                                                 Obtaining Consent for Research
      Template v.  02/16/2023
The consent form assists the process of ensuring potential research subjects are informed.  The dialogue between researchers and potential subjects is as important as the form.  From an ethical and regulatory standpoint, obtaining informed consent is an important part of subject enrollment.  
Informed consent form general requirements:

1. informed consent must give prospective subjects the information that a reasonable person would want to have in order to make an informed decision

2. information must be presented in a way that facilitates an understanding of why one might, or might not, want to participate

3. the informed consent form should not simply list isolated facts, but instead should help people process complicated information

4. key information such as the study's purpose, risks, benefits, and alternatives, must be provided at the beginning of the consent form.
The consent form should be written at an eighth grade level using non-technical terms.  Readability formulas such as the program available as part of Microsoft Word may be helpful.  Avoid dense paragraphs using lengthy sentences.  Use 'bullets' and tables to clearly explain topics such as study visits and procedures.

General Instructions:
Instructions for use of the template are highlighted in yellow for easier removal from the finished document.  Suggested or sample wording is provided after certain instructions.  Edit, delete, or revise the information to be specific to your project.  Delete the instructions as you develop the form for your study. 

The questions in bolded font should be kept as part of the consent form.

Use 12 point font as is used in this template.

Questions?  Contact the CPHS Office staff at CPHS@Dartmouth.edu.
CONSENT TO TAKE PART IN RESEARCH
Template v. 02/16/2023
Dartmouth College 

Study title:    
Principal Investigator:

You are being asked to take part in a research study.  Taking part in research is voluntary.  

Study Summary: This section should include summary of key information about the study's purpose, risks, benefits, and alternatives.  This section should provide salient, relatively succinct information. The information in this document should facilitate an understanding of why one might, or might not, want to take part.
Your decision whether or not to take part will have no effect on the quality of your medical care, academic standing, job status, etc. (whatever phrase is appropriate).    Please ask questions if there is anything about this study that you do not understand.

What is the purpose of this study?
The purpose of the study is ......explanation in lay language of the basic purpose of the study.
Will you benefit from taking part in this study?
Choose one of the following:

You will not personally benefit from being in this research study. 

There is little chance you will personally benefit from being in this research study.

You might not personally benefit from being in this research study. 

Second sentence, if applicable: 

We hope to gather information that may help people in the future.

What does this study involve?

Your participation in this study may last up to _____. 
Briefly explain in lay language the tasks, procedures, tests, etc. involved in this study.   Specifically explain which procedures are experimental.
For illegal or illicit substance use testing:
Provide information about what tests will be performed and if participants will be allowed to continue participation if there is a positive test result.  Obtaining a Certificate of Confidentiality is advised; please address this in your research plan.
For use of questionnaires or interviews that include questions about thoughts of suicide:

Provide information indicating questions about self-harm or suicidal ideation are included in study materials/interviews and what process will be triggered by positive answers.  If applicable, include that authorities may be contacted.  Please also assure this process is contained in your research plan.
If Applicable: What are the options if you do not want to take part in this study?
List the other options that participants should consider before deciding whether or not to be in this study.  If appropriate, explain that study participation does not include these other options.  If there are no other options, state that the alternative is not to take part in this study.  
If you take part in this study, what activities will be done only for research purposes?

List the procedures to be performed only for research purposes: 

If you take part in this study, the following activities will be done only for research purposes: This information should be consistent with the CPHS Study Plan, billing plan, and all other study documents.

What are the risks involved with being enrolled in this study? 
Describe any potential risks (physical, psychological, social, legal, or other) and assess their likelihood and seriousness.  Describe the procedure for protecting against or minimizing any potential risks, including risks to confidentiality, and assess their likely effectiveness.  Where appropriate, discuss provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects. 
Will my data be deidentified and used in the future for other purposes?

Your data (list here) might (or will not) be stripped of identifiers and used for future research.
Any future research that uses your data will be reviewed by the Committee for the Protection of Human Subjects at Dartmouth College, who will determine if the research requires your permission or may be properly done without further permission from you. 

Other important items you should know: 
• Leaving the study:  You may choose to stop taking part in this study at any time. If you decide to stop taking part, it will have no effect on your academic standing, job status, etc. (whatever phrase is appropriate).  
• Number of people in this study:  We expect (##) people to enroll in this study here, and (##) at other study sites.

