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RESEARCH SUBJECT CONSENT FORM 

Title: Adjuvia™ Astaxanthin Diabetes Study 

Protocol No.: 01B 

Sponsor: Sustainable Nutrition Inc.  

Investigator: John Carberry 

 110 W. Old Andrew Johnson Highway 

 Jefferson City,  TN 37760 

 USA 

Study-Related 
Phone Number(s): 865-262-0507 
 865-206-4131 
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RESEARCH CONSENT SUMMARY 

You are being asked for your consent to take part in a research study. This document provides a 
concise summary of this research. It describes the key information that we believe most people 
need to decide whether to take part in this research. Later sections of this document will provide 
all relevant details. 

What should I know about this research? 

• Someone will explain this research to you. 
• Taking part in this research is voluntary. Whether you take part is up to you. 
• If you don’t take part, it won’t be held against you. 
• You can take part now and later drop out, and it won’t be held against you 
• If you don’t understand, ask questions. 
• Ask all the questions you want before you decide. 

How long will I be in this research? 

We expect that your taking part in this research will last 30 days.  

Why is this research being done? 

The purpose of this research is to test the efficacy of Adjuvia™ Astaxanthin on Diabetes Fatigue 
Syndrome and blood glucose levels. 

What happens to me if I agree to take part in this research? 

If you decide to take part in this research study, the general procedures are:  
 
1) Filling out an onboarding form where we ask for age, weight, co-morbidities, last hbA1C 
results if known and general contact information.  
2) Fill out a Fatigue Survey (20 questions each) at the beginning of treatment, five days after 
starting treatment and at the end of the 30-day period.  
3) Taking 1 Adjuvia™ Astaxanthin capsule  (12 mg dose) with every meal for thirty days.  
4) Authorizing your service provider to share your daily blood glucose readings with the Sponsor 
for 30 days prior to starting treatment (if available) as well as for 30 days during the trial period. 

Could being in this research hurt me? 

Astaxanthin has been in the human food chain for 2 million years.   Modern diets have removed 
this antioxidant compound by changing the diets of the animals we eat.  
 
The compound is Generally Recognized as Safe (GRAS) by the Food & Drug Administration 
(FDA) at a 12mg dose.   
 
There are no known side effects of astaxanthin.  However, the energy production pathway 
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together with the underlying enzymes used to make energy are found in many other metabolic 
pathways.  Existing drugs have been developed to treat a wide variety of indications, but little 
research has been done to examine the efficacy of these treatments with or without astaxanthin in 
the subject’s diet. Our disclosures list possible risks of interactions with other drugs.  
 

Will being in this research benefit me? 

The most important benefits that you may expect from taking part in this research include feeling 
like you have more energy and lowering your blood glucose and ultimately your HbA1c levels.  
 
If the trial is successful, it will open up a novel pathway to treat type 2 Diabetes and related co-
morbidities using low-cost algae-based supplements.  
 

What other choices do I have besides taking part in this research? 

The pharmaceutical industry has developed several FDA approved therapeutics for treatment of 
Type 2 Diabetes.  These drugs fall into various categories depending on their mechanism of 
action.  Consult your medical professional for a complete list of Type 2 Diabetes treatments.  
 
Your choices may also include altering your diet to include natural astaxanthin from wild (not 
farmed) animals. Examples include eating a “barnyard” chicken egg or barnyard raised chicken 
offal including the kidney and liver.  Other sources of natural astaxanthin include wild caught 
coho salmon (circa 4 mg of astaxanthin in a 4 oz serving), oysters, shell fish and other wide 
game offal meats. 
 
You may also want to consider taking other sources of natural astaxanthin including astaxanthin 
derived from krill oil. Krill oil is an excellent source but has relatively low astaxanthin content.  
 
Several manufacturers sell “natural astaxanthin” supplements derived from algae and extracted 
using a process using super critical carbon dioxide. You may want to consider using these 
alternative suppliers. Check with the manufacturer about the bioavailability of this material.  

What else should I know about this research? 

