For participants who withdraw from interventions

 [Sponsor] Title of Study:  

EMAIADDENDUM CONSENT: CONTINUED FOLLOW-UP AFTER WITHDRAWAL FROM INTERVENTIONS CONSENT AND AUTHORIZATION 

TO USE AND DISCLOSE PERSONAL HEALTH INFORMATION FOR CLINICAL STUDY PROTOCOL 

To be conducted at
 Select appropriate Study sites
University of Texas Health Science Center at San Antonio (UT Health San Antonio),

University Health,

Texas Biomedical Research Institute,

Southwest Research Institute,

Christus Santa Rosa Health Care

	Information about this form


This form gives you important information about a research study to gather medical record information about you and your condition. Your participation is limited to the follow up portion of the study which involves the research team collecting information from your medical records as they relate to your condition.

Taking part in this research activity is completely voluntary.  You do not have to participate if you don't want to. 
	Purpose of this study – “Why is this study being done?”


You were asked to participate in a research activity to evaluate the safety of an investigational drug [Drug Name]; however, you requested to no longer participate in study interventions.  The safety of this drug in humans has been tested in prior research studies; however, some side effects may not yet be known. To continue to study this drug, we are asking your permission to collect follow-up information.
	Information about Study Procedures – “What will be done if you decide to be in the research?”


If you decide to take part in this research activity, you will be asked to sign this consent form.

While you are taking part in the follow-up, your personal information related only to your condition and outcomes will be collected and reviewed to better understand the effects of [Drug Name] on your condition. 
The following information will be collected about you [details regarding treatment of your condition]
[Sponsor name] will use this health information to evaluate the effects of [Drug Name].  
[Sponsor name] may add your personal information and health information for you to research databases so that it can study the safety profile of [Drug Name].

Future Use of Your Information or Biospecimens Collected as Part of Your Participation

Must Include One of the Following:
Identifiers may be removed and the de-identified information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from you or your legally authorized representative. 

OR

Your information or biospecimens collected as part of the research will not be used or distributed for future research studies even if identifiers are removed. 

Must Include One of the Following:
It is possible that this study will identify information about you that was previously unknown, such as disease status or risk.  There are no plans to provide this information to you or your physician unless the information indicates that you may be at risk for a serious illness known at the time of testing to be treatable and it can be confirmed by a clinical laboratory.  In that case, we will attempt to notify you using the contact information you have provided.  [indicate if genetic counseling will be offered and by whom]
If you do not want to be notified of any of these incidental findings, please initial below.  

_____
Please do not notify me of any incidental findings obtained from this research.

OR
It is possible that this study will identify information about you that was previously unknown, such as disease status or risk.  There are no plans to provide this information to you or your physician.  

If applicable, include the following:
Research involving your biospecimens will [if known] or might include whole genome sequencing. Whole genome sequencing is the process of determining the complete DNA sequence of a person or other organism’s genome at a single time.  DNA is short for deoxyribonucleic acid. DNA contains information that determines in part the traits, such as eye color, height, or disease risk, that are passed on from parent to child.
Your biospecimens, even if identifiers are removed, may be used for commercial profit and you may share in this commercial profit. OR Your biospecimens, even if identifiers are removed, may be used for commercial profit and you would not share in this commercial profit.
	Risks – “What are the risks of participation in the research?”


Risks from the research

The investigators have designed this portion of the study to learn the effects of (study drug) your condition. This involves only accessing your private health information for the duration [specified timeframe]. The study is designed to protect your private health information from being shared, but there is a risk that your confidentiality may be compromised. 
	Benefits – “How could you or others benefit from your taking part in this study?”


There is no direct benefit to you participating in this portion of the study; however, we hope the information learned from this follow up will benefit others in the future and provide more information about the safety of [Drug Name].

	Alternatives – “What other options are there to participation in this study?”


Not participating in this research is an option.

	Compensation – Will there be any compensation for participation?


You will not be compensated for your participation.

	Costs – Will taking part in this study cost anything?


There will be no cost to you during this study.  

