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Checklist for IRB Approval of Minimal Risk Protocols and Informed Consent
This checklist outlines the criteria for IRB approval of Minimal Risk protocols and Informed Consent Documents (ICDs). Researchers may use this checklist as a guide to ensure that all requirements have been met before submitting their study for IRB review and approval. 
Pages 1-8 contain the checklist for the protocol application.
Pages 9-11 contain the checklist for the informed consent document. 
	Protocol Application


	SECTION A: General Information


	
1. Non-UTA Personnel
	
Completed
	
N/A

	a) All Non-UTA personnel and their affiliations are listed in this section.
	☐

	☐


	b) All Non-UTA personnel have a Non-UTA Collaborator Form attached and each section is fully completed. 
	☐

	☐


	c) All Non-UTA personnel have HSP Training completion certificates attached.
	☐

	☐


	
NOTE: 
· UTA accepts HSP training from other institutions, CITI, or OHRP’s free HSP Training found here: https://www.hhs.gov/ohrp/education-and-outreach/human-research-protection-training/human-research-protection-foundational-training/index.html.

	
2. Expected Start and Completion Date
	
Completed
	
N/A

	a) The start and completion date are consistent with the timeframe for the described procedures. 
	☐	☐
	
3. Funding Source
	
Completed
	
N/A

	a) The funding source is identified, or ‘None’ is selected.
	☐
	☐

	b) A BlueSheet number is listed (if the study is externally funded).
	☐
	☐

	
NOTE: 
· If the study offers monetary compensation to subjects, a funding source must be listed.


	SECTION B: Research Classification, Rationale, Procedures, Sites, Qualifications, Oversight 


	
4. Research Classification
	
Completed
	
N/A

	a) The study has been correctly categorized as Minimal Risk or Greater than Minimal Risk.

	☐	☐
	
5. Rationale
	
Completed
	
N/A

	a) The primary objectives, hypothesis, and/or study objectives are clearly stated.
	☐
	☐

	b) The study rationale sufficiently describes how the study is human subject research.
	☐
	☐

	
NOTE: 
· Resources to assist with making a human subject research determination can be found here: https://resources.uta.edu/research/regulatory-services/human-subjects/does-your-research-require-irb-approval.php. 


	6. Procedures
	Completed
	N/A

	a) All the study procedures are clearly listed and described step-by-step.
	☐
	☐

	b) All data that will be collected from surveys/interviews/focus groups is described and includes whether the data collected will be identifiable, de-identified, or anonymous. 
Identifiable: the data obtained will be recorded in such a manner that subjects’ identity can be readily ascertained, either directly or indirectly through identifiers linked to the subjects. (Research involving a coding mechanism that links to identifiable data is considered identifiable but is a helpful measure to protect confidentiality). 
De-identified: all direct personal identifiers are permanently removed, no code or key exists to link the data to its original source, and the remaining information cannot reasonably be used by anyone to identify the source. 
Anonymous: the data is unidentifiable (personally identifiable information will not be collected or accessed). 
	☐
	☐

	c) Copies of all instruments that will be used to collect data have been attached (i.e., surveys and interview guides).
	☐
	☐

	d) Copies of the research intervention have been attached as described in the application. 
	☐
	☐

	e) All software and platforms used are UTA-sanctioned for use in human subject research. 
	☐
	☐

	f) A Technology Assessment is attached for any platforms that are not UTA-sanctioned. (https://techassessment.uta.edu/ ) 
	☐
	☐

	g) Details about any recordings and transcriptions are clearly described. Details include whether the recording is audio/audiovisual, the platform/equipment used to record, and details on how you intend to transcribe the recordings are included. 
	☐
	☐

	
NOTES: 
· Even internally developed applications require a Technology Assessment if it will be used to collect human subject research data.
· Microsoft Teams is UTA’s preferred meeting platform.
· All UTA-sanctioned apps/platforms are listed here - https://techassessment.uta.edu/common-application-categories-list/ 


	7. Duration
	Completed
	N/A

	a) The protocol lists the amount of time estimated for each study activity and study visit(s). The total estimated duration for participation in the research is also provided.
	☐

	☐


	b) The duration listed in the application is consistent with the duration provided across all attached documents. 

