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INFORMED CONSENT CHECKLIST
Direction:  In the PI column place an “x” next to the elements that have been incorporated into the Informed Consent Document or will be incorporated into the informed consent process. Items with an x under the Federal/DHHS or FDA column are mandated elements (as applicable to a specific study) when the research is federally funded or supported or subject to FDA oversight. Items with a double xx are provisions set forth for federally funded submissions. As applicable to a study the IRB recommends inclusion of all relevant elements noted on this form and reserves the right to require any element in this list or referenced within the additional directions that are available, as denoted by ADA next to the element.  When the research is not federally funded or subject to FDA oversight, these regulatory criteria for consent will be used as the guiding principle for consent forms, however IRB may also exercise judgement as to whether the specific elements noted below are required. In all cases the consent form must note that participation is voluntary and provide sufficient detail for the potential subject, or subject's Legally Authorized Representative (LAR), to make an informed decision.  UConn Health does not utilize provisions for Broad Consent.  
	INFORMED CONSENT CHECKLIST


	PI x

	Part I - General Expectations of UConn Health IRB

	1
	When known, the form references the IRB number in the header section (e.g. for continuations, or when the IRB is assigned during the screening phase)
	

	2
	No use of first person statements such as “I understand….”
	

	3
	Use of consistent person and tense throughout the document
	

	4
	Identification of the sponsor or funding source on the first page (Additional Direction Available (ADA))
	

	PART II - Requirements Per 45 CFR 46.116(a)  / 21 CFR 50.20

	
	Federal
DHHS
	FDA
	
	

	1
	x
	x
	Before involving a human subject in research the legally effective informed consent of the subject or the subject’s LAR shall be obtained
	

	2
	x
	x
	Informed consent will be sought only under circumstances that provide the prospective subject or LAR sufficient opportunity to discuss and consider whether or not to participate and that minimize the possibility of coercion or undue influence. 
	

	3
	x
	x
	The information that is given to the subject or LAR will be in a language understandable to the subject or LAR
	

	4
	x
	x
	No exculpatory language through which the subject or the LAR is made to waiver or appear to waive any of the subject's legal rights, or releases or appears to release the investigator, the sponsor, the institution, or its agents from liability for negligence is included in the document
	

	5
	xx
	
	The prospective subject or the LAR will be provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and will be given an opportunity to discuss that information
	

	6
	xx
	
	Consent must begin with a concise and focused presentation of the key information that is most likely to assist a prospective subject or LAR in understanding the reasons why one might or might not want to participate in the research.  This part of the informed consent must be organized and presented in a way that facilitates comprehension.  
	

	7
	xx
	
	Informed consent as a whole presents information in sufficient detail relating to the research, and is be organized and presented in a way that does not merely provide lists of isolated facts, but rather facilitates the prospective subject's or LAR's understanding of the reasons why one might or might not want to participate
	

	
	
	PART III - REQUIRED BASIC ELEMENTS OF CONSENT PER 45 CFR 46.116(b)  / 21 CFR 50.25(a)

	1
	x
	x
	A statement that the study involves research
	

	2
	x
	x
	An explanation of the purposes of the research  (ADA)
	

	3
	x
	x
	The expected duration of the subject’s participation
	

	4
	x
	x
	A description of the procedures to be followed  (ADA)
	

	5
	x
	x
	Identification of any procedures which are experimental
	

	6
	x
	x
	A description of any reasonably foreseeable risks or discomforts to the subject.  (ADA)
	

	7
	x
	x
	A description of any benefits to the subject or to others which may reasonably be expected from the research.  (ADA)
	

	8
	x
	x
	Disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.
	

	9
	x
	x
	A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.  (ADA including recommendations from IRB) 
· Include a statement that confidentiality cannot be guaranteed. 
	

	10
	
	x
	In research involving FDA regulated products (i.e. any drug, device or biologic whether marketed or investigational), a statement that the FDA may inspect the original medical / research records associated with the study. 
· Also note the representatives of UConn Health and as applicable the sponsor may inspect records. 
	