	Confidentiality – How will your records be kept confidential?


Select appropriate statement below
Information from the original confidentiality section of the consent form, specifically, the HIPAA Authorization language, remains in effect.  

Or 

In addition to the information listed in the original confidentiality section of the consent form, specifically, the HIPAA Authorization language, the following information will be collected: [specify the additional information to be collected]
	Contact Information – Who can you contact if you have questions, concerns, comments or complaints?


If you have questions now, feel free to ask us.  If you have additional questions, concerns, comments or complaints later or you wish to report a problem which may be related to this study please contact:

[image: image1.wmf]MD is reserved for physicians licensed in the US; unlicensed physicians should use “Research Assistant” or similar title.

If any of the numbers given for contacts are PAGER numbers, add instructions for using a pager, such as:  To use the pager, you need to have a touch tone (push button) telephone.  Dial the pager number as you would any phone number.  When you hear 3 short high pitched beeps, dial in the number where you want the doctor to call you back.  Push the # button, hang up and wait for the doctor to return your call.

Primary contact:

[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours]
If primary is not available, contact

[Insert name and degrees] can be reached at [provide telephone number(s), with area code, that can be reliably reached during and after normal work hours]

The UT Health San Antonio committee that reviews research on human subjects (Institutional Review Board) will answer any questions about your rights as a research subject, and take any concerns, comments or complaints you may wish to offer.  You can contact the IRB by calling 210-567-8250, or by mail to IRB, UT Health San ANtonio, Mail Code 7830, 7703 Floyd Curl Drive, San Antonio, TX  78229-3900.

	Research Consent & Authorization Signature Section


If you agree to participate in this research and agree to the use of your protected health information in this research sign this section.  You will be given a signed copy of this form to keep.  You do not waive any of your legal rights by signing this form.  

SIGN THIS FORM ONLY IF THE STATEMENTS LISTED BELOW ARE TRUE

· You have read and understand the above information.

· Your questions have been answered to your satisfaction about the research and about the collection, use and sharing of your protected health information.  

If consent provided by adults (without a surrogate), include this signature section
Adult Signature Section
· You have voluntarily decided to take part in this research study.
· You authorize the collection, use and sharing of your protected health information as described in this form.
	
	
	
	
	
	
	AM

PM

	Printed Name of Subject
	
	Signature of Subject
	
	Date
	
	Time



	
	
	
	
	
	AM

PM

	Printed Name of Person Obtaining Consent and Authorization
	
	Signature of Person Obtaining Consent and Authorization

	
	Date
	
	Time

	
[image: image2]Consent and authorization were obtained from this individual who is unable to read and/or write but can otherwise communicate and/or comprehend English.   The method used for communication with the subject was: ______________________.  
The specific means by which the subject communicated agreement to participate was: __________________________________


If consent provided by a surrogate, include this signature section

Surrogate Signature Section  [image: image3.wmf]for studies enrolling adults unable to provide consent, or children
· You are voluntarily giving your consent for another person to participate in this study because you believe this person would want to take part if able to make the decision and you believe it is in this person’s best interest.  

· You also authorize the collection, use and sharing of another person’s protected health information as described in this form.

AM

PM
	Printed Name of Subject


	
	Signature of Subject, indicating Assent 
(If incapable of signing, person obtaining consent should initial here)
	
	Date
	
	Time
AM

PM

	Printed Name of Person Giving Consent & Authorization for Subject   
	
	Signature of Person Giving Consent & Authorization

(Parent/(Guardian/(Legally Authorized Representative
	
	Date
	
	Time


	
	
	
	
	
	
	AM

PM

	Printed Name of Person Obtaining Consent and Authorization
	
	Signature of Person Obtaining Consent & Authorization
	
	Date
	
	Time


If IRB requires when study population includes cognitively impaired or non-English speakers, include this signature section:
Witness Signature Section
· You are attesting that you were present during the explanation of the research to be performed under this protocol.
AM

PM
	Printed Name of Witness
	
	Witness Signature
	
	Date
	
	Time
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