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Subject Identification 

 
Protocol Title: An Open-Label Treatment Trial to Assess the Short-Term 

Tolerability, Safety, and Efficacy of Methylphenidate Hydrochloride 

Extended-Release Liquid Formulation in High-Functioning Autism 
Spectrum Disorder Adults with Attention-Deficit/Hyperactivity Disorder 
 

Principal Investigator: Gagan Joshi, M.D. 
 

Site Principal Investigator:       

 

Description of Subject Population: Adults with autism spectrum disorder and 

ADHD (ages 18-40) 
 

About this consent form 

 

Please read this form carefully.  It tells you important information about a research study.  A 

member of our research team will also talk to you about taking part in this research study.  

People who agree to take part in research studies are called “subjects.”  This term will be used 
throughout this consent form. 

 

Partners HealthCare System is made up of Partners hospitals, health care providers, and 

researchers.  In the rest of this consent form, we refer to the Partners system simply as 

“Partners.” 

 

If you have any questions about the research or about this form, please ask us.  Taking part in 

this research study is up to you.  If you decide to take part in this research study, you must sign 

this form to show that you want to take part.  We will give you a signed copy of this form to 

keep. 

 

Some of the people who are eligible to take part in this study may not be able to give consent 

to take part because of their medical condition.  Instead we will ask the person’s authorized 
representative to give consent.  Throughout the consent form, “you” always refers to the 
person who takes part in the study. 

 

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required 

by U.S. Law. This Web site will not include information that can identify you.  At most, the Web 

site will include a summary of the results.  You can search this Web site at any time. 
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Subject Identification 

Taking part in this research study is up to you.  You can decide not to take part.  If you decide to 

take part now, you can change your mind and drop out later.  We will tell you if we learn new 

information that could make you change your mind about taking part in this research study. 

 

 

What should I do if I want to stop taking part in the study? 
 

If you take part in this research study, and want to drop out, you should tell us.  We will make 

sure that you stop the study safely.  We will also talk to you about follow-up care, if needed. 

 

Also, it is possible that we will have to ask you to drop out of the study before you finish it.  If 

this happens, we will tell you why.  We will also help arrange other care for you, if needed. 

 

 

Will I be paid to take part in this research study? 
 

We will not pay you to take part in this study. If you drive to study visits, we will give you a 

voucher to cover the cost of parking in the hospital garage. 

 

What will I have to pay for if I take part in this research study? 
 

Pfizer, Inc. is providing the study drug at no cost. 

 

Study funds will pay for the study visits, study drug, your medical and mental health evaluation, 

ECGs, lab tests, and all procedures done only for the research. 

If you choose to complete the 3 optional follow-up visits after the study is complete, the visits 

will be provided at no cost to you or your insurance. 

Study funds will pay for certain study-related items and services.  We may bill your health 

insurer for, among other things, routine items and services you would have received even if you 

did not take part in the research.  You will be responsible for payment of any deductibles and co-

payments required by your insurer for this routine care or other billed care.  If you have any 

questions about costs to you that may result from taking part in the research, please speak with 

the study doctors and study staff.  If necessary, we will arrange for you to speak with someone in 

Patient Financial Services about these costs. 
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Subject Identification 

What happens if I am injured as a result of taking part in this research 

study?
 

 

 

We will offer you the care needed to treat any injury that directly results from taking part in this 

research study.  We reserve the right to bill your insurance company or other third parties, if 

appropriate, for the care you get for the injury.  We will try to have these costs paid for, but you 

may be responsible for some of them.  For example, if the care is billed to your insurer, you will 

be responsible for payment of any deductibles and co-payments required by your insurer. 

 

Injuries sometimes happen in research even when no one is at fault.  There are no plans to pay 

you or give you other compensation for an injury, should one occur.  However, you are not 

giving up any of your legal rights by signing this form. 
 

If you think you have been injured or have experienced a medical problem as a result of taking 

part in this research study, tell the person in charge of this study as soon as possible.  The 

researcher's name and phone number are listed in the next section of this consent form. 

 

 

If I have questions or concerns about this research study, whom can I 

call? 
 

You can call us with your questions or concerns.  Our telephone numbers are listed below.  Ask 

questions as often as you want.

 

Gagan Joshi, MD is the person in charge of this research study.  You can call him at (617) 726-

7899 (Mondays through Fridays from 9 am to 5 pm). Dr. Joshi is available 24 hours a day by 

pager by calling the hospital at (617) 726-2066 and asking for page # 38188.   

 

If you have questions about the scheduling of appointments or study visits, please call the study 

coordinator, Barbora Hoskova, at (617) 724-7301, Mondays through Fridays from 9 am to 5 pm.

 

If you want to speak with someone not directly involved in this research study, please contact 

the Partners Human Research Committee office.  You can call them at 857-282-1900. 

 

You can talk to them about: 

 Your rights as a research subject 
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Subject Identification 

Informed Consent and Authorization 
 

Statement of Person Giving Informed Consent and Authorization 

 

 I have read this consent form. 

 This research study has been explained to me, including risks and possible benefits (if 

any), other possible treatments or procedures, and other important things about the study. 

 I have had the opportunity to ask questions. 

 I understand the information given to me. 

 

 

Signature of Subject: 
 

I give my consent to take part in this research study and agree to allow my health information to 

be used and shared as described above. 

 

 

      

Subject Date Time (optional) 

 

 

 

Signature of Guardian or Authorized Representative for Adult: 
 

I give my consent for the person I am authorized to represent to take part in this research study 

and agree to allow his/her health information to be used and shared as described above. 

 

 

    

Print Name (check applicable box below) 

 Court-appointed Guardian 

 Health Care Proxy 

 Durable Power of Attorney 

 Family Member/Next-of-Kin 

 

 

      

Signature Date Time (optional) 
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Subject Identification 

 

Relationship to Subject:         

 

 

Assent 
 

Statement of Person Giving Assent 

 

 This research study has been explained to me, including risks and possible benefits (if 

any), other possible treatments or procedures, and other important things about the study. 

 I have had the opportunity to ask questions, and my questions have been answered. 

 

Signature of Adult: 
 

I agree to take part in this research study and agree to allow my health information to be used 

and shared as described above. 

 

 

      

Adult Date Time (optional) 

 

 

Signature of Study Doctor or Person Obtaining Consent: 
 

Statement of Study Doctor or Person Obtaining Consent 

 

 I have explained the research to the study subject. 

 I have answered all questions about this research study to the best of my ability. 

 

 

      

Study Doctor or Person Obtaining Consent Date Time (optional) 
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