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Appendix A: EMPowerplus Capsule Ingredient List 

1 cap  4 caps  8 caps  15 caps   

384.0 IU 1536.0 IU 3072.0 IU 5760 IU Vitamin A  

40.0 mg 160.0 mg 320.0 mg 600 mg Vitamin C  

96.0 IU 384.0 IU 768.0 IU 1440 IU Vitamin D  

24.0 IU 96.0 IU 192.0 IU 360 IU Vitamin E   

1.2 mg 4.8 mg 9.6 mg 18 mg Vitamin B1  

0.9 mg 3.6 mg 7.2 mg 13.5 mg Vitamin B2  

6.0 mg 24.0 mg 48.0 mg 90 mg Vitamin B3  

1.4 mg 5.8 mg 11.5 mg 21.6 mg Vitamin B5  

2.4 mg 9.6 mg 19.2 mg 36 mg Vitamin B6  

96.0 ug 384.0 ug 768.0 ug 1440 ug Vitamin B9  

60.0 ug 240.0 ug 480.0 ug 900 ug Vitamin B12  

72.0 ug 288.0 ug 576.0 ug 1080 ug Vitamin H  

88.0 mg 352.0 mg 704.0 mg 1320 mg Calcium  

0.9 mg 3.7 mg 7.3 mg 13.74 mg Iron  

56.0 mg 224.0 mg 448.0 mg 840 mg Phosphorus 

13.6 ug 54.4 ug 108.8 ug 204 ug Iodine  

40.0 mg 160.0 mg 320.0 mg 600 mg Magnesium 

3.2 mg 12.8 mg 25.6 mg 48 mg Zinc 

13.6 ug 54.4 ug 108.8 ug 204 ug Selenium 

0.5 mg 1.9 mg 3.8 mg 7.2 mg Copper 

0.6 mg 2.6 mg 5.1 mg 9.6 mg Managnese 

41.6 ug 166.4 ug 332.8 ug 624 ug Chromium  

9.6 ug 38.4 ug 76.8 ug 144 ug Molybdenum  

16.0 mg 64.0 mg 128.0 mg 240 mg Potassium 

24.0 mg 96.0 mg 192.0 mg 360 mg dl-phenylalanine 

12.0 mg 48.0 mg 96.0 mg 180 Mg glutamine 

16.0 mg 64.0 mg 128.0 mg 240 mg citrus 

bioflavanoids 

3.0 mg 12.0 mg 24.0 mg 45 mg grape seed 

36.0 mg 144.0 mg 288.0 mg 540 mg choline bitartrate 

12.0 mg 48.0 mg 96.0 mg 180 mg Inositol 

2.4 mg 9.6 mg 19.2 mg 36 mg ginkgo biloba 

4.0 mg 16.0 mg 32.0 mg 60 mg methionine 

1.4 mg 5.5 mg 11.0 mg 20.7 mg germanium 

sesquioxide 

160.0 ug 640.0 ug 1280.0 ug 2400 ug Boron 

2.0 ug 7.8 ug 15.7 ug 29.4 ug Nickel 

79.6 ug 318.4 ug 636.8 ug 1194 ug vanadium 

111.0  444.1  888.2  1665.3  Proprietary Total 
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Appendix B: Demographic and Outcome Measures 

 

HISTORY QUESTIONNAIRE 
 

Your name: _______________________________________ 

Date of birth: _____________ 

Today’s date: _____________ 

 

The purpose of this questionnaire is to obtain some background information about you. The 

information you provide is confidential and will only be used for research purposes. 

 

1. Please indicate which of the following ethnic groups you belong to (you may tick more 

than one). 

 

NZ European / Pakeha   

NZ Maori   

Samoan   

Tongan   

Niuean   

Chinese   

Indian   

European    

Other  (please specify) __________________ 

 

2.  Please indicate which of the following describes your current martial status: 

 

Married   

De facto relationship   

Single  

Divorced  

Widow  

Other (please specify) ___________________________________  

 

3. Please indicate all of the following statements that describe your home situation: 

 

I have dependent children who are living with me  

I have children but they do not live with me  

I live with others who aren’t related to me (flatmates/ boarders)  

I live in my parents home, supported by my parents  

I live alone  

I support my dependent parents or relatives who are living with me  

Other (please specify) ___________________________________  

 

4. What is your occupation?     _____________________________ 

 

5. What is your partner’s occupation (if applicable)? _____________________________ 

 