	☐

	☐


	8. Alternatives to Participation
	Completed
	N/A

	a) Details about all alternatives to participation in the research are detailed.
	☐

	☐


	b) If the study involves students, a non-research alternative is provided that is equal to the same amount of credit. 
	☐

	☐


	
NOTES:
· In some studies, the research component is required of both participants and non-participants. For example, students may be required to complete a specific project or assignment regardless of whether they have agreed to participate in the research. The application and consent form should clearly state whether participants have non-research alternatives if they do not want to participate in the research. 
· Most minimal risk projects do not offer alternatives to participation.


	9. Locations and Sites
	Completed
	N/A

	a) A description of each location and study site that will be utilized in the study, including online platforms/applications/software, has been described. 
	☐

	☐


	b) A permission letter is attached for any non-public location or institution that is administratively separate from UTA (such as a non-profit, school, medical clinic, etc.).

	☐
	☐

	10. Personnel Qualifications
	Completed
	N/A

	a) All members of the research team are included in this section along with a description of their role in the study (i.e., recruiting subjects, collecting data, obtaining consent) along with their relevant qualifications and training.
	☐

	☐


	b) If a personnel member has a specialized role in the study that requires specific professional qualifications, credentials, licensure, or expertise specific to their role and is necessary/integral to the conduct of the research, (i.e., physician, research nurse, A phlebotomist, radiologist, clinical psychologist, licensed social worker, etc.) this is described in the application and marked consistently in Mentis (e.g., as Specially Qualified Personnel, if applicable).
	☐

	☐


	
11. Study Oversight
	
Completed
	
N/A

	a) A description is provided on how the PI will maintain oversight of the study and all data collection procedures to ensure the research is conducted ethically and in accordance with the approved protocol.
	☐

	☐


	b) If the PI will be a student, a description is provided on how the Faculty Advisor plans to meet the Faculty Advisor Responsibilities.

	☐

	☐


	SECTION C: Population and Enrollment


	

	12. Population(s)
	Completed
	N/A

	a) The target population is clearly described.
	☐
	☐

	b) If the study population includes individuals with impaired decision-making capacities, pregnant women, fetuses, women undergoing in-vitro fertilization, newborns, prisoners, or children under the age of 18, the applicable form has been completed and attached.
	☐

	☐


	
NOTES:
· For individuals with impaired decision-making capacity: upload Form 2A
· For pregnant women, fetuses, women undergoing in-vitro fertilization, or newborns: upload Form 2B
· For prisoners (individuals involuntarily detained): upload Form 2C
· For children (under 18 or the local legal adult age): upload Form 2D
· All forms can be found here: https://resources.uta.edu/research/regulatory-services/human-subjects/irb-forms-and-templates.php. 


	13. Inclusion Criteria
	Completed
	N/A

	a) All inclusion criteria are listed and consistent across all documents.
	☐
	☐

	14. Exclusion Criteria
	Completed
	N/A

	a) All criteria that make a subject ineligible to participate in the study are described.
	☐

	☐


	b) A description of how eligibility criteria will be verified has been described.
	☐
	☐

	
NOTE: 
· The exclusion criteria are not the “opposite” of the inclusion criteria. These criteria should include any specific conditions that would make a subject ineligible to participate in the research outside of anything assumed by the inclusion criteria. If there are no exclusion criteria, you can state that. 


	15. Number of Subjects 
	Completed 
	N/A

	a) The total number or range of subjects the study plans to recruit is described. 
	☐

	☐


	
16. Recruitment Strategies
	
Completed 
	
N/A

	a) All strategies that will be utilized to recruit subjects in the research have been described (i.e., flyers, emails, listservs, social media posts, recruitment platforms, in-person, etc.).
	☐

	☐


	b) If contact information is provided for recruitment purposes, a description of how that information will be provided and who will provide it has been included. 
	☐

	☐


	c) A permission letter is attached if contact information is provided by a third party or if recruitment materials will be shared directly by the researchers on private listservs or private social media groups. 
	☐

	☐


	d) All recruitment materials are included in Section 16a or attached to the submission in Mentis for IRB review (i.e., flyers, draft messages, verbal scripts, etc.). 
	☐

	☐


	
NOTES:
· Permission letters are not required if materials are shared on the researcher’s behalf.
· All recruitment materials should clearly state that it is for a research study, contain basic information about the study and its purpose, and include contact information for the research team. 


