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1 SYNOPSIS 

NewFysic has developed a method to lose weight. The NewFysic method is based on three key 
components: 

1. A personal nutrition plan 
2. Protein supplements (NewFysic Amino Complex capsules, containing a combination of amino 

acids and B-vitamins) 
3. Coaching 

The rationale for the supplement is that this preserves muscle mass, which leads to a more efficient 
fat metabolism. The physical well-being is increased and therefore people will persevere in losing 
weight. 
 
The supplements have been used by over tens of thousands of customers. 
 
This Safety Evaluation presents extensive information on safety of the protein supplements. 
 
In conclusion: based on the available literature and explorative data obtained by the current use of 
food supplements it can be concluded that NewFysic Amino Complex capsules are safe to use for 
customers. 
 



Safety Evaluation 
NewFysic 

23-June-2016 Confidential © Page 3 of 19 

2 PURPOSE 

The purpose of this safety report is to assess the evidence currently available for the use of protein 
supplements as a component of the NewFysic method to lose weight. The NewFysic protein 
supplements have been developed to support weight loss. The ingredients of the NewFysic range of 
protein supplements can be found in Table 1. The supplements are typically used by customers in 
their own private environment. The safety assessment of the NewFysic protein supplements is based 
upon prior published clinical trials and a review of literature on dietary proteins.  
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3 INTRODUCTION 

3.1 Weight Loss 

There are several components that are involved in weight loss. Weight loss is induced when the 
balance between energy intake and energy expenditure is shifted towards energy expenditure. There 
are several factors that are involved in this balance, i.e.;  

• Food intake 

• Food pattern 

• Food composition 

• Exercise/Physical Activity 

• Behavior 

• Genetics 
 
The focus of this research review is mainly on the effects of the nutrition plan and protein 
supplements, not on the effects of exercise. 

3.2 High protein Diet and Weight loss 

High-protein diets have been shown to increase metabolism and consequently increase the use of 
energy [1]. This increased use of energy is caused by so called thermogenesis; heat production by the 
body.  
Current dietary guidelines include several recommendations for dietary protein. Lack of clarity and 
apparent contradictions in the current guidelines have resulted in uncertainty in practice [1]. In the 
media it is often reported that an intake of protein levels higher than the recommended daily 
allowance (RDA) of 0.8 g of protein per kg of body mass per day is unhealthy and may result in 
unnecessary metabolic strain on the kidneys. Concerns like these are unfounded as there is no 
substantive evidence to support this [2]. Instead, there is evidence that a diet with an above average 
amount of protein (2.3 g/kg/day) results in less loss of lean body mass during a hypocaloric diet [3]. It 
is also reported that an increase in available amino acids increases protein synthesis [1]. 
Furthermore, a higher protein intake is also associated with a better chance of maintaining weight 
after weight loss [4]. 
 

3.3 Food Supplements 

Food supplements are concentrated sources of nutrients (or other substances) with a nutritional or 
physiological effect. Such food supplements can be marketed in “dose” form, such as pills, tablets, 
capsules, liquids in measured doses, etc. [27]. 
There is a wide range of nutrients and other ingredients that might be present in food supplements 
including, but not limited to, vitamins, minerals, amino acids, essential fatty acids, fibre and various 
plants and herbal extracts [30]. 
The number of substances other than vitamins and minerals used in food supplements on the 
European market is estimated to be over 400 [28].  
An adequate and varied diet as recommended by generally acceptable scientific data could, under 
normal circumstances, provide all necessary nutrients for normal development and whole body 
homeostasis. Consumers, because of their particular lifestyles or for other reasons, may choose to 
supplement their intake of some nutrients through food supplements. 
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In the US, Congress defined the term "dietary supplement" in the Dietary Supplement Health and 

Education Act (DSHEA) of 1994 [29]. A dietary supplement is a product taken by mouth that contains 

a "dietary ingredient" intended to supplement the diet. The "dietary ingredients" in these products 

may include: vitamins, minerals, herbs or other botanicals, amino acids, and substances such as 

enzymes, organ tissues, glandulars, and metabolites. Dietary supplements can also be extracts or 

concentrates, and may be found in many forms such as tablets, capsules, softgels, gelcaps, liquids, or 

powders. They can also be in other forms, such as a bar, but if they are, information on their label 

must not represent the product as a conventional food or a sole item of a meal or diet. Whatever 

their form may be, DSHEA places dietary supplements in a special category under the general 

umbrella of "foods" not drugs, and requires that every supplement be labeled a dietary supplement. 