6. Please indicate your highest educational qualification using the list below: 
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7. Please indicate which of the following best describes your total yearly household income 

before tax (include income from all sources): 

 

Less than $20,000  

$20,000 to $30,000  

$30,000 to $40,000  

$40,000 to $50,000  

$50,000 to $60,000  

$60,000 to $70,000  

More than $70,000  

 

8. Have you ever been in contact with any social agency, psychologist, psychiatrist, or private 

agency?    YES   NO  

 

If YES, please list: 

 

Year  Name of professional Reason for visit 

______________________ ______________________ ______________________ 

______________________ ______________________ ______________________ 

______________________ ______________________ ______________________ 

______________________ ______________________ ______________________ 

 

23. Are you currently being prescribed any medications?  

 

YES  NO  

If YES, what are the medications being prescribed (please list): 

 

 

 

 

 

24. Have you ever had a head injury with loss of consciousness?  

 

YES  NO  

No school qualifications   

5
th

 Form School certificate  in one or more 

subjects (or level 1 NCEA) 

  

Sixth form certificate in one or more subjects 

(or NCEA level 2) 

  

University entrance in one or more subjects 

(or NCEA level 3) 

  

Post- secondary (e.g. diploma, trade 

certificate) 

  

NZ Undergraduate University degree   

NZ Postgraduate University degree   

Overseas University qualification  (please specify) 

 

Other qualification  (please specify) 
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Appendix C: Information Sheet and Consent Form      

 

 

 

 

 

INFORMATION SHEET: September 16
th

 2009 

 

Title of research project: Effect of a nutritional supplement on mood and functioning in 

adolescents with Severe Mood Dysregulation URB/06/12/101 

 

Principal Investigator:   Dr. Julia Rucklidge 

     Department of Psychology, University of Canterbury

  

     Private Bag 4800, Christchurch 

     Phone: 03 364 2987 ext 7959 

 

 

REQUEST FOR INTERPRETER  

(to be included on all consent forms) 

 

English 

 

I wish to have an interpreter. Yes No 

Maori 

 

E hiahia ana ahau ki tetahi kaiwhakamaori/kaiwhaka pakeha 

korero. 

Ae Kao 

Cook 

Island 

Ka inangaro au i  tetai tangata uri reo. Ae Kare 

Fijian Au gadreva me dua e vakadewa vosa vei au Io Sega 

Niuean 

 

Fia manako au ke fakaaoga e taha tagata fakahokohoko kupu. E Nakai 

Samoan 

 

Ou te mana’o ia i ai se fa’amatala upu. Ioe Leai 

Tokelaun Ko au e fofou ki he tino ke fakaliliu te gagana Peletania ki na 

gagana o na motu o te Pahefika 

Ioe Leai 

Tongan Oku ou fiema’u ha fakatonulea. Io Ikai 

 

 

What is the purpose of the study? 

You are invited to participate in a study that will evaluate a nutritional supplement in the 

treatment of Severe Mood Dysregulation. You may have a friend, family or whanau support 

to help you understand the risks and/or benefits of this study and any other explanation you 

may require. There is much interest lately in nutritional approaches to problems such as those 

you are experiencing. Although the supplement we are studying shows some promise, there is 
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no solid scientific data yet to prove its value for these problems. The supplement is called 

MCN-36 (to refer to the fact that it contains 36 micronutrients). In the marketplace, MCN-36 

is sold as “Empowerplus.” You are eligible for this study because you have been identified as 

having an unstable mood. Approximately 15 people in Christchurch are being invited to 

participate in this study. 

 

Background 

It has been proposed that some vitamins and minerals might help people with mood 

dysregulation to stabilize their mood. When a new idea such as this comes along, it must be 

studied first in a variety of people (referred to as a “case series”), and then in a controlled 

trial. You are being invited to participate in a case series. 

 

Each person who volunteers for this study will receive MCN-36 for 8 weeks followed by an 8 

week wash out period with no MCN-36 followed by a 24 week extended trial taking MCN-36 

again. However, your safety is the most important thing. Thus, in the event of an emergency 

(e.g., if you have thoughts of harming yourself or others), you should go to psychiatric 

emergency services, call one of the 24 hour lines, contact your usual mental health service 

provider or call one of us.  

 

What would I have to do? 

First, you will be screened at the Department of Psychology of the University of Canterbury 

to determine whether you are suitable for the trial. This will involve a medical and psychiatric 

history, and some questionnaires. Both you and a parent/guardian will be interviewed on your 

history. Also, we will do some tests that will assess your memory, learning and reading skills. 

