & TOXICITY  

- Formulations must be Safe 
- Rule out toxic substances or substances with significant side effects.
- Choose safe raw materials with extensive experience of use.
- Choose EFSA approved substances



NOVEL FOODS I 

ACTIVES

Novel Food is defined as food that had not been consumed to a significant 
degree by humans in the EU before 15 May 1997, when the first Regulation on 
novel food came into force. 

Can be newly developed, innovative food, food produced using new technologies 
and production processes, as well as food which is or has been traditionally 
eaten outside of the EU. Therefore, there are positive and negative lists.

Examples: new sources of vitamins or extracts from existing foods, agricultural 
products from third countries or food derived from new production processes, 
now, CBD



NOVEL FOODS 

ACTIVES



NOVEL FOODS 

ACTIVES
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ACTIVES+ EXCIPIENTS + PROCESS=

NUTRACEUTICAL

ACTIVE EXCIPIENTS

PROCESS

EXCIPIENTS



EXCIPIENTS



SUPPLIER QUALIFICATION

• RSI (Industrial Sanitary Registry) 

• Mandatory for all food products

• Auditable

• API suppliers MUST BE authorized

• Manufacturers, Distributors, Warehouses must be able to 
provide necessary documentation: 

-Technical file
-Allergen declaration 
-GMO free declaration 
-Safety data sheets
-Nutritional information
-Analytical methods



FORMULATION 

TECHNOLOGIES



MUST HAVE: SAFETY; EFFICACY & STABILITY

• Quality control of crude plant drugs is more complex than for single chemical
entities.

• Production methods used for plant derived medicines are necessarily more
involved than for single chemical entities.

• Due to the complex nature of plant-derived materials as drugs, they present
a wide range of formulation problems.

• There are a number of pharmaceutical issues related to plant medicines,
including variability, quality, bioequivalence, and adverse effects.

Formulation Challenges



Botanicals are complex:

• Formulations contain always multiple actives (extracts)

• 70% of the formula can be active compounds (with high variability, due to
natural sources)

• Strong sensitivity of ingredients to heat and moisture

• Must identify good specifications for identity, purity, strength, composition
and Shelf life

Formulation Challenges



Feasibility Study

Pre Formulation Tests

Pilot trials

Stability Tests

Validation of the formulation & Scale up 

Formulation Steps



Stability tests

Most country regulations do not require stability testing as mandatory for food 
supplements, nevertheless most countries have started releasing guidelines as 
common good practice to support shelf-life. 

Because everything is unstable….



Stability tests
It’s recommended to follow ICH Q1A



Stability tests
Sure!, it’s NOT mandatory…but there is a price to everything…



Assay: Extracts
-Valeriana raíz polvo

-Valeriana raíz polvo valorado 0,17% ácido valerénico

-Extracto de Valeriana 1:1, 4:1, 5:1, 10:1

-Extracto de Valeriana valorado 0,4% ácido valerénico

-Extracto de Valeriana valorado 0,8% ácido valerénico 

-Extracto de Valeriana 0,8% Valeroselect®



QUALITY ASPECTS



Manufacturing
The worldwide unstandardized approach to nutraceutical regulation puts a large 
responsibility on supplement manufacturers to ensure a high level of quality 
controls to avoid endangering consumers

While specific regulations may vary by country, manufacturers should always 
take responsibility for traceability and quality control throughout the entire 
procedure. 

• Manufacturing – Abiding by the World Health Organization’s Good 
Manufacturing Processes (GMP) ensures that facilities maintain clean work 
areas, work to prevent cross-contamination, follow clearly defined processes, 
etc. 

Manufacturers who successfully undergo third-party evaluations shall receive a 
certification.

https://www.who.int/


Quality Assurance I
Many risks can be mitigated with thorough testing at each step, including but not 
limited to:

• Formula – trace the list of finalized ingredients as functional, repeatable 
measurement of the level present for each.

• Ingredients – Testing must begin with pathogen detection (and identification), 
and quality indicators enumeration for raw materials and ingredients.

• End-products Testing (Required & Non-Required) – In cases where rigorous 
testing is not required, manufacturers are responsible for purity, efficacy, and 
allergen testing.

https://www.biomerieux-industry.com/products/gene-real-time-food-pathogen-detection
https://www.biomerieux-industry.com/food-safety-quality/market/identification-solution
https://www.biomerieux-industry.com/products/tempo-food-quality-indicators


Quality Assurance II
Another important additional requirement is compliance with Hazard Analysis 
and Critical Control Points (HACCP). This is because it demonstrates that your 
natural ingredients are of high quality. Thus, consider aiming for compliance with 
HACCP as it will give you an advantage when you are seeking to enter the 
European market.