The Dietary Supplement Health and Education Act (DSHEA) of 1994 defined both of the terms 

"dietary ingredient" and "new dietary ingredient" as components of dietary supplements. In order 

for an ingredient of a dietary supplement to be a "dietary ingredient" it must be one or any 

combination of the following substances: 

• a vitamin, 

• a mineral, 

• an herb or other botanical, 

• an amino acid, 

• a dietary substance for use by man to supplement the diet by increasing the total dietary 

intake (e.g., enzymes or tissues from organs or glands), or 

• a concentrate, metabolite, constituent or extract. 
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4 CLINICAL GUIDELINES 

Eur Lex - Directive 2002/46/EC of the European Parliament and of the Council of 10 June 2002 on the 
approximation of the laws of the Member States relating to food supplements [30]. 
 
FDA - Dietary Supplements Guidance Documents & Regulatory Information [32]. 
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5 PRODUCT DESCRIPTION 

5.1 General 

 
The NewFysic Amino Complex supplements are marketed to aid in weight loss and weight control.  
Portion/Dosing size: two capsules three times a day 
Portions/Doses per container: 14 capsules per blister, three blisters per weekly treatment. 
The NewFysic Amino Complex supplements are produced by DuSart Pharma B.V., Katwijk, The 
Netherlands. See table 1 for an overview of ingredients.  
 

Table 1: Overview of ingredients in Amino Complex supplements 

Compound Amount 

L-Arginine base  125,00 mg 

Ornithine (L-) HCl  125,00 mg 

Phenylalanine (L)  125,00 mg 

Lysine(L-)monoHCl  125,00 mg 

Glycine  50,00 mg 

Col. silica  15,00 mg 

Magnesium stearate   11,00 mg 

Nicotinamide  8,80 mg 

Sorbitol  2,00 mg 

Pyridoxal-5-Phosphate  1,71 mg 

Vanilin  1,20 mg 

Chromium picolinate  288 μg 
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Figure 1: Product label of Amino Complex (Dutch) 
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5.2 Product Description 

 
The NewFysic Amino Complex supplements are for oral use only. The NewFysic Amino Complex 
supplements are designed to provide the essential and non-essential amino acids needed by the 
body for normal health, metabolism and to support life. The product discussed herein is also utilized 
to aid in weight loss/weight control, with the goal of helping to support muscle mass during weight 
loss.  

5.3 Intended use 

 
The NewFysic Amino Complex supplements are intended to be used in combination with a high-
protein diet, which also provides all the necessary fibers, carbohydrates, vitamins and minerals. The 
target population for this product is individuals who feel they are above their target weight. 

5.4 Contra indication 

 
Customers who have any of the following issues are advised to consult their physician when they 
consider taking the NewFysic Amino Complex: kidney and/or liver disease, cancer and cardiac 
arrhythmia.  

5.5 Application 

 
For optimal effect, take two capsules three times a day in combination with a high-protein diet. This 
entails two in the morning, two in the afternoon and two in the evening, preferably 20 minutes 
before a meal. Ingest the capsules with a glass of water. 

5.6 Warnings/precautions 
 

- Do not use in cases of known hypersensitivities or allergies to any of the ingredients mentioned.  
- If you experience hypersensitivity while using the NewFysic Amino Complex supplements, stop 

using it. 
- If symptoms continue to be persistent or even worsen, please consult your pharmacist or 

medical doctor. 
- Do not exceed the advised dose of three times two capsules per day. 
- During pregnancy and while breast-feeding and as a precautionary measure, do not use this 

product without prior consultation of your medical doctor or pharmacist. 
- With the NewFysic Amino Complex supplements, no side effects have been observed to date. If 

you experience any side effects while using this product, stop using it and consult your medical 
doctor or pharmacist.  

