m StrokeNet

Informed Consent Training

Jessica Griffin, MHA
NIH StrokeNet NDMC
Medical University of South Carolina

UNIVERSITY OF -K{

Cincinnati

E ‘MUSC

MEDICAL UNIVERSITY
of SOUTH CAROLINA




Common consent issues so far in Sleep SMART

AConsent conducted by study personnel not listed to conseriD O
ASubjectconsented with the nodRBstamped, but current version of
the consent
AWitnessconsent process not used when indicated
APatientsigned a consent form but wésund not to beeligible
APerson obtainingonsent did not sign the informed consent
AStudycoordinator initialed and dated correction for the subject
 LudeR when not appropriate
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Informed Consent Process

CUE-AZSESRIZCE R EPAR S INE TR SHESREINESS

Alnformed Consent = permission prior to

intervention THE BELMONT
AValid consent consists of 3 elements: REPORT
= InfOrmatlon Ethical Principles and Guidelines for the

Protection of Human Subjects of Research

- Comprehension
- Voluntariness

AThe_ir_]forr_ned consent process begins prior to any
participation and continues throughout the study

AACRP white paper on Informed Consent process:
http://www.acrpnet.org/pdf/ACRPWhitePaperThe
ProcessofinformedConsent. pdf
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http://www.acrpnet.org/pdf/ACRPWhitePaperTheProcessofInformedConsent.pdf

The Informed Consent Form

AUsed to DOCUMENT the Informed
Consent process.

AThis documents:

AWhatinformation was providedo the
subject

AWhoobtained informedconsent
AWho gaveconsent

AWhenconsentwas obtainedprior to
Intervention)
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Obtaining Informed Consent

AUse themost currentclRBapprovedand stampedersionof the ICF when
obtainingconsent.

A This version (and all approved versions) must be uploaded into the regulatory
database inNNebDCU

AConsenshould be obtainedNLY by staff who have been deleqatsid
responsibility on the DOA.

ADouble check consent document to make sure all sections have been
correctly signed/dated bgubject/LARand person obtaining consent

A Subject/LAR must personally sion AND date consent

AKeep original signed/dated copy consent and placanother
signed/dated copy in the medical record (if allowed by institutional
standards), angrovide acopy to thesubject/LAR
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Determining Capacity tGonsent/Use oL AR

A Subjects who lack cognitive ability to make decisions about study participation cannot
give consent.

Alf there is an question about a subject’
assess the subject for capacity to consent. This assessment must be documented in the
subj ect resordmedi c al

AWhen assessing for capacity, the investigator should consider the potential research
subject’ s ability 1o:
A Make and express choice
A Understand relevant information
AAppreciate the significance of the information r
A Reason with this relevant information in making decisions

A If a subject lacks capacity to consent, a legally authorized representatiseconsent
for the Subject to participate.

A If a subject regains the ability to consent during study participation, the consent process
should be completed with the subject at that time.

A\[/)Vetgi[l)scrggarding why an LAR was used must be entered on the Informed Consent CRF in
e .
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Inappropriate Use of LAR/Surrogate Consent

LAR signature on an ICF = LAR made declsoause subjecivas not capable.

LAR signature NEVERn appropriate way to documermonsent provided byhe
subject.

Examples of when LAR signature is usedrrectlyt o document a sub
consent:

A Subiject has trouble physically signamtd dating the CF
ASubject is illiterate

A Subiject is blind

A Subject does not speak English

A Subject prefers to have friend/family member sign documents
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When to use the Withessed Consent Process

When subject igognitively capablef providingconsent,BUT

A

A
A
A

s illiterate
s visually impaired
S consenting using a short form

s unable to physically sign AND date tlo@sent
AThe subject should make theirarkif able.

Alf the site cannot find an impartiavitness for this # scenariothen they can
create anote-to-file (NTF}o detall the process followed, and the reason an
Impartial withess was unable to be usetine site can then add the NTF to
the ICF they upload for the subject.
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Change In consent capacity

Alf subject has a change capacityhe/she will needo be re
consented

AlIf subject initially provided consent, but ndacks capacityre-consent using
LAR+/- assent participant

AIf LAR initially provided conserituts u b j e c t 'regainedrgcansdantt y
subject
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Assent

AWhen LAR is used, obtain verbal assent from subject when
appropriate
A Subject understands purpose, benefits, risks, alternatives, procedures at basic
level, but does not have capacity to consent for self

Alf patient has capacity to assent but does not want to participate in
Sleep SMART, the patient should not be enrolled
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Documenting consent for subjects wilon-cognitiveimpairments

A When subject is capable of giving consent,
but is unablephysically to sign and date the

consent:

- Impartial witness must be present during the
consent process and sign consent document

o An impartial witness is someone who is not a
family member/friend of the subject or a study

team member

- If possible, subject should make/her mark

on signature lines.

AWhen a subject is illiterate or visually
Impaired:

- The entire consent must be read aloud to the

subject.

- Impartial witness must be present during the
consent process and sign consent document.

- If possible, subject should make/her mark

on signature lines.
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WITNESS STATEMENT:

The participant was unable to read or sign this consent because of the following reason
The participant is iliiterate
The participant is visually impaireg

The participant is physically unable to sign the consent form. Please describe

Other (please specify)

confirm that | was present as a witness for the consent process for this study. | confirm
that the participant named above was read the information in the consent document anc
that the participant has agreed to take part in the research study

(Date) Printed Name of Witness
(Signature of Witness)
(Date (Printed Name of Individual Obtaining Consent)

(Signature of Individual Obtaining Consent)



ObtainingConsentfrom nonEnglishiSpeaking Subjects

ATo obtain consent from neEnglish speaking subjects, you must have
either aclRBapprovedFull Translated ICét a translatedShort Form
consenti n the subject’s | anguage.