This assessment (interview plus testing) will likely take 4-5 hours of your time. We may ask 

to video-tape the interview in order to later assess the reliability of our interview. With your 

and your parent/guardian’s permission, we will send out a questionnaire to one of your 

teachers, if you are still at school. This questionnaire provides a broad overview of your 

behaviour. They will not be provided with details about the study, they will simply be told 

that you are participating in a research study (title included) through the University of 

Canterbury. We will be happy to provide you, your family and any individuals involved in 

your care with feedback on the results of all the assessments. 

 

If you are suitable, you will be assigned to one of the investigators and will have your first 

appointment at that person’s office. She/he will review the study protocol with you, and will 

also reconfirm your suitability for the study. If you meet the study criteria and you still want 
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to participate, you will be entered into the trial. If, at this time, you are thought to be at high 

risk of hurting yourself, we may need to delay entry into the trial until your condition is more 

stable.  

 

During the trial, you will begin by taking 5 capsules of MCN-36 each day, increasing to 10 

capsules on the 4
th

 day and then to 15 capsules each day in the second week. For the rest of 

the time, you will take 15 capsules per day, divided however you like, but preferably in 3 

doses of 5 capsules each. Attached to this consent form is a list of all the ingredients in MCN-

36. It will be important for you to drink plenty of water every day to properly absorb these 

ingredients.  

 

During the 8 week trial when taking the capsules, you will have weekly or fortnightly 

appointments with one of the investigators. At your appointments, this person will review 

your physical and mental health, will ask about any problems you are having, and will 

complete a number of assessment tools evaluating your overall functioning. At every 

appointment, we will ask a parent/guardian to complete a questionnaire about you concerning 

your overall level of functioning. Every 8 weeks, we will also ask you and a parent/guardian 

to complete a questionnaire more broadly assessing your functioning, including mood. You 

will also be asked to keep a daily diary of unusual events in your life, and pills that you miss 

taking. 

 

This 8 week trial will be followed by an 8 week wash-out phase that allows us to determine 

whether the supplement was having any positive or negative impact on your overall well-

being. You will continue to be monitored as before either weekly, fortnightly or monthly. If 

there is a significant relapse in symptoms during the wash-out phase, the 24 week extended 

trial may be instigated earlier. Of course you and your family will be involved in such a 

decision. 

 

The 8 week wash-out phase will be followed by a 24 week extended trial. You will initially 

be monitored weekly and this will become monthly as time progresses. Similar 

questionnaires as described above will be completed. At the end of this phase, a re-

assessment will be done, similar to the one performed pre-treatment. Again we will be happy 

to provide you and your family with feedback on the results.  

 

If you must take an antibiotic or antifungal agent orally for a health problem, it may be 

necessary for you to withdraw from the study for the time you complete the course of the 
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drug. This is because antibiotics and antifungal drugs seem to interfere with the absorption of 

this nutrient supplement. 

 

You will be asked to not try any alternative medicines or other forms of therapy until you 

have completed your involvement in this study. In addition, you are strongly encouraged to 

completely avoid alcohol, marijuana, caffeine, nicotine, and street drugs through the study as 

these substances may decrease the potential benefits of the treatment. At your appointments, 

you will be asked to estimate your use of these substances. 

 

What are the risks? 

Although we have no reason to suspect that this supplement can harm a physically healthy 

individual in any way, we will monitor you in two ways: 1) You will meet or have phone 

contact every week with one of the investigators who will ask questions about your general 

physical and mental health and wellbeing, and 2) You will provide blood/urine samples at 

baseline (i.e., at the start) and 6 months post-baseline (i.e., at the end) to assess for any 

abnormal effects and to ensure that all systems are functioning normally. Due to the fact that 

there could be a risk to an unborn child, if you are female, you will need to supply us with 

monthly urine samples so that we can test for pregnancy. Further, other testing, such as urine 

drug screens, may be performed as determined by the study physicians.  

 

In previous research at the University of Calgary in Canada, blood samples, heart rate, and 

blood pressure were monitored in 12 children, and no one was found to experience any 

problems while taking the supplement. This type of supplement has been used by many 

people for many years without any unpleasant results reported.  Recently, 27 adults with 

bipolar disorder had their blood tested to determine whether they were all right after taking 

Empowerplus for 1-3 years, and there were no health concerns in those test results that were 

attributable to the supplement. There were some findings which the reviewing physician 

considered to be "incidental," but not attributable to any adverse effects of the supplement. 