- With the NewFysic Amino Complex supplements, no drug interactions have been observed to 
date. As a precautionary measure before using this product consult your medical doctor or 
pharmacist if you suffer from any other diseases, illnesses, allergies or if you are taking other 
medication (even those bought by yourself). 

 
- Keep this product out of the reach of children. 
- The NewFysic Amino Complex supplements can be used until the indicated date on the 

packaging.  
- Store in a cool and dry place.  
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- An adequate and varied diet could, under normal circumstances, provide all necessary nutrients 
for normal development and maintenance of a healthy life. Food supplements are no 
replacement for a varied diet. 
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6 EVALUATION OF THE LITERATURE  

6.1 Scientific literature 

The primary objective of the safety evaluation is to provide evidence that the combination of amino 
acid nutritional supplements and a high-protein diet is a safe method of losing weight. 
 
The results of this literature search are presented in Section 9.1. This listing also indicates which 
articles have been selected for further discussion in this clinical evaluation to support the safety and 
performance claims of the product under evaluation. 
 
The scope of the literature search is to collect literature on: 

• The effect of supplementing amino acids to induce weight loss 

• The effect of a high-protein diet on weight loss 

• The effect of a combination of supplementing amino acids and a high-protein diet 
 
Section 8 describes the outcome of the scientific literature search.  

6.2 Literature sources used to identify data 

Literature searches were performed using the PubMed database. PubMed is a service of the U.S. 
National Library of Medicine that includes over 16 million citations from MEDLINE and other life 
science journals for biomedical articles back to the 1950s. PubMed includes links to full text articles 
and other related resources. In addition, other sources were used after careful consideration of 
suitability. For a complete list of literature sources, see References. 
 

6.2.1 Obesity 

Obesity is among the most common preventable causes of morbidity and mortality worldwide. It 
represents a major public health threat to our society [6]. 
 

6.2.2 High protein diet  

High-protein meals and foods are thought to have a greater satiating effect than high-carbohydrate 
or high-fat meals. The effect of high-protein diets on the modulation of satiety involves multiple 
metabolic pathways. Protein intake induces complex signals, with peptide hormones being released 
from the gastrointestinal tract and blood amino acids and derived metabolites being released in the 
blood. Long-term ingestion of high amounts of protein seems to decrease food intake, body weight, 
and body adiposity in many well-documented studies [7]. 
 
A recent study shows that higher protein intake during weight loss promotes the retention of lean 
body mass (LBM) in both the trunk and legs. Overweight and obese adults consumed an energy-
deficit diet (750 kcal/d less than energy needs) containing either 0.8 (normal protein [NP]) or 1.4 g 
protein∙kg(-1)∙d(-1) (high protein [HP]). Independent of sex, the HP group lost less LBM in the trunk 
and legs than the NP group [8]. 
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6.2.3 Supplementation of amino acids 

Amino acids are the building blocks of proteins. The body produces many amino acids and others 
come from food. The body absorbs amino acids through the small intestine into the blood. Then the 
blood carries them throughout the body [9]. 
 
Recent years have witnessed the discovery that amino acids (AA) are not only cell signaling molecules 
but are also key precursors for syntheses of hormones and low-molecular weight nitrogenous 
substances with each having enormous biological importance. Physiological concentrations of AA and 
their metabolites are required for these functions. However, elevated levels of AA are pathogenic 
factors for neurological disorders, oxidative stress, and cardiovascular disease. Thus, an optimal 
balance among AA in the diet and circulation is crucial for whole body homeostasis. There is growing 
recognition that besides their role as building blocks of proteins and polypeptides, some AA regulate 
key metabolic pathways that are necessary for maintenance, growth, reproduction, and immunity. 
They are called functional AA, which include arginine, cysteine, glutamine, leucine, proline, and 
tryptophan. Dietary supplementation with one or a mixture of these AA may be beneficial for 
ameliorating health problems at various stages of the life cycle (e.g., obesity, diabetes, cardiovascular 
disease, the metabolic syndrome, and infertility); optimizing efficiency of metabolic transformations 
to enhance muscle growth, milk production, egg and meat quality and athletic performance, while 
preventing excess fat deposition and reducing adiposity. Thus, amino acids have important functions 
in both nutrition and health [10]. 
 