• Funding:  name of sponsor provides funding to Dartmouth College for this research…. Or.. There is no outside funding for this research project.
• If applicable:  Product Development: If the results of this research are used to develop a product sold for a profit, you will not share in the profit.  

How will your privacy be protected?
The information collected as data for this study includes: 

Describe the data you will collect so that the information is identified in a specific and meaningful fashion.  If your study involves the disclosure of HIV, sickle cell anemia, drug or alcohol abuse treatment information for research purposes, specifically identify this information in the description.  If your study involves infectious disease testing, the results of which should be reported to public health authorities, specifically describe the collection of this information. Suggested text:

1) The information collected about you as data for this study includes:

· the results of HIV and hepatitis testing,

· the results of testing for drugs that have not been prescribed for you,

· the results of blood alcohol testing throughout the study,

2) Your personal health information may be shared with the following:

· public health officials for the State of New Hampshire if required
If the study involves situations where conditions of abuse or neglect might be revealed, the consent form should clearly indicate this information is reportable to the Central Intake Unit of the NH Division for Children, Youth and Families (DCYF).  For more information please consult:  The New Hampshire statute requiring reporting: NH RSA 169-C

http://www.gencourt.state.nh.us/rsa/html/xii/169-c/169-c-mrg.htm
 Explain how long study data will be maintained.  For example, “data collected for this study will be maintained for as long as the sponsor needs to obtain approval from the FDA” or “data collected for this study will be maintained indefinitely”.
We are careful to protect the identities of the people in this study.  We also keep the information collected for this study secure and confidential.  
Describe specifically the methods of protection to be used, for example, a certificate of confidentiality, use of de-identified data or a limited data set as defined by the HIPAA Privacy Rule.

Also describe the physical, administrative, and technical safeguards used to protect the identities of research subjects and the confidentiality of research data.  For example, locking file cabinets and the office or a computer not connected to the internet are physical safeguards; random number coding of research data or password protection of computers and electronic files are administrative safeguards; encryption of research data is a technical safeguard.

If research data will be electronically or physically sent outside of the institution where they are being compiled, describe the security arrangements for the transfer of the data.  For example, research data may be transferred in encrypted form, by bonded courier, on a password protected compact disk (CD), by registered U.S. mail, etc.

Describe arrangements for destroying identifiable data after the data are no longer needed.

If this study involves protected health information (PHI), all the following information in the next two sections is needed to create a valid authorization for the research use of PHI within this consent form.  If PHI is not being used in the study, then this information may be deleted.  Protected health information is any individually identifiable health information created or received by a health care provider or insurance plan.  If you have questions about whether the information collected for the study constitutes PHI, please consult the CPHS website or office.
If PHI will be entered into a patient registry or will accompany banked tissue, specifically state the use or disclosure of PHI for these purposes. An authorization is permitted for the initial compilation of information in a data repository or in connection with a tissue bank for future research use.  Each research project using the repository data or tissue may require an additional authorization or waiver of authorization.
If a sponsor template includes a section for “personal data” protection it is probably General Data Protection Regulation (GDPR) language.  GDPR is a regulation in EU law on data protection and privacy for all individuals within the European Union and the European Economic Area.  Look for the words “data controller, data processor, pseudonymize, right of erasure, right to be forgotten.”  Please remove all this GDPR language and replace it with the template HIPAA authorization language below.  Note:  Listings of data and lists of institutions may be used in the appropriate places above and below.
Who may use or see your health information?
By signing this form, you allow the research team to use your health information and give it to others involved in the research.  The research team includes the study director plus others working on this study at Dartmouth-Hitchcock Medical Center and elsewhere.  You also permit any health care provider holding health information needed for this study to give copies of your information to the research team.
The information collected for this study may be used by researchers or officials of the following institutions.