Other information that may be important for you to consider so you can decide whether to take 
part in this research includes the following;  

• We are asking you to refrain from consuming sugared soft drinks and juices for the 
duration of the trial.  
 

• If you are female, we also ask that you are not pregnant or will not become pregnant 
during the 30 day trial period and are not lactating at the time of enrollment.  
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DETAILED RESEARCH CONSENT 

You are being invited to take part in a research study.  A person who takes part in a research 
study is called a research subject, or research participant.  

What should I know about this research? 

• Someone will explain this research to you. 
• This form sums up that explanation. 
• Taking part in this research is voluntary. Whether you take part is up to you. 
• You can choose not to take part. There will be no penalty or loss of benefits to which you 

are otherwise entitled. 
• You can agree to take part and later change your mind. There will be no penalty or loss of 

benefits to which you are otherwise entitled. 
• If you don’t understand, ask questions. 
• Ask all the questions you want before you decide. 

Why is this research being done? 

The purpose of this research is to test the efficacy of Adjuvia™ Astaxanthin on Diabetes Fatigue 
Syndrome and blood glucose levels.  
 
The human body uses trillions of mitochondria to make and store energy using oxygen and 
various forms of glucose.  In a healthy human, about 2% of the oxygen consumed ends up as 
oxygen radicals (also known as reactive oxygen species).  These radicals will react with and 
damage the mitochondria itself, oxidize cellular DNA causing mutations and possibly cancers as 
well as react with and neutralize any antioxidants it can find.   
 
Type 2 Diabetes starts by flooding the body with too much glucose over an extended time 
period. This surplus glucose lowers the efficiency of our mitochondria which in turn produces 
more damage-causing radicals.   
 
Astaxanthin is a nature’s most powerful antioxidant created 600M years ago. This compound 
was found in human diets for 2M years.  We received astaxanthin from eating fish, shellfish and 
the offal’s of wild animals and their eggs. The industrialization of animal production removed 
astaxanthin from animal diets and in turn ours.  We believe restoring natural astaxanthin into the 
diet of subjects with Type 2 Diabetes will help mitigate the damage from surplus oxygen radical 
production and restoring optimal mitochondrial function enabling the subject to experience 
increased energy and lower blood glucose levels.  

About 75 subjects will take part in this research. 
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How long will I be in this research? 

We expect that your taking part in this research will last 30 days.  

What happens to me if I agree to take part in this research? 

If you decide to take part in this research study, the general procedures are:  
 
1) Filling out an onboarding form where we ask for age, weight, co-morbidities, last HbA1c 
results if known and general contact information.  We expect this form will take less than 10 
minutes to complete.  
 
2) Fill out a Fatigue Survey (20 questions each) at the beginning of treatment, five days after 
starting treatment and at the end of the 30-day period.  We expect this form will take less than 10 
minutes to complete.  
 
3) Taking 1 Adjuvia™ Astaxanthin capsule (12 mg dose) with every meal for thirty days.  
 
4) You will be asked to keep a daily log of your blood glucose readings for 30 days and return 
the log to us.  
 
If you are taking any other medications for treatment of Diabetes Type 2 or co-morbidities 
associated with Diabetes Type 2, we ask that you continue to follow your doctor’s orders and 
continue taking prescribed medications for the duration of the trial.   
 
If you believe you are experiencing any adverse reactions or side effects, we ask you cease 
taking Adjuvia™ Astaxanthin and consult your medical provider.  
 
All subjects in this trial will receive Adjuvia™ Astaxanthin treatment. 
 
Astaxanthin is Generally Recognized as Safe (GRAS) by the FDA at a 12 mg dose.  The Sponsor 
holds a patent that increases the oral bioavailability of astaxanthin using an FDA approved 
process. We use a freshwater algae (Haematococcus pluvialis) as our astaxanthin source.  
 
Adjuvia™ Astaxanthin is currently available for sale at www.adjuvia.life as a nutraceutical and 
is available to the public and participants on an ongoing basis.  
 