A second common additional buyer requirement from European buyers of 
natural ingredients is certification of a food management system based on 
HACCP. This is because having certification suggests high quality of natural 
ingredients for health products. You should therefore consider obtaining 
certification, with the most relevant being:

•International Organization for Standardization (ISO) 22000 food safety 
management system certification and ISO 9001:2015 and quality 
management systems certification
•Food Safety System Certification (FSSC 22000) which is based on ISO 22000 
and is aimed specifically at food manufacturers. 
•International Featured Standards (IFS) which provide several standards 
concerning food safety. 

https://www.food.gov.uk/business-guidance/hazard-analysis-and-critical-control-point-haccp
https://www.iso.org/iso-22000-food-safety-management.html
https://www.iso.org/standard/62085.html
https://www.iso.org/iso-22000-food-safety-management.html
https://www.ifs-certification.com/index.php/en/


Quality Control 
Most Common routine tests are:

•Physical characteristics (visual, color, odor, taste, density, mesh size)

•Identity (matching an ingredient in a pass/fail fashion to a particular species of 
botanical or herb, or a chemical purity test)

•Potency (concentration of active or marker compounds)

•Purity (absence of impurities such as moisture, microbiology, pathogens, heavy 
metals, residual solvents, pesticides, mycotoxins)

Also, labeling must be checked for proper:

• Labeling info
• Batch number
• Expiration date



Assay: Extracts
-Valeriana raíz polvo

-Valeriana raíz polvo valorado 0,17% ácido valerénico

-Extracto de Valeriana 1:1, 4:1, 5:1, 10:1

-Extracto de Valeriana valorado 0,4% ácido valerénico

-Extracto de Valeriana valorado 0,8% ácido valerénico 

-Extracto de Valeriana 0,8% Valeroselect®



Maximum levels for contaminants

Maximum levels for certain contaminants:

There are some maximum levels harmonized within the EU. 

• Among others, the maximum levels for:
• Lead
• Cadmium
• Mercury
• PCB
• dioxin and polycyclic aromatic hydrocarbon (PAH)
• Ethylene Oxide

…are relevant for food supplements. 

See Regulation (EC) No 1881/2006 setting maximum levels for certain 
contaminants in foodstuffs.



PHARMACEUTICALS VS. 

NUTRACEUTICAL???



Are they so different?

• Market Channel?
• Regulatory?
• Quality ?
• Formulation & Development?
• Stability standards?
• Manufacturing?
• ???



So, what is really important?

• There is some overlap in quality management systems and 
specifications/requirements for substances sold for use as food supplements, 
and pharma excipients, but many significant differences remain. 

• No single quality management certification satisfies ingredient requirements for 
the two uses. Thus, manufacturers who supply into two or more of these 
markets need to understand and implement quality management system 
requirements to meet each of the markets they serve.

• Make sure that your supplier is reliable and does their homework!



INNOVATION



Innovation needs & trends I

Nutraceuticals market is growing at a higher rate than pharmaceuticals.

Here are some of the biggest trends in innovation for the nutraceutical oral solid 
dosage forms market:

EXCIPENT NEW TRENDS

1. Within nutraceutical OSDFs, the capsule form is expected to grow at a higher 
rate.

2. Despite the growing popularity of clean-label supplements, there is no 
definition or regulations provided and the meaning of clean label is usually 
defined by individual brand owners or manufacturers. 

3. Usually, the most new demands on products are gluten-free, 
vegetarian/vegan, Kosher and Halal, non-GMO, organic, and free of artificial 
colors/preservatives.



Innovation needs & trends II
4. Nutraceuticals are more easily available than they were over a decade ago, 
with a substantial presence in both online stores and physical stores. Online is 
the most preferred nutraceutical channel. 

5. Personalized interactive tools offered for free by online retailers help create a 
customized list of nutraceuticals based on the condition and needs of the 
consumer. 

6. Personalized nutrition is also an emerging trend in the nutraceutical market, 
particularly in Europe. In most cases, it is related to offering select micronutrient 
combinations with individual dosages according to various needs. 



How to differentiate my product



How to differentiate my product

• New packaging, in line with needs/trends….but care for stability!

• Use of Novel Foods

• Perform Clinical trials on your product

• Use Actives with proven clinical trials

• Use enhanced or complex pharmaceutical technology tools (retard, 
bioenhancers, gastroresistant…)





MARKET TRENDS: Spain



Thanks for your attention!