Nevertheless, MCN-36 has not been studied as systematically as will be done in this current 

study, and very few people have been studied for liver and kidney function: hence, we cannot 

conclude with certainty right now that MCN-36 is safe.  

 

There is the potential for some side effects from taking MCN-36. From the limited studies so 

far, the most common side effects are indigestion or stomach pain, nausea or vomiting, loose 

stools or diarrhoea or headaches. There are occasional reports of increased anxiety, 

irritability, restlessness or behavioural agitation. In one study of 19 adults, one patient 

developed gastritis (a more severe form of indigestion) which needed to be treated with 
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medication. The patients who have stopped MCN-36 have most commonly done so because 

of the indigestion type symptoms or due to problems with interactions with other medications 

(see below). Some of these difficulties can be avoided by taking the capsules on a full 

stomach, and so we suggest you always take your capsules with food.  Another way to 

prevent these side effects is increase the dose slowly over several days, so we begin with five 

capsules per day  and increase gradually to the full dose. If you do experience side effects, we 

want to be told and will suggest ways to manage or treat them. We are happy to provide you 

with copies of the studies that have been done to date on MCN-36. 

  

MCN-36 has the potential to interact with other medicines or drugs so if possible, you should 

avoid taking other medicines whilst on this treatment. Health Canada has issued a warning 

that some adverse reactions have been reported causing a worsening of psychiatric symptoms 

in patients with serious underlying mental health problems, such as bipolar and depression, 

and that this worsening was likely related to taking this product and discontinuing 

prescription medications or taking this product with prescribed medications. For this reason, 

we are only including individuals in the study who are not being concurrently treated for 

their illness using prescribed medications. With respect to whether to take other medications, 

such as over-the-counter medications to treat colds, flu, stomach upset and sleep problems, 

because they may interact with MCN-36, you should first discussed with us or your 

pharmacist before use. Pain killers such as Aspirin, Neurofen, Brufen or Voltaren (the 

NSAIDs or non-steroidal anti-inflammatory drugs) should be avoided whilst on MCN-36 as 

they can affect the ability of your blood to clot, and hence stop bleeding from a cut, in a 

similar way to some of the ingredients of MCN-36. So, for example, if you needed a pain 

killer for a headache, it would be safer for you to take Paracetamol or Panadol 

(acetaminophen) than Neurofen whilst on MCN-36.  A list of appropriate medications that 

are acceptable to take during this trial is included as part of this information sheet.  

 

For safety reasons if you are, or become pregnant, you will have to withdraw from the 

study. Pregnancy should be avoided while taking the supplement and therefore, you will be 

tested monthly. 

 

Will I benefit if I take part? 

There may or may not be a direct medical benefit to you. Your mood instability may be 

improved during the study but there is no guarantee that this research will help you. The 

information we obtain from this study may help us to provide better treatments in the future 

for patients with severe mood problems. 

Do I have to participate? 
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If you decide not to participate in this study, or if you decide part-way through that you want 

to stop, you are certainly free to do so. This decision will not influence your ongoing health 

care in any way. Similarly, the study’s investigators might choose to end your participation in 

the study at any time for any reason. If new information becomes available that might affect 

your willingness to participate in the study, you will be informed as soon as possible. 

 

Will I be paid for participating, or do I have to pay for anything? 

Arrangements will be made with each individual participant to ensure that your transportation 

costs are covered. At each visit, you will receive a 10 dollar petrol voucher. The capsules that 

you take during the study will be provided at no cost. When the study is completed and if you 

wish to continue to take MCN-36, you can purchase this through Strauss Herbs Ltd. 

Currently, a bottle of 228 capsules is $139 inclusive of GST and postage and handling but the 

price is expected to drop in the coming years. This bottle of 228 capsules will provide a 

month’s supply at the maintenance dose. Contact: Eric Blankenbyl, Director, Strauss Herbs 

NZ Ltd. P O Box 60  036, Titirangi, Auckland 1007, NZ. Ph ++ 64 9 811 8952, Fax ++ 64 9 

811 8950. 

 

Will my records be kept private? 

All information about you that is collected in this study will be held in the strictest 

confidence. The only people who will have access to the information are the study 

investigators and designated staff. We are very careful in dealing with confidential 

information; you can feel assured that all information you disclose concerning yourself and 

your family will be kept in a confidential file which will be kept locked at all times.  All 

information will be kept as group data.  Therefore, forms will be coded and names removed 

such that you cannot be identified. Confidentiality will be respected and no material which 

could personally identify you will be used in any reports on this study. However, in cases 

where we are concerned about your safety or the safety of others, we may decide to breach 

confidentiality.   