From a strictly metabolic perspective, there are only three indispensable amino acids (lysine, 
threonine and tryptophan) and two dispensable amino acids (glutamate and serine). In addition, a 
consideration of in vivo amino acid metabolism leads to the definition of a third class of amino acids, 
termed conditionally essential, whose synthesis can be carried out by mammals but can be limited by 
a variety of factors. These factors include the dietary supply of the appropriate precursors and the 
maturity and health of the individual. From a functional perspective, all amino acids are essential, 
and an argument in favor of the idea of the critical importance of nonessential and conditionally 
essential amino acids to physiological function is developed [11]. 
 
To determine the protein requirements of young male adults, WHO (1985) reviewed evidence from 
both short- and long-term nitrogen balance studies. On the basis of recalculated data from the short-
term studies, the international group proposed a mean requirement of 0.61 g/kg per day for 
reference protein. Several relatively long-term studies (58 to 89 days) involving single levels of 
protein intake yielded similar estimates of requirement for subjects consuming egg-protein diets. By 
averaging the two sets of balance data (i.e., from the long- and short-term studies), a protein 
requirement of 0.6 g/kg per day (rounded) was obtained. This is accepted to be the average daily 
requirement for reference proteins. No data were available on the coefficient of variation for long-
term studies, but for short-term studies, the mean coefficient of variation was estimated to be 
12.5%. A value of 25% (2 SDs) above the average requirement would be expected to meet the needs 
of 97.5% of a normally distributed population. Thus, 0.75 g/kg per day (0.6 × 1.25) is the 
recommended allowance of reference protein for young male adults. 
 
The international group examined the data from several short-term studies in which men were fed 
habitual mixed diets of ordinary food. The requirements were predicted to be 0.54 to 0.99 g/kg per 
day, the larger estimates deriving from diets of lower digestibility and quality. The adult requirement 
for absorbed protein appears not to differ between reference and practical diets. 
 
There are fewer data for young adult women, but there is evidence [12] that requirement values, 
when adjusted for body weight, are not substantially different from those for young adult men. 
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Accordingly, the recommended allowance for reference protein is 0.75 g/kg per day for both sexes 
[13]. 
 

6.2.4 Individual components of the product 

The individual components of the product will be discussed in this section, see below: 
 
L-arginine 
Arginine is a conditionally essential amino acid that may be required depending on the health status 
or life cycle of the individual. Arginine plays an important role in cell division, the healing of wounds, 
removing ammonia from the body, immune function, and the release of hormones [14]. Arginine is 
found in a wide variety of foods, including dairy products (e.g., milk, yogurt, whey protein drinks), 
beef, pork, poultry, wild game (e.g. pheasant, quail), seafood (e.g., halibut, lobster, salmon, shrimp, 
snails, tuna), wheat germ and flour, buckwheat, granola, oatmeal, peanuts, nuts (e.g., coconut, 
pecans, cashews), seeds (hemp, pumpkin, sesame, sunflower), chickpeas, and cooked soybeans. L-
arginine has a fairly poor gastrointestinal uptake rate. It also may act as an absorbagogue, releasing 
water and electrolytes into the gut lumen via nitric oxide stimulation and inducing gastric upset and 
diarrhea. This is known as osmotic diarrhea, and tends to occur at oral doses above 10g or so when 
taken as a bolus [15]. 
 
Ornithine  
Ornithine is a non-essential amino acid that is being synthetized in the liver from arginine. Ornithine 
plays a role in removing ammonia from the system. Ornithine shares the same intestinal transporters 
as L-Arginine supplementation, and due to that large boluses of ornithine may also cause diarrhea 
[16]. As this is secondary to the transporter being saturated, the safe upper limit of intake (4-6g 
rarely causes side-effects) may apply to arginine, ornithine, and other amino acids that share the 
transporter (L-cysteine) collectively.  
 