	SECTION D: Informed Consent 


	
17. Informed Consent 
	
Completed
	
N/A

	a) The informed consent process has been detailed to include how, when, and where subjects will be presented with the informed consent document and how it will be collected from participants. 
	☐

	☐


	b) A finalized version of the consent document has been attached to the protocol in Mentis and there is no use of coercive or overly influential language and there is no use of exculpatory language that would appear to waive legal rights or release the investigator, sponsor, institution or their agents from liability for negligence. 
	☐

	☐


	c) A translated consent form is attached to the submission in Mentis if the study will be conducted in languages other than English. The application includes details on who provided the translation and their credentials. 
	☐

	☐


	d) If children will be enrolled in the research, a copy of the assent document written in age-appropriate language has been attached and the assent process is fully detailed in the application to include how, when, and where subjects will provide assent. 
	☐

	☐


	e) If children will be enrolled in the research, a description of how parental permission will be obtained is provided in the application.
	☐

	☐


	f) If surrogates or legally authorized representatives will be asked to provide consent, the application and consent form address any additional safeguards that may be required. 
	☐

	☐


	
NOTES:
· Informed consent templates are available on our website - https://resources.uta.edu/research/regulatory-services/human-subjects/irb-forms-and-templates.php. 
· If you will be obtaining assent documentation from subjects, be sure it is written in an age-appropriate language to describe all details about the study to include the purpose of the study, the data collection procedures, the risks, and any potential benefits they can expect to receive from participation. 


	17a. Waiver of Consent 
	Completed
	N/A

	a) Details are provided in the application to describe any portions of the informed consent process that are being waived or altered. 
	☐

	☐


	b) If you intend to waive or alter any of the required elements of informed consent and the study is federally funded, Form 3 (with Section A completed) is attached.
	☐

	☐


	c) If subjects will not be asked to provide a handwritten or electronic signature from subjects, justification is provided for a request to waive the requirement. If the study is federally funded, Form 3 (with Section B completed) is attached.
	☐

	☐


	
NOTES:
· In Minimal Risk studies, it is common for participants to indicate consent by checking a ‘yes/no’ box or clicking an ‘I accept’ button. Although participants are still actively confirming their agreement, this approach constitutes a waiver of the signature requirement. Therefore, you must address this in the application and/or in Form 3 for the study to be approved. 
· If you are requesting to waive or alter one or more of the required elements of informed consent, all the following criteria must be met for approval:
· The research involves no more than minimal risk to the subject
· The waiver or alteration will not adversely affect the rights and welfare of the subjects
· The research could not practicably be carried out without the waiver or alteration; and 
· Whenever possible, the subjects will be provided with pertinent information after participation. 
· If the study is requesting a waiver for written consent documentation, at least one of the following criteria must be met:
· The only record linking the subject to the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject (or legally authorized representative) will be given the option to take a copy of the consent form, and the subject’s wishes will govern; or 
· That the research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context; or 
· The subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, that the research presents no more than minimal risk of harm to subjects and provided there is an appropriate alternative mechanism for documenting that informed consent was obtained. 


	18. Incomplete Disclosure or Deception
	Completed
	N/A

	a) A description is provided for any use of incomplete disclosure or deception.
	☐

	☐


	b) If the study has federal funding, Section A of Form 3 is completed and attached to the submission in Mentis. 
	☐

	☐


	c) If the study involves incomplete disclosure or deception, a plan to debrief subjects at the end of the study is described in the application and attached for review in Mentis. 
	☐

	☐


	
	
	

	
	
	

	SECTION E: Compensation and Costs


	
19. Compensation
	
Completed
	
N/A

	a) All forms of compensation are described to include the type of compensation subjects will receive, the amount, how they will receive it, and when they will receive it.
	☐

	☐


	b) If compensation will be pro-rated, details about this are provided in both the application and consent form.
	☐