 

The results of the tests described above will be used for research purposes only in the context 

of this study.  We would need your permission and signed consent to send these test scores to 

another professional involved in your care.  We recommend that a psychologist or physician 

interpret the results of these tests. During this study, it may be necessary for a member of the 

research team to look at your previous medical records. You are assured that this will also be 

handled in a confidential manner. 

 



157 

 

 

If I suffer a research-related injury, will I be compensated? 

In the unlikely event of a physical injury as a result of your participation in this study, you 

may be covered by ACC under the Injury Prevention, Rehabilitation and Compensation Act.  

ACC cover is not automatic and your case will need to be assessed by ACC according to the 

provisions of the 2002 Injury Prevention Rehabilitation and Compensation Act.  If your claim 

is accepted by ACC, you still  might not get any compensation.  This depends on a number of 

factors such as whether you are an earner or non-earner.  ACC usually provides only partial 

reimbursement of costs and expenses and there may be no lump sum compensation payable.  

There is no cover for mental injury unless it is a result of physical injury.  If you have ACC 

cover, generally this will affect your right to sue the investigators. If you have any questions 

about ACC, contact your nearest ACC office or the investigator. 

 

If you have any queries or concerns regarding your rights as a participant in the study, you 

may wish to contact a Health and Disability Services Consumer Advocate, telephone 377-

7501 in Christchurch or 0800 377-766 outside Christchurch. You can also contact Dr. Julia 

Rucklidge, the principal investigator, 364-2987-7959, should you have any questions or 

concerns about this research. The Human Ethics committee at the University of Canterbury 

and the Canterbury Ethics Committee have reviewed and approved this study. 
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CONSENT FORM 

 

 

Title of research project: Effect of a nutritional supplement on mood and functioning in 

adolescents with Severe Mood Dysregulation 

 

Principal Investigator: Dr. Julia Rucklidge 

 

I have read and I understand the information sheet dated September 16
th

 2009 for volunteers 

taking part in the study designed to assess the effects of a nutritional supplement on mood 

and functioning.  I have had the opportunity to discuss this study.  I am satisfied with the 

answers I have been given. I have had the opportunity to use whanau support or a friend to 

help me ask questions and understand the study. I understand that taking part in this study is 

voluntary (my choice) and that I may withdraw from the study at any time and this will in no 

way affect my continuing or future health care.  

 

I have had this project explained to me by ___________________________________. 

 

I understand that my participation in this study is confidential and that no material which 

could identify me will be used in any reports on this study. I understand that the treatment, or 

investigation, will be stopped if it should appear harmful to me. I understand the 

compensation provisions for this study. I have had time to consider whether to take part. I 

know who to contact if I have any side effects to the study. I know who to contact if I have 

any questions about the study. 

 

I consent to my interview being audio-taped/video-taped.  

 YES/NO 

 

I consent to my medical records being reviewed as part of the research process

 YES/NO 
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I consent to supply blood and urine samples as indicated  

 YES/NO 

 

I wish to receive a copy of the results      

 YES/NO 

 

Participants should be advised that a significant delay may occur between data 

collection and publication of the results.   

 

I agree to my GP or other current provider being informed of my participation in this 

study/the results of my participation in this study     

 YES/NO 

 

I consent to being contacted approximately 40 weeks following the initial assessment 

for a final review, regardless of whether I decided to discontinue with the supplement 

at any point during the study. At the time of the final review, I can decide whether I 

wish to participate or not in this review.      

    YES/NO 

 

I consent to my name being placed in a separate database so that I can be contacted in 

the future should there be other studies for me to participate in with the understanding 

that I can choose whether to participate in such studies or not:   

   YES/NO 

 

 

I hereby consent to participate. 

 

________________________________________________________________________ 

Name of Participant  

 

________________________________________________________________________ 

Signature of Participant         

 

 

Signature of Parent/guardian  

 

 Date ______________ 
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The person who may be contacted about the research is: Dr. Julia Rucklidge, Principal 

Investigator, 364-2987 ext 7959 

 

 

A signed copy of this consent form has been given to you to keep for your records and 

reference. 

 

Ingredients of MCN36 attached. 



161 

 

 

Appendix D: Weekly Visit Form 
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