AThe presentation of the consent
language. Either the person obtaining consent must be fluent in the
subject’s | anguage or¢cHsS adzo@50i
friends or family members MAY NOT be used as interpreters

ALanguage of choice

Al anguage =10 Yopuation aitkhe sitey a fuliiareslatéd version
of the consent will be provided to site by CIRB

Alanguage <10%, CIRB approved shddarm will be provided to the site
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Short Form Consent

The short form Is used when the consent is presented orally (because there

no translated full consent document).

Consent to Participate in Research

We would like you to join a research study:

Before you agree, the investigator must tell you about 12 topics:
1 Why the study is being done

2 What will happen during the study

3. Risks and benefits of joining the study

4 Other treatments or studies

5 Your privacy

Where applicable:

6.  Who pays for treatment if you are injured in the study

7. The chance of risks we do not yet know about

8.  Why you may be removed from the study

9. If you have to pay

10.  What happens if you decide to leave the study

11. When you will learn about new findings related to the study
12.  How many people will be in the study
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If you agree to join, you will get a signed copy of this form and a written summary of the
research.

You may contact at

(Pl Name) {Pl phone #)
any time you have questions about the research.

You may contact University of Cincinnati IRB at (513) 558-5259 if you have questions
about your rights as a research subject or what to do if you are injured.

You do not have to join the study. If you do join, you can leave later without losing any
benefits.

If you sign this form, it means we have described the study to you, and you agree to join
it.

Signature of Participant Date

Signature of Witness (Interpreter) Date

(To be signed if the subject is unable to read the English version of the consent document and it
has been read to the subject instead)

Page 1 of 1
Non-English Speaking Short Form English Version CIRB Approved for use 3/8/2017




Short Form Consent

C The subject should read and sign the shHorm in their language.

C A study team member who has been delegated responsibility to obtain
consent should perform the consent process orally. If the person obtaining

consent 1 s not fluent 1 n the subje
be used.
CA witness, who 1 s fluent 1 n both E

must witness the entire consent process. If an interpreter is used, the
Interpreter may serve athe witness The witness/translator will sign the
Engli sh consent as wwiltnassthe sho

C The study team member who obtains consent must sign the English ICF. A
copy of the short form and English ICF must be provided to the participant.

C Notify the project manager who will request a fully translated consent in
that language to be signed by the subject within 30 days
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Document of Short Form Consent

On Short Form:

On Consent:

If you agree to join, you will get a signed copy of this form and a written summary of the
research.

You may contact at
(P1 Name) (Pl phone #)
any time you have questions about the research.

You may contact University of Cincinnati IRB at (513) 558-5259 if you have questions
about your rights as a research subject or what to do if you are injured.

You do not have to join the study. If you do join, you can leave later without losing any
benefits.

If you sign this form, it means we have described the study to you, and you agree to join
it.

Signature of Participant Date

Signature of Witness (Interpreter) Date
(To be signed if the subject is unable to read the English version of the consent document and it
has been read to the subject instead)

Page 1 of 1

Non-English Speaking Short Form English Version CIRB Approved for use 3/8/2017
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PREVENTION | TREATMENT | RECOVERY

WITNESS STATEMENT (if required):

The participant or LAR is unable to read or sign this consent form because of the following reason(s):
___The parficipant or LAR is non-English speaking.

__ The participant or LAR is illiterate.

___ The participant or LAR is visually impaired.

___ The participant or LAR is physically unable to sign the consent form. Please describe:

__ Other (please specify):

| confirm that | was present as a witness for the consent process for this study. | confirm that the
participant named above was read the information in the consent document and that the participant has
agreed to take part in the research study.

Name of Impartial Witness (PRINT)
(may be interpreter if parficipant/LAR is non-English speaking)

Signature of Impartial Witness Date




Faxed consent procedure

AFaxed consent is approved by the CIRB for Sleep SMART. A site may
use this procedure If allowed by its local IRB
ATelephone consent conversation
AICF sent to LAR by fax or emaidlpportunity for questions
A Signed ICF returned by fax

AParticipation may start only after signed consent has been returned to study
team
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Informed Consent Checklist

* Person who obtained consent has been assigned this responsibility on the DOA
* Most recently CIRBpproved and stamped consent document used
* Patient or LAR personally signed and dated document, in all the correct spots

* If the %atient lacked cognitive capacity to consent for him or herself, the appropriate LAR
was use

*I'f an LAR was wused the reason for using
or research record (as per local procedures) and on the informed consent @RBOCU

* An impartial witness (of consent process and signature) was used, and documented
appropriately, if any of the following situations apply:

* Shortform consent used

* Patientphysically incapable of signature
* Patientis illiterate

* Patientis visually impaired
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Informed ConsenChecklist Continued

* Assent obtained if appropriate
* If patient/LAR is not Englispeaking, then the following were performed:
* the consent conversation was conducted in the patient/LAR's primary language
(either the person obtaining consent was fluent or a formal interpreter was )Jjsed
AND
* a fully translated ICF (CHaBproved) was used)R
* a translated CIRBpproved short form was used, the process was witnessed
(translator may perform), and a fully translated consent was provided within 30 days
* If faxed consent procedure was available locally and used, a signed and dated ICF was
returned to the site prior to performing any study procedure
* Copy of signed/dated consent given to patient/LAR for his/her records
* Consent process documented per institutional process
* Reconsent performed if a change in consent capacity occurred during the study
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