	11
	x
	x
	For research involving more than minimal risk an explanation as to whether any compensation is available if injury occurs, and, if so, what it consists of, or where further information may be obtained (ADA including UConn Health Template Language)  
	

	12
	x
	x
	For research involving more than minimal risk an explanation as to whether any medical treatments are available if injury occurs, and, if so, what it consists of, or where further information may be obtained (ADA including UConn Health Template Language)
	

	13
	x
	x
	An explanation of whom to contact for answers to pertinent questions about the research (ADA)
	

	14
	x
	x
	An explanation of whom to contact for answers to pertinent questions about research subject's rights (ADA)
	

	15
	x
	x
	An explanation of whom to contact in the event of a research-related injury to the subject (ADA)
	

	16
	x
	x
	A statement that participation is voluntary.
	 

	17
	x
	x
	A statement that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled.
	

	18
	x
	x
	A statement that the subject may discontinue participation at any time without penalty of loss or benefits to which the subject is otherwise entitled.


	

	19
	xx
	
	One of the following statements if the research involves the collection of identifiable private information (IPI) or identifiable biospecimens (IB)


(i)  A statement that identifiers might be removed from the IPI or IB and that, after such removal, the information or biospecimens could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the LAR, if this might be a possibility;    OR


(ii) a statement that the subject's information or biospecimens collected as part of the research, even if identifiers are removed, will not be used or distributed for future research studies


	

	
	
	PART IV  - ADDITIONAL ELEMENTS OF CONSENT PER 45 CFR 46.116(c)  / 21 CFR 50.25 (b)

THAT MAY BE APPLICABLE

	1 
	x
	x
	The approximate number of subjects expected to be involved in the study. (ADA)

	

	2
	x
	x
	A statement that the particular treatment or procedure may involve risks to the subject (or embryo or fetus if the subject is or may become pregnant) that are currently unforeseeable. (ADA)

	

	3
	x
	x
	Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s or LAR's consent.  (ADA)

	

	4
	x
	x
	Any additional costs to the subjects that may result from participation in the research.  (ADA)

	

	5
	x
	x
	The consequences of a subject’s decision to withdraw (e.g. removal of a device or discontinuation of study drug) from the research and procedures for orderly termination of participation by the subject. (ADA)

	

	6
	x
	x
	A statement that significant new findings developed during the course of the research which may relate to the subject’s willingness to continue participate will be provided to the subject.  (ADA)

	

	7
	xx
	
	A statement that the subject's biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in this commercial profit  (ADA)

	

	8
	xx
	
	A statement regarding whether clinically relevant research results, including individual research results, will be disclosed to subjects, and if so, under what conditions
	

	9
	xx
	
	For research involving biospecimens, whether the research will (if known) or might include whole genome sequencing (i.e. sequencing of a human germline or somatic specimen with the intent to generate the genome or exome sequence of that specimen).
 
	

	Part V Requirements for HIV  Testing phs funded/supported research.  If not applicable indicate here:  _______

	1
	Where HIV testing is conducted or supported by PHS, individuals whose test results are associated with personal identifiers must be informed of their own test results and provided the opportunity to receive appropriate counseling unless the situation calls for an exception  under the special circumstances set forth in the Policy (See OPRR Reports 6/10/88) . This procedure should be described in the informed consent document.   (From 7/10/2002 OHRP Compliance Activities:  Common Findings and Guidance)   This element is required of all PHS-supported intramural and extramural, foreign and domestic research and health activities. 
	

	Part VI - requirements for Subject payment for participation.  If no payment will occur  indicate NA:  _________

	1.
	The following disclosures are required regarding payment to subjects for participation: 

· that signing a W-9 may be required

· that if cumulative payments for research participation totals $600 or more in a given calendar year, the payments must be reported to the IRS as income (i.e. UConn Health will issue a 1099)

· that if checks are made payable to subjects, their name & social security # may go to accounts payable
· A statement describing total amount of payment for participation that may be received and the schedule for such payments.    (ADA)  
· If subjects are paid for participation, an option to not receive payment and, 
· If checks are payable to cash notice that checks will not be replaced if lost or stolen (Note:  for checks to be made payable to cash approval from AVP for Research Finance or from the Clinical Research Center must also be obtained).
	

	part VII - clinical trials.gov Requirement

	1
	For applicable clinical trials subject to FDA regulation, and NIH supported clinical trials, the following required statements:   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.   (ADA)
	

	Part VIII - Data Retention when subjects withdraw from fda-regulated clinical trials

http://www.fda.gov/downloads/RegulatoryInformation/Guidances/ucm126489.pdf If not FDA regulated indicate NA______

	1
	A statement that informs the subject that in the even they withdraw from study participation, the data collected to the point of withdrawal will remain part of the study database.
	