Phenylanlanine 
Phenylalanine is one of the twenty essential amino acids. It is added to food supplements for its 
reputed analgesic and antidepressant effects. Phenylalanine is a precursor for dopamine, 
noradrenaline, and adrenaline. The nutritional requirement per day, in milligrams of phenylalanine 
per kilogram of body weight is for adults 14 mg/kg [13]. Phenylalanine is found in most foods that 
contain protein, including beef, poultry, pork, fish, dairy products, soy products and certain nuts and 
seeds.  
Of the aromatic amino acids, phenylalanine and tyrosine, the former is nutritionally indispensable 
while the latter, as a metabolic product of phenylalanine catabolism, is dependent on there being 
sufficient phenylalanine to supply the needs for both amino acids. Thus studies have either measured 
the total requirement for phenylalanine plus tyrosine, by giving diets lacking, or very low in, tyrosine, 
or examined the ability of tyrosine intake to lower the apparent requirement for phenylalanine. The 
total aromatic amino acid requirement is set at 25 mg/kg per day, which is close to the midpoint of a 
range of requirement estimates all of which have some considerable uncertainty. [17] 
 
Lysine 
Lysine is an essential amino acid that is used in the biosynthesis of proteins. It plays a role in lowering 
cholesterol levels and calcium absorption. Some studies claim that lysine may help muscle tissue 
recover from stress. The nutritional requirement per day, in milligrams of lysine per kilogram of body 
weight is for adults 12 mg/kg [13]. Good sources of lysine are high-protein foods such as eggs, meat 
(specifically red meat, lamb, pork, and poultry), soy, beans and peas, cheese (particularly Parmesan), 
and certain fish (such as cod and sardines).  

https://en.wikipedia.org/wiki/Milk
https://en.wikipedia.org/wiki/Yogurt
https://en.wikipedia.org/wiki/Whey_protein
https://en.wikipedia.org/wiki/Beef
https://en.wikipedia.org/wiki/Pork
https://en.wikipedia.org/wiki/Poultry
https://en.wikipedia.org/wiki/Wild_game
https://en.wikipedia.org/wiki/Seafood
https://en.wikipedia.org/wiki/Wheat_germ
https://en.wikipedia.org/wiki/Granola
https://en.wikipedia.org/wiki/Oatmeal
https://en.wikipedia.org/wiki/Peanut
https://en.wikipedia.org/wiki/Nut_(fruit)
https://en.wikipedia.org/wiki/Seeds
https://en.wikipedia.org/wiki/Chickpea
https://en.wikipedia.org/wiki/Soybeans
https://examine.com/supplements/arginine/
https://examine.com/supplements/ornithine/#ref14
https://examine.com/supplements/ornithine/#ref14
https://en.wikipedia.org/wiki/Nutrition
https://en.wikipedia.org/wiki/Nutrition
https://en.wikipedia.org/wiki/Meat
https://en.wikipedia.org/wiki/Soy_protein
https://en.wikipedia.org/wiki/Cod
https://en.wikipedia.org/wiki/Sardine
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The requirement for lysine has received most attention given its nutritional importance as the likely 
limiting amino acid in cereals, especially wheat. The Consultation’s estimate of the requirement for 
lysine (30 mg/kg per day) is derived from tracer studies using the 24-hour indicator amino acid 
method. The 1973/1985 FAO/WHO values for lysine derived from a value of 800 mg/day, expressed 
as 12 mg/kg per day, the highest value of a number of studies on men and women. [17] 
 
Glycine 
Glycine is a small, non-essential amino acid. It is synthesized from the amino acid serine. Glycine is a 
precursor for protein synthesis and it is a building block for numerous natural products. It is also an 
inhibitory neurotransmitter in the central nervous system. It is suggested that glycine can improve 
sleep quality [18]. 
 
Colloidal Silica 
Colloidal silica is a free-flow agent to assist powder flow in the preparation of medical tablets, 
capsules and powders [19]. 
 
Magnesium stearate 
Magnesium stearate is often used as an anti-adherent in the manufacture of medical tablets, 
capsules and powders. In this regard, the substance is also useful, because it has lubricating 
properties, preventing ingredients from sticking to manufacturing equipment during the compression 
of chemical powders into solid tablets; magnesium stearate is the most commonly used lubricant for 
tablets [20]. 
 