All study participants will receive a summary report of results averaged across the subject 
population. No personal information will be disclosed. 
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What are my responsibilities if I take part in this research? 
 

• Refrain from consuming sugared soft drinks and juices for the duration of the trial.  

• If you are female, we ask that you are not pregnant nor will become pregnant for the 
duration of the trial and are not lactating at the time of enrollment.  Note there are no 
known adverse side effects or interactions with other medications but becoming pregnant 
or breast feeding requires significant energy production and is outside of the scope of this 
trial. 

• Follow all instructions of the study team including timely responses to the Fatigue 
Surveys and taking 1 capsule of Adjuvia Astaxanthin with every meal. 

• Report any adverse side effects or reactions to the Principal Investigator, discontinue use 
and consult your medical provider as necessary.  
 

Could being in this research hurt me? 
 
 
Astaxanthin has been in the human food chain for 2 million years.   The compound is Generally 
Recognized as Safe (GRAS) by the Food & Drug Administration (FDA) at a 12mg dose.   

Adjuvia™ astaxanthin is derived from fresh-water algae. Our preparation methods significantly 
increase the oral bioavailability and efficacy of the compound by replicating how astaxanthin is 
presented to us by fish, shellfish, birds/eggs and the offal of wild game. Our method to prepare 
astaxanthin for oral delivery has also been approved by the FDA.  
 
Risks may include: 
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• Interactions with Other Medications 
 
The energy production pathway together with the underlying enzymes used for energy 
protection is fundamental to human health. Enzymes including NAD+ and NADH are 
used by the mitochondria but also are used in other pathways including removing waste.  
Many of these enzymes have antioxidant properties. The inclusion of astaxanthin in 
human diets may have the effect of protecting these enzymes from oxygen radicals and in 
turn boosting the metabolic pathways that rely on the presence of these enzymes to 
function.  
 
Existing drugs and treatments have been developed to treat a wide variety of indications, 
but little research has been done to examine the efficacy of these treatments with or 
without astaxanthin in the subject’s diet.  
 
Possible side effects include: 

o Blood pressure 
 
Studies have linked astaxanthin to lowering blood pressure. Subjects taking blood 
pressure medications are advised to monitor their blood pressure and if it falls 
below acceptable levels cease taking Adjuvia™ Astaxanthin.  

o Hormone Production 
 
B-Cells in the pancreas produce the hormone insulin.  Any compound that 
improves energy production will improve the ability to manufacture hormones 
including insulin.   Use caution if you are taking other hormone-altering 
medications. Astaxanthin may also lead to breast enlargement in men.  Stop 
taking Adjuvia™ Astaxanthin if this occurs. Use caution if you are taking 5-
alpha-reductase inhibitors (such as Rupee, Poscarin, Saw Palmetto, etc.), because 
some studies believe that astaxanthin may also have the effect of inhibiting 5-
alpha reductase.  Possible side effects include decreased libido, decreased semen 
volume, skin pigmentation, weight gain, low mood, etc. 

o Allergic Reactions 
 
Astaxanthin is a member of the carotenoid family of antioxidants. This family is 
characterized by the yellow, orange, and red pigmentation in plants, algae, 
bacterial, fungi and animal flesh.  Various carotenoids are responsible for the 
color of pumpkins, carrots, salmon, lobster, and shrimp.  If you have known 
allergies to carotenoids or foods that contain high carotenoid content, you may 
want to opt out of the study. 

o Increased bowel movements and stomach pain. 
 