	2
	A statement disclosing that the investigator may ask a subject who is withdrawing whether the subject wishes to provide continued follow-up and further data collection subsequent to their withdrawal from the interventional portion of the study. (Note: Under this circumstance, the discussion with the subject would distinguish between study-related interventions and continued follow-up of associated clinical outcome information, such as medical course or laboratory results obtained through non-invasive chart review, and address the maintenance of privacy and confidentiality of the subject’s information.)
	

	3
	If a subject withdraws from the interventional portion of the study, but agrees to continued follow-up of associated clinical outcome information as described in the previous bullet, the investigator must obtain the subject’s informed consent for this limited participation in the study (Note: this is assuming such a situation was not described in the original informed consent form). In accordance with FDA regulations, IRB approval of informed consent documents would be required (21 CFR 50.25, 56.109(b), 312.60, 312.66, 812.100) 
	

	4
	If a subject withdraws from the interventional portion of a study and does not consent to continued follow-up of associated clinical outcome information, a statement that the investigator will no longer access for purposes related to the study the subject’s medical record or other confidential records requiring the subject’s consent. However, an investigator may review study data related to the subject collected prior to the subject’s withdrawal from the study, and may consult public records, such as those establishing survival status. 
	

	Part IX – NIH / Institute Office and Center Requirements Re Data Sharing and Certificate of Confidentiality / 

	1
	If the study is NIH funded and requires data sharing, a section regarding NIH requirement for data sharing and whether sharing is to a controlled or unrestricted repository is included.  
	

	2.
	Language about protections afforded by a Certificate of Confidentiality is present.

	

	3
	Any additional requirements imposed by specific funding Institutes, Offices or Centers within NIH regarding data sharing and language in consent forms (e.g. NIAAA requires development of a unique code and provides sample consent language https://nda.nih.gov/niaaa/pre-award/application.html)
	

	Part X - AAHRPP Accreditation Requirement

	1
	An explanation of whom to contact to discuss problems, concerns, and questions; obtain information; or offer input with an informed individual who is unaffiliated with the specific research protocol or plan (direct to IRB Regulatory Specialist, 860-679-8729 or 860-679-4849 and for studies supported by the Clinical Research Center the Research Subject Advocate at 860/679-3276) (note  that the IRB coordinator is not to be called for medical issues or appointment scheduling)
	

	Part XI - Medicare Second Payer Rule Requirement

	1
	Disclose if the sponsor will pay for the reasonable and necessary costs of research related injury or the charges that remain after insurance payment.  If the sponsor will pay only for charges that remain after insurance payment, a statement must be included that this does not pertain to Medicare or Medicaid patients as it would violate the Medicare Second Payer rule. 
	

	PART XII - FINANCIAL DISCLOSURE REQUIREMENTS

	1
	Disclosure of significant financial interest if / as required by conflict of interest management plan
	

	2
	If the study results may lead to the development of a product or technique that will provide financial benefit to UConn Health, the sponsor, and/or the PI A statement describing whether subjects are / are not intended to share in any financial gains if a commercially viable product is developed.  
	

	

	Additional Requirements for Department of Defense                                                                   NA:_______  
If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:______  Addendum Attached: ___

	Additional Requirements for Department of Energy                                                                   NA:_______  

	
	The identity of the sponsoring agency, unless the sponsor requests that it not be done, because doing so could compromise intelligence sources or methods; (the research must involve no more than minimal risk to participants and the IRB must determine that by not disclosing the identity the investigators will not adversely affect the participants)
	

	
	When research is classified, consent documents must state the project is classified, and what it means for the purposes of the research project
	

	Additional Requirements for Genetic Research

If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:______  Addendum Attached: ___

	
	

	Additional Requirements for Gene Transfer Studies (NIH Appendix M): 

If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:_______  Addendum Attached: ___

	
	

	Additional Requirements for Research Involving Embryonic or Induced Pluripotent Stem Cells

If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:_________   Addendum Attached: ___

	
	

	Additional Requirements for Research supported by the National Institute of Justice

If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:_________   Addendum Attached: ___

	

	Additional Requirements for Research supported by the Bureau of Prisoners
If not applicable to your study check NA, if applicable indicate addendum is attached:  NA:_________   Addendum Attached: ___

	
	
	

	
	Additional Requirements for Research supported by the Bureau of Prisoners
	

	
	
	

	Part xiii - Signature Section of Document

	1.
	Include a statement of consent to participate in the study; e.g. “By signing this form you are acknowledging that you 1) have read or have had read to you this informed consent document, 2) have been given the opportunity to ask questions and have them answered, and 3) voluntarily consent to the participation in this study as described in this form.”
	1.