	☐


	c) If a giveaway will take place, details should be included in the application and consent form to include how recipients will be selected and notified, the amount or prize recipients will receive, when the selection process will take place, and when and how recipients can expect to receive compensation.
	☐

	☐


	
NOTES:
· For survey research utilizing third-party recruitment platforms, if there are instances in which participants may fail to qualify or be rejected for a task (i.e., completing the study too quickly, failing two attention checks, etc.), details about this should be in both the application and consent form. For some platforms, the rejection rate determines if a participants’ account is in “good standing,” which in turn determines their ability to complete future surveys on the platform and how much money they can make. This may affect a participant’s livelihood, so these details should be made clear in the consent form. 
· If the study will utilize MTurk for data collection, please contact Randall Piatkowski (randallp@uta.edu) for BAET process instructions. 
· Both Cloud Connect and Prolific allow “partial completions,” which is when a researcher inserts a screener into the survey. The participants must complete the screener to ensure they qualify for the survey. Both platforms require that subjects be compensated for the screener even if they do not qualify for the survey. Surveys with screeners should address this in the consent form. 
· Cloud Connect and Prolific compensate participants in ranges based on completion time. These details should be included in both the application and consent form. 


	20. Costs
	Completed
	N/A

	a) All costs and expenses (such as parking) that participants may incur through participation have been described in both the application and consent form. 
	☐

	☐


	
	
	

	SECTION F: Risks and Benefits


	
21. Risks to Subjects 
	
Completed
	
N/A

	a) All potential or actual risks that could result from participation in the research have been described in both the application and consent form. 
	☐

	☐


	
NOTES:
· Physical Risks – risks that involve bodily harms such as falling, fainting, or skin rash. These risks can be minimized by having properly trained research personnel on hand, asking subjects to use PPE, and sanitizing items in between participants, as appropriate. 
· Psychological Risks – risks that involve things such as depression, anger, stress, or embarrassment. These risks can be minimized by reminding participants they can skip uncomfortable questions or by providing them with mental health resources during or after the study. The IRB Office has a mental health resource that researchers are encouraged to use - https://resources.uta.edu/research/regulatory-services/human-subjects/UTA%20Mental%20Health%20Resources%20Jun%202025.docx. 
· Social Risks – risks that involve potential damage to financial standing or reputation if the participant is identified as a research participant. For example, a PI might consider avoiding words that could reflect on the participant in a harmful way if a third party were to see their copy of the consent form/recruitment materials. This risk can be minimized by choosing to avoid study titles with words about specific medical conditions to protect subjects. 
· Risks to Privacy or Confidentiality – risks that involve exposing someone as a research participant if there is a data breach, which is one of the most common risks seen in almost all Minimal Risk research studies. This risk can be minimized by following UTA’s policies around data security.
· Risk of Perceived Coercion/Undue Influence – risks that refer to an investigator influencing someone to participate in the study against their best interest due to their position of authority, such as a teacher/student or doctor/patient relationship. This risk can be minimized by reminding participants that their choice to participate will in no way impact their grades or medical care received. 


	22. Strategies to Minimize Risks
	Completed
	N/A

	a) All strategies to minimize risks described in Section #21 are clearly described and addressed in both the application and consent form.
	☐

	☐


	
23. Health and Safety Considerations
	
Completed
	
N/A

	a) All details about hazardous materials, locations, or equipment have been provided.
	☐

	☐


	
NOTE: 
This tends to be rare in Minimal Risk studies. 


	SECTION G: Privacy and Confidentiality 


	
24. Benefits
	
Completed
	
N/A

	a) Any direct benefit that participants may accrue are listed in both the application and consent form. 
	☐

	☐


	b) The expected or potential benefit of the study to society at large is described.

	☐

	☐


	NOTE: 
Compensation should not be considered or listed as a study benefit.
	


	

	25. Privacy
	Completed
	N/A

	a) How the privacy of subjects will be protected throughout the course of the study has been detailed. For example, if participants are interviewed, will the door be shut? 
	☐

	☐


	     
 26a. Confidentiality
	
Completed
	
N/A

	a) There is a clear description of the type of data that will be collected in this study and whether it will be anonymous, de-identified, or identifiable/coded. These details should be consistent across all sections of the application. 
	☐

	☐


	b) Precautions that will be taken to protect subject data have been explained. 