Some studies have shown astaxanthin supplements can increase bowel movement 
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and cause stomach pain.  If you notice either of these two effects, cease taking 
Adjuvia™ astaxanthin. 

o Anticoagulants 
 
Astaxanthin has been reported to have an anticoagulant effect.  Used together 
with other anticoagulants may lead to an increased risk of bruising or bleeding. 
 

o Liver & Kidney  
 
Type 2 diabetes patients are at increased risk of liver and kidney related 
conditions.  There are two coenzymes NAD+ and NADH that are used both by 
the mitochondria in energy production as well as in the kidney/liver for waste 
removal and other functions.  NAD+ is a natural antioxidant and may be depleted 
by surplus oxygen radicals.  The use of astaxanthin helps protect NAD+ and 
promote proper kidney and liver function.  Various drugs (and herbs) have been 
developed or promoted that target liver and kidney function. Several of these 
compounds need to be metabolized by the liver cytochrome P450 (including 
Diazepam, Caffeine, Amitriptyline, Imipramine, Propranolol, Fluoxetine, 
Haloperidol, Morphine ), beta-blockers, amitriptyline, celecoxib, diclofenac, 
ibuprofen, warfarin, Acetaminophen, lovastatin, ketoconazole, etoposide, 
erythromycin, corticosteroids, vincristine, Fexofenadine, cimetidine and  
cisapride).  It is unknown whether the use of astaxanthin in the diet interferes with 
the efficacy of these drugs.  

o Autoimmune Disorders  
 
Subjects with autoimmune disorders or using immunosuppressants should use 
Adjuvia™ Astaxanthin with caution.  Astaxanthin may have an immune-boosting 
effect, which may theoretically interfere with the effectiveness of treatment. 

• Contamination 
 
Any oral compound has a risk of being contaminated.  We use third party laboratories to 
test incoming biomass for contamination and toxins together with good manufacturing 
processes to limit this risk. If you receive a bottle with a broken safety seal, contact us for 
replacement. 

• Overdosing 
 
There are no known upper limits for astaxanthin consumption. Astaxanthin is a powerful 
antioxidant. Excessive dosing may interfere with intracell communications. We 
recommend limiting dosing to no more than 3 12 mg doses per day and taking each dose 
with a meal.  Store Adjuvia™ Astaxanthin in a secure location away from access by 
minors.  One sign of overdosing is if your stool turns red.  If this occurs stop taking 
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Adjuvia™ astaxanthin and contact us for further instructions. 
 

• Privacy Risk  
 
While we take commercially reasonable steps to protect your data, cyberwarfare 
conducted by nation states or individuals, theft or malfeasance may occur resulting in the 
release and publication of data that you provide.   

Disclosure of Private Information.  
 
Your privacy is important to us.  We take all reasonable steps to ensure your data is protected. As 
a participating subject you have the following rights: 

Qualifying Information.  Any information we collect to determine if you are qualified to 
participate in the study will only be used if you complete the informed consent form and enroll in 
the study. At any time prior to completing the informed consent form, you may request that we 
delete all of your records and cease to use any information collected in future research.  

 
Absolute Necessity:  Within our organization, we limit access to your data to the named 
investigation team. 

 
De-identification.  Each participating subject will be assigned a non descriptive client ID # .  
 
For purposes of this research we are following the §164.514(b), the Safe Harbor method for de-
identification. For participating subjects for analysis and reporting we will remove the following 
identifiers:  
 
 

1. Your name 

2. All geographic information including address and zip code 

3. Contact telephone numbers and/or fax numbers 

4. Email Address(es) 

5. Continuous Patch Monitor Numbers or other similar identifying information 
 

6. We do not collect or ask for your social security number, date of birth, biometric 
information, medical records, photographs, any bank or other account numbers, IP 
addresses or any other computer device id that can be used to identify you.  
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Secure Storage. All identifying data will be collected into a spreadsheet, printed out then the 
spreadsheet deleted. The paper files will not be accessible by the internet and stored in a secure 
location.  
 
Will it cost me money to take part in this research? 

Taking part in this research is not expected to cost you money.  Adjuvia™ Astaxanthin will be 
provided at no cost for the 30-day trial. All postage costs associated will be covered by the 
Sponsor.  
 

Will being in this research benefit me? 
 

The most important benefits that you may expect from taking part in this research include feeling 
like you have more energy and lowering your blood glucose and ultimately your HbA1C levels.  
 