	2.
	Include a statement that the subject or legally authorized representative will receive a copy of the signed and dated consent form and a copy of the Research Participant Feedback Form. “You will be provided with a copy of this document after it has been signed and dated by both parties as well as a copy of the Research Participant Feedback Form” 
	2.

	3.
	For studies involving genetic research, a statement that the participant has been provided with a copy of the Genetic Information Non-Discrimination Act (GINA) handout.
	

	4.
	Include a line for the role, printed name, signature and date for the subject and the individual obtaining consent.  Lines may have to be added, modified or removed to be appropriate to your study.  A table format may be helpful.  Recording the time of consent is optional.  Recording the time is useful in verifying that consent was obtained prior to any research related activity occurring.  Use of a witness is optional, unless otherwise directed by the IRB.   Any references noted in the sample below that will not be used should be deleted from the final consent form.  Note:  BOTH the subject (or legally authorized representative) and the person obtaining consent are required to sign and date the consent form. 

Role

Name

Signature

Date

Time

Subject

Parent/Guardian

Legally Authorized Representative

Person Obtaining Consent

Witness


	3.


Additional / Clarifying Comments from PI

	


Additional Directions and Reference Information 
 Please do not submit these pages to the IRB. 

INFORMED CONSENT CHECKLIST - ADDITIONAL DIRECTION FOR ELEMENTS

	ITEM
	PART I - GENERAL EXPECTATIONS

	4 / Sponsor or Funding Source
	Re Sponsor:  The sponsor is the entity with overall responsibility for the trial.  For an industry sponsored study this would be the company that developed the protocol and with which a clinical trial agreement was executed.  For an industry sponsored study there is no need to also list the company as the funding source. 

Re Funding Source:  If the study is investigator initiated (e.g. the protocol was developed by a UConn Health faculty member, employee or student) and receives external funding to support the conduct of the research the funding source should be identified (e.g. National Institute of Health, American Heart Association etc.).  For investigator initiated research there is no need to list the sponsor.  

	ITEM
	PART III - BASIC ELEMENTS OF CONSENT

	2 / Purpose
	Re. Purpose:   If the study involves the collection of samples for DNA testing the consent should describe the purpose of the DNA testing aspects of the research and a complete description of the DNA tests to be run on the collected sample.  

Re. Purpose:  It is strongly recommended that you include an explanation of why the subject is being invited to participate in the study

	4 / Procedures
	Re. Procedures:   If the study uses blinding, a statement describing whether the participant will be informed of the name of the study drug or placebo received a) if an adverse event occurs, b) at the conclusion of the study.  

Re. Procedures:  It is strongly recommended that you include a description of the safeguards to be used to minimize the risks to subjects 

Re. Procedures:  If there are any procedures/components of the main study that are optional, (e.g. an optional blood draw for a sub-study) subjects must be allowed to opt-out of participation in the sub-study either via an opt-out provision in the main consent or via use of a separate consent form


	6 / Risks or Discomforts
	Re Risk:  There should be clear itemization in the informed consent document of any reasonably foreseeable risks or discomforts. This should include types of adverse experiences, their relative severity, and their expected frequencies.  The risk should be stated in order of decreasing severity.  If there are several risks bullets should be used to clearly separate each one.  The following definitions are suggested: side effects that are listed as mild should be ones which do not require a therapeutic intervention; moderate side effects require an intervention; and severe side effects are potentially fatal or life-threatening, disabling, or require prolonged hospitalization.  If verbal descriptors (e.g., very common, common, uncommon, rare) are used to express quantitative information regarding risk, these terms should be explained in proportions or percentages, e.g. 1 in a 1,000 or .1%    Note if the study involves the collection of samples for DNA testing the consent must describe any reasonably foreseeable risks and discomforts to the subjects regarding the DNA testing (e.g. risk of insurability, employability, reliability of test results, social risk, psychological risk etc.)