· Dartmouth College

· Other institution/s as applicable
List specifically the institutions that may have access to PHI that are research data as a result of study activities.  For example, the sponsor or funding agency, the Food and Drug Administration, a clinical research organization, a data and safety monitoring committee, a multi-center coordination center, a professional society, collaborators and their home institution 
may receive research data.  This information is necessary to create a valid authorization for the use and disclosure of protected health information (PHI) for research purposes.  
In order to conduct this study, researchers need to use your health care information.  This data is called Protected Health Information ("PHI”).  PHI is protected by federal privacy laws (HIPAA).  By signing this consent form, you give your permission to have your PHI collected, used and disclosed for purposes of this study.  There is no intention to disclose your PHI to others outside of the study. There are protections in place to keep your PHI and research data confidential.  However, HIPAA requires notification so you are aware if your PHI is disclosed to others, it may no longer be protected by federal privacy laws.
No publication or public presentation about the research described above will reveal your identity without another authorization from you.
Identifiable data collected for this study will be used for research purposes which are determined to be reasonable and in line with expectations by a review committee.

Once data collected for this research study is no longer identifiable, the data may be used or disclosed for other purposes.
Your permission to use your health information for this study will not end until the study is completed. During this study, you and others who take part in the study may not have access to the study data.  You may ask for study data once the study is over.  You have a right to receive a copy of the information in your medical record at any time.

It is possible for a court or government official to order the release of study data including information about you.  Note: The preceding sentence can be eliminated if you have obtained a Certificate of Confidentiality for the study data. 
Please note, as of October 2017, NIH will automatically provide a CoC for NIH funded research collecting sensitive information (e.g. PHI).  Therefore if this is a NIH funded research study collecting sensitive information please include the CoC language. The consent form should provide a fair and clear explanation of the protection that it affords, including the limitations and exceptions. Suggested language is provided here:  https://humansubjects.nih.gov/coc/suggested-consent-language 
What if you decide not to give permission to use and share your personal health 

information?

If you do not allow use of your health information for this study, you may not take part in this study.

If you choose to stop taking part in this study, you may cancel permission for the use of your health information.  You should let the researcher know if you want to cancel your permission. The study team will assist you in putting your wishes in writing. Information collected for the study before your permission is cancelled will continue to be used in the research.

If applicable:  What about the costs of this study? 

Clearly explain the costs which may be charged to the participant 
Will you be paid to take part in this study?

Yes or no.  If yes describe payment schedule / travel reimbursement etc.
Whom should you call with questions about this study?

If you have questions about this study or concerns about a research related problem or injury, you can call the research director for this study: xxx at (603) xxx-xxxx during normal business hours.  

If you have questions, concerns, complaints, or suggestions about human research at Dartmouth, you may call the Office of the Committee for the Protection of Human Subjects at Dartmouth College (603) 646-6482 during normal business hours.
CONSENT  - Signature lines need to directly follow the statements below.
I have read the above information about (complete title of study) and have been given time to ask questions.  I agree to take part in this study and I will be given a copy of this signed consent form.

SIGNATURE  OPTIONS  (choose one block) -  Note:  The Principal Investigator is responsible for ensuring all participants enrolling in this study have provided informed consent.  The PI may authorize other appropriately trained individuals to obtain informed consent and sign as 'designee.'  These individuals must be listed in the CPHS Protocol Plus and in Rapport.  The individual signing below should be the individual obtaining consent.
=== Option 1 if study includes competent participants only ================
Participant's Signature and Date




PRINTED NAME 

Researcher or Designee Signature and Date


PRINTED NAME 

=== Option 2 if study may include participants with impaired decision making capacity
See CPHS – Impaired decision making capacity Form at: http://www.dartmouth.edu/~cphs/tosubmit/forms/  
If your study receives CPHS approval to include participants with impaired decision making capacity, include the following lines to signature section as the CPHS has indicated is appropriate. CPHS approval is required to add Next-of -Kin option - refer to the CPHS Study Plan.
Participant's Signature and Date

/ 


PRINTED NAME 

If participant has impaired decision making capacity, please sign as appropriate:


Durable Power of Attorney for Health Care / 
PRINTED NAME


or


Legally Court-Appointed Guardian


PRINTED NAME


or


Next-of-kin






PRINTED NAME

Researcher or Designee Signature and Date


PRINTED NAME 

=== Option 3 if study may include minors===========================  

If study may include minors add the signature line for assent.  The parent or legal guardian should sign as Legally Authorized Representative and the minor should sign the Assent line.
I have explained to this child what taking part in this study will involve and have answered any questions that they have asked.

Researcher or Designee Signature and Date



PRINTED NAME 

Assent of minor (age x-17 as appropriate for your study)
 
PRINTED NAME

Legally Authorized Representative (Parent/legal guardian) and Date
PRINTED NAME
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