Nicotinamide 
Nicotinamide is a water-soluble vitamin and is part of the vitamin B group. Nicotinamide may be toxic 
to the liver at doses exceeding 3 g/day for adults [21]. Nicotinamide occurs in trace amounts mainly 
in meat, fish, nuts, and mushrooms, as well as to a lesser extent in some vegetables [22]. 
 
Sorbitol 
Sorbitol is a sugar substitute with a sweet taste which the human body metabolizes slowly. Most 
sorbitol is made from corn syrup, but it is also found in apples, pears, peaches, and prunes. It is often 
used in ‘sugar free’ chewing gum. 
 
Pyridoxal-5-Phosphate 
Pyridoxal phosphate is the active form of vitamin B6 and it is a coenzyme in a variety of enzymatic 
reactions. 
 
Vanilin 
Vanilin is the primary component of the extract of the vanilla bean. Synthetic vanillin is now used 
more often than natural vanilla extract as a flavoring agent in foods, beverages, and pharmaceuticals. 
 
Chromium picolinate 
Chromium picolinate is a chemical compound sold as a nutritional supplement to treat type 2 
diabetes and promote weight loss [23]. The claim of assisting in weight loss has been disproven by a 
Cochrane review in 2013 [24]. In 2010, chromium (III) picolinate was approved by Health Canada to 
be used in dietary supplements. The recommended intake of chromium for adults is 35 micrograms 
for males and 25 micrograms for females [25] 
 

https://en.wikipedia.org/wiki/Excipient#Lubricants
https://en.wikipedia.org/wiki/Vitamin
https://en.wikipedia.org/wiki/B_vitamins
https://en.wikipedia.org/wiki/Sweet
https://en.wikipedia.org/wiki/Taste
https://en.wikipedia.org/wiki/Corn_syrup
https://en.wikipedia.org/wiki/Vanilla_bean
https://en.wikipedia.org/wiki/Flavoring_agent
https://en.wikipedia.org/wiki/Chemical_compound
https://en.wikipedia.org/wiki/Diabetes
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6.3 Conclusion 

The compounds used in the NewFysic Amino Complex are all well-established as either food 
supplements or pharmaceutical additives. Based on experience with other food supplements it 
can be concluded that the NewFysic Amino Complex is safe to use in the recommended dose.  

 

7 RISK/BENEFIT ASSESSMENT 

The well-being of customers is crucial. Based on data obtained from literature, the risk-benefit 
balance shows the NewFysic Amino Complex to be beneficial for the patients. When comparing the 
NewFysic Amino Complex with other brands of food supplements containing the same amino acids 
(Google: dietary supplement amino acid), the the NewFysic Amino Complex tablets share the same 
dose or less, which makes it at least as safe as the others. Despite the resemblance of mode of action 
of the NewFysic Amino Complex with other food supplements, the composition of the NewFysic 
Amino Complex differs from other available food supplements, mainly in the number and type of 
amino acids used and the NewFysic Amino Complex capsules include vitamins and minerals, which 
not all other amino acid dietary supplements have . Based on the current use of the NewFysic Amino 
Complex, and the resemblance with other food supplements with respect to their mode of action, it 
can be concluded that the NewFysic Amino Complex tablets are safe to use. 
Using the NewFysic Amino Complex to aid losing weight is safe and may be effective as long as the 
tablets are used as prescribed in the information leaflet. It is recommended to take two capsules 
three times a day as needed in order to avoid possible adverse effects. 
The NewFysic Amino Complex tablets may be beneficial for adults who suffer from the feeling of 
being above the target weight.  
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8 CONCLUSION 

8.1 Summary 

The NewFysic Amino Complex is expected to be equivalent to other food supplements containing 
at least all the amino acids used in the NewFysic Amino Complex. It is safe to use for customers. 

8.2 Conclusions 

The NewFysic Amino Complex is a food supplement containing amino acids and vitamins that are 
used to aid in losing weight. The evaluated literature presents the use of the NewFysic Amino 
Complex in the recommended dose together with a high-protein diet is in all probability safe for 
the majority of the population. A specific sub-population might need to consult with their 
physician; customers with a kidney and/or liver issue, customers with certain types of cancer and 
customers with cardiac arrhythmia. 
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