	7 / Benefits
	Re Benefits:  For studies that are not reasonably expected to provide a benefit to subjects, the Informed Consent Form should clearly state that no direct benefit to subjects is expected to occur as a result of participation in the study.  Payment for participation is not a benefit. Note if the study involves the collection of samples for DNA testing the consent should describe any benefits to the subjects or others that my reasonably be expected from the DNA testing

	9 / Confidentiality
	Re Confidentiality:  A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained.  (ADA) It is also strongly recommended that you include the following elements related to confidentiality: 

· A statement explaining if and how individual identifiers will be used in maintaining the research records.

· If data is to be coded, a statement describing how the code is derived.

· A statement that subjects will not be identified in any presentations or publications based on the results of the research study.

· If the study involves the use of a federal Certificate of Confidentiality provide the information about the certificate and how it protects subjects’ information from re-disclosure, and its limitations e.g. will the investigator make voluntary disclosure of information pertaining to child, elder or spousal abuse.
· If a Certificate of Confidentiality will not be obtained and the research may reveal information about child abuse, elder abuse, spousal abuse, or reportable communicable diseases, explain that disclosure is mandated by State law.  
· If information about the subject’s participation in the study, or the results of procedures (including lab results) performed in the study, will be placed in the subject’s medical record, as contrasted with the research record, this should be explained.  Indicate that information placed in the medical record may be available to the subject’s insurer or to government agencies as required by law.  (PI must coordinate with lab medicine to arrange to keep results out of the medical record.)

· Note if the study involves the collection of samples for DNA testing the consent must describe the extent to which the confidentiality of these records/samples identify the subject will be maintained.



	11 / Compensation for Injury
	Re Compensation: Include a statement describing the terms by which a sponsor will cover the costs for research related injuries.  The language in the consent form must be consistent with the language in the contract.  The PI should provide the intended language for the contract to the IRB for review if the final contract is not available at the time of IRB review.  Final approval will only be granted after the contract if fully executed and the IRB has determined that language in the consent and the contract are consistent.

Inclusion of the following UConn Health policy statement regarding compensation in the event of a research related injury for projects involving more than minimal risk.  

“UConn Health does not provide insurance coverage to compensate subjects if injured during this research. However, compensation may still be available by filing a claim against the State of Connecticut. For a description of this process, contact a representative of UConn Health’s Institutional Review Board (IRB) at 860-679-4849 or 860-679-8729.”



	12 / Treatment for Injury
	Re Treatment:  Inclusion of the following UConn Health policy statement regarding treatment for injury: This statement may be combined with the statement above into a single paragraph. 

"UConn Health does not offer free care. However, treatment for a research related injury may be obtained at UConn Health for the usual fee."

	13 / Questions on Research
	Re Questions About Research:  Include the PI name and phone number as the contact to answer questions about the research

	14 / Question on Rights
	Re Questions About Rights: Include the PI name and reference the option of calling an IRB Regulatory Specialist at 860/679-4849 or -8729 and for studies supported by the Clinical Research Center reference the Research Subject Advocate at 860/679-3276. 

	15 / Question re Injury
	Re Questions About Injury:  Include the PI name and phone number as the contact to answer questions about research related injury

	
	PART IV -ADDITIONAL ELEMENTS OF CONSENT

	1 / Number
	Re. Number to Enroll:  Disclose the approximate number of subjects expected to be enrolled in the study at or by this facility compared to total subject enrollment expected at all participating sites for the study.   For recombinant DNA studies the informed consent document should also provide information regarding the approximate number of people who have previously received the genetic material under study.  The IRB typically expects to see this element in all consents.  

	2 / Unknown Risks
	Re Unknown Risks:  This element is applicable the study involves the use of investigational drugs, devices or biologics or when post marketing data on safety/efficacy are being collected.  For recombinant DNA studies it is necessary to warn potential participants that for genetic materials previously used in relatively few or no humans, unforeseen risks are possible, including ones that could be severe. risks to the embryo or fetus, if the subject is or becomes pregnant, which are currently unforeseeable

This element is applicable when the study involves the use of investigational drugs, devices or biologics and subjects are or may become pregnant or when there is insufficient data on how a marketed product impacts embryos or fetuses and subjects are or may become pregnant

	3 / Participation Terminated
	Re Termination of Participation:  This element is applicable when investigator may remove a subject from a trial due to medical / safety issues, subject’s non-compliance with investigator instructions, or other scenarios when the investigator may determine it is in the best interest of the subject to withdraw them from the trial. Also state that such termination will not jeopardize present or future care.