	☐

	☐


	      26b. Data Security 
	Completed
	N/A

	a) Details are provided to describe data security for each phase of the data’s life cycle. This includes data collection, transmission, collaboration, storage, analysis, reporting, and disposition. Details on how access to identifiable data will be limited only to authorized research personnel and who will be responsible for storage and disposition are included. 
	☐

	☐


	b) A description of the platforms that will be utilized to secure data is provided with clarity on whether UTA-sanctioned platforms will be used. 
	☐

	☐


	c) An approved ISO Risk Assessment is attached for each platform that will be used that is not UTA-sanctioned. 
	☐

	☐


	d) If you are a student or know that you will not remain at UTA for the full data retention period, a long-term storage arrangement is described in the application. 
	☐

	☐


	
NOTES:
· All records (paper or electronic) must be maintained and kept secure for at least 3 years after the closure of the protocol or in accordance with funding agency requirements (whichever is longer). 
· UTA and the IRB must be able to access research records and consent forms at any time; therefore, all paper documents in their original form must be stored on the UTA campus unless the IRB grants an exception. All electronic data must be maintained on UTA servers utilizing UTA-sanctioned storage tools unless the Office of Information Security (ISO) grants an exception. 


	     26c. Legal Limits to Confidentiality
	Completed 
	N/A

	a) If any part of the research could identify elderly abuse, child abuse, communicable diseases, or criminal activity that would/could not have been otherwise identified, a plan of action has been described and includes an estimate on the likelihood of disclosure. 
	☐

	☐


	
	
	

	27. Data Sharing
	Completed
	N/A

	a) If identifiable data will be shared, released, or presented, a description of how data will be shared has been included in both the application and consent form. 
	☐

	☐


	b) If the study is funded by NIH and is subject to the NIH Data Management and Sharing (DMS) Policy, the controls of the approved plan are described to include how data will be shared with controlled access and whether it will be identifiable or de-identified data. 

	☐

	☐


	SECTION H: Conflicts of Interest


	
28. Conflicts of Interest (COI)
	
Completed
	
N/A

	a) If the PI or any protocol personnel (internal or external) have an affiliation, arrangement, or financial interest that could be perceived as a conflict of interest, a description is provided with strategies to minimize any potential or actual conflicts. 
	☐

	☐


	b) If the PI or any protocol personnel (internal or external) have a research conflict of interest management plan, a description on whether the conflict may be perceived as related to the research is included and a copy of the management plan is attached to the submission in Mentis. 
	☐

	☐


	
NOTES:
· Financial interest is defined as anything of monetary value (existing or potential), whether or not the value is readily ascertainable. 
· Conflict of interest is defined as a significant financial interest that could directly and significantly affect the design, conduct, or reporting of the research. 
· All covered individuals in Greater than Minimal Risk (GMR) or sponsored research are required to have a current COI Disclosure on file in Mentis. A covered individual is any personnel member with responsibilities for the conduct, design, or reporting of the research study.


	SECTION I: Required Additional Attachments


	

	

	29. Upload Finalized Versions of Study Documentation as Applicable to the Study
	
Completed
	
N/A

	a) A finalized version of the consent form is attached 
	☐

	☐


	b) Recruitment flyers, email drafts, verbal scripts, social media posts, etc. have been attached for review. 
	☐

	☐


	c) All data collection instruments are attached for review. This includes surveys, questionnaires, interview guides, scripts, etc. 
	☐

	☐


	d) Permission letters are attached from non-UTA study sites/collaborating institutions
	☐

	☐


	e) Non-UTA Collaborator Forms and copies of HSP Training completion certificates are attached. 
	☐

	☐


	f) ISO Risk Assessments are attached for use of any platforms/software/apps that are not UTA-sanctioned. 