If the trial is successful, it will open a novel pathway to treat type 2 Diabetes and related co-
morbidities using algae-based supplements. 

What other choices do I have besides taking part in this research? 

The pharmaceutical industry has developed several FDA approved therapeutics for treatment of 
Type 2 Diabetes.  These drugs fall into various categories depending on their mechanism of 
action.  Alpha-glucosidase inhibitors help break down starches and sugars. Biguanides and 
Thiazolidinediones decrease how much sugar your liver makes. Dipeptidyl peptidase-4 
Glucagon-like peptide-1 receptor agonists, Meglitinides and Sulfonylureas seek to increase 
insulin production. Sodium-glucose transporter inhibitors prevent the kidneys from storing 
glucose and excrete surplus glucose through urine. Consult your medical professional for a 
complete list of Type 2 Diabetes treatments.  
 
Your choices may also include altering your diet to include natural astaxanthin from wild (not 
farmed) animals. Examples include eating a “barnyard” chicken egg or barnyard raised chicken 
offal including the kidney and liver. Other sources of natural astaxanthin include wild caught 
coho salmon (4 mg of astaxanthin in a 4 oz serving), oysters, shellfish and other wide game offal 
meats. 

You may also want to consider taking other sources of natural astaxanthin including astaxanthin 
derived from krill oil. Krill oil is an excellent source but has relatively low astaxanthin content.  
 
A number of manufacturers sell “natural astaxanthin” derived from algae and extracted using a 
process using super critical carbon dioxide. You may want to consider using these alternative 
suppliers however check with the manufacturer about bioavailability. 
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What happens to the information collected for this research? 

Your private information and your medical record will be shared with individuals and 
organizations that conduct or watch over this research, including: 

• The research sponsor, its employees and advisors.  
• People who work with the research sponsor 

We may publish the results of this research. However, we will keep your name and other 
identifying information confidential. 

We protect your information from disclosure to others to the extent required by law. We cannot 
promise complete secrecy. 

Data collected in this research might be deidentified and used for future research or distributed to 
another investigator for future research without your consent. 

Who can answer my questions about this research? 

If you have questions, concerns, or complaints, or think this research has hurt you or made you 
sick, talk with the Principal Investigator at the phone number listed above on the first page. 

What if I am injured because of taking part in this research? 

If you are injured or get sick because of being in this research, call your medical care team 
immediately, stop treatment and inform the Principal Investigator at your earliest convenience.   
 

Can I be removed from this research without my approval? 

The person in charge of this research can remove you from this research without your approval. 
Possible reasons for removal include: 
 

• It is in your best interest 
• You have a side effect that requires stopping the research 
• You need a treatment not allowed in this research 
• You become pregnant 
• You fail to fill out/return the 3 Fatigue Surveys on a timely basis 

We will tell you about any new information that may affect your health, welfare, or choice to 
stay in this research. 
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What happens if I agree to be in this research, but I change my mind 
later? 

If you decide to leave this research, contact the research team at diabetes@adjuvia.life and 
inform them of your decision to stop the trial.  There are no known adverse effects associated 
with stopping treatment other than the benefits we expect you will experience during the trial 
will cease as astaxanthin is removed from your system over time.   
 

Will I be paid for taking part in this research? 

For taking part in this research, you will have two options at upon completion. 
 
Option A)  A free 60 day supply of Adjuvia™ Astaxanthin (a $100 Value) to be mailed to you 
within 5 business days after your election.   
 
Option B)  A $50 Amazon gift certificate to be mailed to you within 5 business days after your 
election.   

Data collected during the trial with identifiers removed may be used for commercial profit. You 
will not share in this commercial profit. 
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Statement of Consent:  
 

_____________________________________  ____ 

Signature of Adult Subject Capable of Consent  Date 
 

_____________________________________ 

Name of Adult Subject Capable of Consent    
 
 
___________________________________________ ____ 

Signature of Principal Investigator Obtaining Consent Date 
 

John Carberry-  Principal Investigator  
 
 

Your signature documents your permission for you to take part in this research. 