	4 / Cost
	Re Cost to Subject:  This element is applicable when the subject will incur any permanent or temporary out-of-pocket expense related to participation in the trial, e.g. for procedures, drugs, research related injury, etc. State clearly what costs the subject will incur by participating in the study, and what will be paid for as part of the study. Participants should be provided an explanation about the extent to which the sponsor will pay for research related injury and if they will be responsible for any costs for medical treatment required as a result of research-related injury.  For recombinant DNA studies, the participants should be provided with specific information about any financial cost associated with the long-term follow-up to the protocol that are not covered by the investigators or the institution involved.

	5 / Consequence of Withdrawal
	Re Consequence of Withdrawal:  This element is applicable when a subject’s decision to withdraw will raise safety concerns, e.g. withdrawal from medications that should be tapered rather than abrupt.  The informed consent document should indicate any possible adverse medical consequences that may occur if the subjects withdraw from the study once the study has started.



	6 / New Findings
	Re New Findings:  This element is applicable when a study is a treatment trial or a trial of moderate or more risk (e.g. any trial with an intervention) The method(s) for communicating the information and the anticipated time frame for doing so should be stated. 

	
	PART VII -CLINICAL TRIALS.GOV

	
	Re Clinical Trials.Gov: The NIH Policy on Dissemination of NIH-funded Clinical Trial Information applies to applications for funding submitted to NIH on or after 1/18/17. NIH defines a clinical trial as a research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes. Health-related biomedical or behavioral outcome is defined as the pre-specified goal(s) or condition(s) that reflect the effect of one or more interventions on human subjects’ biomedical or behavioral status or quality of life. The NIH definition of a clinical trial includes phase 1 trials of FDA-regulated drug and biological products, small feasibility studies of FDA-regulated device products, and studies of any intervention not regulated by the FDA, e.g., behavioral interventions.)


Informed Consent is a representation of the interaction between the subject and the researcher. The checklist covers the required elements of informed consent, and must be completed by the investigator or designee as part of the IRB application unless the request to waive informed consent is submitted. If a submission contains an informed consent statement which does not address each of the required elements, it may be returned to the investigator for revision, possibly resulting in a delay of the review process. Assistance in preparation of the informed consent form is available by calling the IRB Office at 679-4849 or 679-8729 for full board studies or 679-4849 for expedited studies. A sample consent form is available to assist the researcher.

Prior to a subject’s involvement in research the investigator shall seek the legally effective informed consent of the subject, or the subject’s legally authorized representative.  Consent will be sought only under circumstances that provide the prospective subject or the representative sufficient opportunity to consider whether to participate and that minimize the possibility of coercion or undue influence.  The information given to the subject or representative shall be in language understandable to the subject or the representative.  No exculpatory language may be contained within the consent document or process.  Information on who may serve as a legally authorized representative is available in the HSPP policies on the HSPP website.  

Note on Assent:  If the subject is between 7-12 years of age, and the study is a therapeutic trial the subject does not need to sign; and the parents sign the consent form.  A sample signature statement for a parent consenting to involvement of his/her child in therapeutic trial follows:  Dr.__________ has discussed these procedures with my child in a manner and to an extent that is appropriate for his/her capacity to understand at the present time. My child has been informed of the procedures that will be performed, the reason for such treatment, and the associated risks. In addition, all of the alternative procedures and the voluntary nature of participation have been described.”
If the study is not a therapeutic trial the parents or guardians sign the consent form and the subject signs an assent statement that must be included at the end of the consent form after the signature lines.  A sample assent statement follows:  “(Include name of appropriate person, doctor, dentist, psychologist, researcher, etc.) and my parents/guardians have talked to me about being part of a study that (explain study in child-appropriate language.)  They also told me why they asked me to be in the study.  Being in the study means that I will be asked to: (list procedures to be followed in child-appropriate language--the statement need not be as detailed as information provided to an adult). There is a chance that I will (list potential harmful effects in child-appropriate language).   

I can ask questions about this study whenever I want.

Being in this study is voluntary.  I can say no now, or change my mind later, and still get the same care. Whatever I decide, (name of person from above) will not be upset with me. “
(Include signature and date lines for subject, Person Obtaining Consent, and Witness)

If the subject is less than 7 years of age, the parent or guardian signs the consent form, the subject signs nothing. No assent statement is required.  

Note: If you have any questions regarding what qualifies as a therapeutic or non-therapeutic trial, please call the IRB Office at 860-679-4849 or 860-679-8729.
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