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To Individuals with Autism Spectrum Disorders and/or their Guardians, 

Re:  Invitation to participate in a research study on:  Nutritional and Dietary Treatment Study for Children/Adults with Autism
We are inviting participation in a 12-month study to evaluate the effect of a combination of nutritional and dietary interventions.   This study has been approved by the Human Subjects Institutional Review Board at Arizona State University.

There will be a 1-hour initial presentation to explain the study.  

The treatment study will involve the following treatments, phased in gradually over 12 months:  vitamins, minerals, essential fatty acids (fish oil), carnitine (to improve energy metabolism), digestive enzymes, and a healthy gluten-free, casein-free, soy-free diet.  There will also be twice weekly baths in Epsom salts (magnesium sulfate), which is a good source of sulfate, and several studies have demonstrated that individuals with autism are very low in sulfate.
Individuals with autism (or their parents/guardians) will be asked to fill out forms at the beginning and end of the study to evaluate the symptoms of autism (about 60-90 minutes).  There will be a 30 minute phone call to assess the participant’s functioning level.  There will also be a 1.5 hour evaluation of the participant’s autism symptoms, IQ, and muscle strength by a trained evaluator.  
Half the participants will begin the treatment immediately (Treatment Group).  Half will be observed for 12 months without any changes in their current treatments, and then they will receive a 12-month free supply of the vitamin/mineral supplement, essential fatty acids, digestive enzymes, and advice on implementing a healthy gluten-free, casein-free, soy-free diet (Delayed Treatment Group).
Both groups will undergo medical testing at the beginning and end of the study to evaluate their nutritional and metabolic status.  At the beginning of the study, each participant will have a physical exam by a doctor, a blood draw (40 ml, or 2.7 tablespoons) by a phlebotomist experienced with individuals with autism, and collection of a urine sample.  The participant will be asked to not eat for 10 hours prior to the blood draw, which will be done in the morning.  There will also be a urine collection 1-2 weeks later, after drinking a sugary drink, to test for gastrointestinal permeability (“leaky gut”).  The blood and both urine tests will be repeated at the end of the study, 12 months later.
Treatment Group

A study nurse will contact the participants regularly (approximately every 1-4 weeks) by phone or email, to check on the participant’s health, check on any changes in symptoms, and answer any questions about the study.

Six months into the study, the participants will have a simple food allergy test, involving placing ten small patches on the upper back for 48 hours, to check for skin irritation/allergy.

Six months into the study, a nutritionist will provide a 1-hour group lecture on healthy, gluten-free, casein-free, soy-free diets, and follow up with a 1 hour individual consultation with each family, and be available by phone/email for follow-up.
Eligibility Criteria:  

1) Diagnosis of autism spectrum disorder (autism, PDD-NOS, or Asperger’s) by a psychiatrist, psychologist, or developmental pediatrician

2) Verification of diagnosis by an ADOS evaluation (conducted by ASU staff) 

3) Age of 2.5 years to 60 years

4) No major changes in behavioral or medical treatments in the previous two months, and no intention to make such changes during the 12 months of the study.

5) No usage of nutritional supplements (vitamins, minerals essential fatty acids, carnitine) or special diets in the previous two months

If you/your child meets the above criteria, we are inviting your voluntary participation in our study.  If you choose not to participate or to withdraw from the study at any time, there will be no penalty. The results of the research study may be published, but your name will not be used, and we will maintain confidentiality of your test results.  

Benefits
Each participant will receive a copy of their laboratory tests.  There are no other known benefits for participation in this study.

Cost/Payments:    

There is no cost to participate in this study.

All participants will receive a $99 Target gift certificate for participating in the study.  

Possible Side-Effects/Safety Issues:  

1) Nutritional Supplements:  The supplements may cause stomach upset/nausea in rare cases. This risk is minimized by requiring that they be taken with food.  It is possible that other rare side-effects may occur, but this risk will be minimized by slowly increasing the dose over 2-4 weeks, and reducing the dose or stopping it if any adverse effects occur.  The dosage of some of the vitamins, minerals, and fatty acids are high, but generally within or near the Tolerable Upper Limits set by the government, such that no side-effects are expected at those dosages.
2) Digestive Enzymes:  Digestive enzymes can cause irritation if left in the mouth for a long time (15 minutes), but this risk is eliminated by swallowing them as pills or mixing them with juice.

3) Epsom salt bath:  If the participant swallows the bath water, then it may cause loose stools or diarrhea.  Also, young children require supervision to prevent drowning.

4) Special Diets:  Some participants may not like changes to their diets, but the nutritionist has worked with over 4000 autism families before, and will work with each family to help them find healthy foods that the participant likes.  
5) Food allergy testing:  The food allergy testing may cause a small irritation on the skin where the food is applied.  This effect is minimized by using only a small (1 inch diameter) patch, and any irritation usually disappears after 2-4 days.

6) Blood Draw:  There is a risk of bruising (rare) and a risk of anxiety about the blood draw (common).  We will reduce this risk by using a phlebotomist who is experienced with children and adults with autism.

Thank you for your interest in the study, which will help evaluate the effect of a combination of nutritional and dietary interventions for children and adults with autism spectrum disorders.

If you have any questions concerning the research study, please call the study nurse Liz Geis at (623) 321-1144, or email her at researchnurseASU@gmail.com.  Thank you very much for your time.





                          Sincerely,

James B. Adams, Ph.D.




Robert Hellmers, MD


President’s Professor, Fulton Schools of Engineering
Pediatrician and Allergist/Immunologist
Graduate faculty in Chemistry and Biochemistry

Director, ASU Autism/Asperger’s Research Program

Arizona State University

 Application Form for Participation in
Nutritional and Dietary Treatment Study for Children/Adults with Autism

Name of Participant__________________________________________

Parent/Guardian’s name (if applicable) ______________________________________

Mailing Address:_______________________________________________________

City:__________________________________   State_______  Zip_________________

Phone:_________________________   Email:____________________________

Participant’s birthdate_______________________  Gender:_______________

Participant’s Ethnicity:  Asian/Pacific Islander    American Indian/Alaskan Native   

Black (not Hispanic)     Hispanic  Multi-Racial    White (not Hispanic)     Other

_________________________________________________________________________________

Medical Information

Participant’s primary diagnosis 

(autism, Asperger’s, PDD/NOS, or typical/control)_________________ 

Person who made diagnosis and their profession:______________________________

Other co-existing physical or mental health conditions:___________________________

Current Medications (including allergy medications):

Current Nutritional Supplements:

Digestive Enzymes:

Special Diet:  (please describe):

Is your child currently on chelation therapy?  If yes, please describe.

Is your child currently receiving habilitation services or behavioral therapy, such as Applied Behavior Analysis (ABA) or similar therapy?    Yes   No

If yes, please answer the following:

Average number of hours/week___________


Do you think that, on average, your therapists are:


Untrained; slightly trained; somewhat trained; well-trained; expert

Is your program supervised by a behavior consultant?  _______


If yes, how many hours/month do you meet with them?____ hours/month

Is your consultant a Board Certified Behavior Analyst or Board Certified 


Associate Behavior Analyst?  ________

Overall, how would you rate the effectiveness of your habilitation/behavioral program 
on your child’s learning:


Minimal; modest; moderate; significant; highly effective

Other comments about your program (optional):
Please return this form to:

James B. Adams

Arizona State University

PO Box 876106

Tempe, AZ 85287-6106

(480) 727-9321 (fax)