	☐

	☐


	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


	Informed Consent Document


	

	
	Completed
	N/A

	a) A finalized version of the consent form is attached in Mentis for review. 
	☐

	☐


	b) The study title in the consent form matches the study title provided in Mentis. 
	☐

	☐


	c) The consent form is written in language that is appropriate/understandable to subjects. It should be written in simple terms without jargon or use of acronyms. A good practice is to check that the document is at an 8th grade reading level using Word. 
	☐

	☐


	d) The consent document is a concise and focused presentation of the key information that is most likely to assist a prospective subject or legally authorized representative 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. 
	☐

	☐


	e) The informed consent as a whole must present information in sufficient detail relating to the research and must be organized and presented in a way that does not merely provide lists of isolated facts but rather facilitates the prospective subject’s or legally authorized representative’s understanding of the reasons why one might or might not want to participate in the research. The information in the consent form should be consistent with what is proposed in the protocol application. 
	☐

	☐


	f) The consent form is accurate and complete and includes all required elements of informed consent [see section below for required elements of informed consent]. 
	☐

	☐


	g) All translated documents are included with the application and have a certification attached or information about the qualifications of the person who translated them in the protocol application. 
	☐

	☐


	h) For studies that involve the collection of FERPA protected data, please note that consent or documentation of consent cannot be waived. The consent form must include a signature/date line and a clear list of all FERPA-protected data variables the PI wants to obtain. The following is an example of wording that may be used in consent forms to meet this requirement: “By signing below, you approve your demographic data (including x, y, and z) to be collected from UTA records after you have completed the lab quiz and lecture exam 1. “

	☐

	☐


	Basic Elements of Informed Consent 


	
	
	

	
	Completed 
	N/A

	a) A statement that the study involves research. 
	☐

	☐


	b) An explanation of the purpose of the research.
	☐

	☐


	c) An explanation of the expected duration of the research.
	☐

	☐


	d) A description of the procedures to be followed, and identification of any procedures that are experimental. This description should align with the description in the protocol application, but in simple terms. 
	☐

	☐


	e) A description of any reasonable, foreseeable risks or discomforts to the subject (including ineffective treatment). 
	☐

	☐


	f) A description of the benefits to the subject or to others that may be expected from the research. 
	☐

	☐


	g) A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject. 
	☐

	☐


	h) A statement describing the extent, if any, to which confidentiality of the records identifying the subject will be maintained; and a statement that the records may be inspected by the Sponsor, UTA IRB, or other authorized parties. 
	☐

	☐


	i) For research involving more than minimal risk, an explanation as to whether any compensation will be paid, whether any medical treatments are available if injury occurs, and, if so, what those treatments consist of or where further information may be obtained.
	☐

	☐


	j) An explanation of whom to contact for questions:
· about the research
· about the rights as a research subject, and in the event of a research-related injury
	☐

	☐


	k) A statement that participation is voluntary, and that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue at any time without penalty. 
	☐

	☐


	l) One of the following statements about any research that involves the collection of identifiable private information or identifiable biospecimens:
· A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens 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 legally authorized representative, if this might be a possibility; or
· 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. 
	☐

	☐


	
	
	

	Additional Elements (If applicable)

	Completed
	N/A

	
	
	

	a) Anticipated circumstances under which the subject’s participation may be terminated by the investigator.
	☐
	☐


	b) Any additional costs to the subject that may result from participation in the research.
	☐

	☐


	c) The consequences of and procedures for withdrawing from the research study.
	☐

	☐


	d) A statement that significant new findings that may affect subject’s willingness to continue participation [such as safety risks] learned during the research will be provided to the subject. 
	☐

	☐


	e) A statement regarding whether research results, including individual research results, will be disclosed to subjects, and if so, under what conditions. 
	☐

	☐


	
	
	

	The standard requirement for documentation of consent is either of the following:


	

	1. A written consent document. May be read to the subject or the subject’s legally authorized representative, but the PI shall give either the subject or the representative adequate opportunity to read it before it is signed; or

	2. A short form written consent document stating that the elements of informed consent required by 46.116 have been presented orally to the subject or the subject’s legally authorized representative. Also, the IRB shall approve a written summary of what is to be said to the subject or the representative. Only the short form itself is to be signed by the subject or the representative. However, the witness shall sign both the short form and a copy of the summary, and the person actually obtaining consent shall sign a copy of the summary. A copy of the summary shall be given to the subject or the representative, in addition to a copy of the short form. 
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