LSU HEALTH COORDINATOR COMPETENCIES
X ADHERENCE TO
- ETHICAL STANDARDS

Informed Consent Process and
Procedures for Clinical Research




Objectives

List and describe supporting documentation of the
informed consent process (e.g. consent forms,
consent notes, waivers).

ldentify and interpret policies and regulations related
to the informed consent process and HIPAA

Describe requirements related to ensuring participant
comprehension of informed consent and ICFs (e.g.
translation requirements)

Describe how the consent process is planned and
diagnose errors in consent planning

Describe the procedure for conducting and
documenting consent fog participants LSU
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Refresher: What is Informed Consent?

“A process by which a subject
voluntarily confirms his or her
willingness to participate in a
particular trial, after having been
informed of all aspects of the trial
that are relevant to the subject’s
decision to participate. Informed
consent is documented by means of a
written, signed and dated informed

consent form.”
FDA’s Guidance for Industry E6 GCP:
Consolidated Guidance, Section 1.28
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Presenter Notes
Presentation Notes
It is a voluntary agreement to participate in research. 
It is not merely a form that is signed but a process. This process includes the participant understanding the research and its risks. 
Individuals decide for themselves according to their own values and opinions (autonomy)
Voluntariness
Informed Decision Making


My Informed Consent form was approved

by the IRB! Now what?

* The IRB approval letter, relevant
communications, and approved ICF
should be filed in the site’s
regulatory binder and saved
electronically

* |f applicable, send sponsor a copy
of the IRB approval letter and
approved ICF

o
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Changing the Informed Consent Form

* Any revised written ICF document and written
information must be submitted for IRB approval

prior to use.

* Revise the ICF whenever important new
information becomes available that may be
relevant to the subject’s consent or willingness
to continue participation in the trial.

* If the IRB of record is not LSUHSC, all new and
revised documents relevant to LSUHSC should
still be submitted to the LSUHSC IRB, preferably
within 30 days.

* For example, if WIRB is the central IRB, the
updated consent for LSU patients would
still need to be submitted to LSUHSC IRB.

* Change the document version number and approval
date on the updated ICF.

e Submit tracked Word document and clean PDF of
the updated ICF. 5

REVIEW VIEW

-omments\ Changes ~ /2| Reviewing Pane  ~

Tracking P

kuali
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Before you get started...

Are you listed as Study Personnel in the IRB submission
and Delegation of Authority Log?

What does the protocol say?
E.g., location of consent, in-person vs. phone

Do you have the
UP TO DATE version of the consent?

Consenting is an ongoing process.
Some studies have multiple updates.
Check before you consent. LSL)
6
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Presenter Notes
Presentation Notes
Consent discussions should occur in a private area

The investigational site should ensure the subject or the subject’s LAR understands that, in order to participate in the clinical research study, the subject must be eligible per the protocol’s inclusion and exclusion criteria. 



Informed Consent Process

Investigator or sub-investigator presents the consent form
1 1 with the potential participant, and allows ample time for
the potential participant to ask questions

The potential participant may be provided with a copy
of the consent and given time to consider whether they
want to participate

@ After allowing the participant time to decide, the
Investigator or designee (e.g., coordinator) must answer
1 1 any additional questions the subject may have

When the potential participant is ready, the Investigator
6 or designee must obtain signatures on the consent &

HIPAA Authorization or document verbal consent
%L/ LSl)

(unless waiver applies) | NEW ORLEANS

Office of Research Services



Presenter Notes
Presentation Notes
The entire informed consent process involves giving a subject adequate information concerning the study, providing adequate opportunity for the subject to consider all options, responding to the subject's questions, ensuring that the subject has comprehended this information, obtaining the subject's voluntary agreement to participate and, continuing to provide information as the subject or situation requires. To be effective, the process should provide ample opportunity for the Investigator and the subject to exchange information and ask questions.

Informed consent is an ongoing process. Study teams should confirm with the subject on a regular basis that they understand what the research entails and that they want to continue taking part. 

It is a voluntary agreement to participate in research. 
It is not merely a form that is signed but a process. This process includes the participant understanding the research and its risks. 

Study team members cannot alter or write on the approved consent form in any way.

Consent discussions should occur in a private area





=
Signing the Consent & HIPAA Authorization

Who Can Sign? Participant or their Legally Authorized
Representative™

What if the Participant Cannot Write? The participant can sign with
an HXH

What if the Participant Cannot Read? An independent witness must
be present for the reading of the consent & HIPAA Authorization.
There is a signature block on the consent form for the witness.

*Remember: LAR cannot sign in the case of nonviable neonates.

LSL)
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Presenter Notes
Presentation Notes
Legally authorized representative (LAR) means an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research (think spouse, parent, guardian, next of kin). 

Per Louisiana law, we are not required to have additional documentation authorizing someone to act as the LAR in the cases of marital, adoptive, foster and step-relations as well as the natural whole blood. 

The consent form document approved by the IRB will be signed and dated by the subject or the subject's LAR. Subjects/LARs who cannot write can indicate their consent by marking an “X” on the consent form. In this situation, a progress note in the subject's case history should indicate the reason for the lack of a signature. This form will also be signed and dated by the person obtaining consent and, if necessary, an impartial witness to the consent process. 


Short Forms for Non-English Speakers

* Used when consenting a subject unexpectedly that does not speak English.

* The full consent form must be translated verbally to the subject by a
translator or a study team member who is proficient in the participant’s
primary language.

* Witness must be present and conversant in both languages (i.e., English and
the language of the subject).

* If study team member does verbal translation, an independent witness
must also be present.

* A copy of the short form is given to the subject/LAR.

LSL)
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Presenter Notes
Presentation Notes
LSUHSC has short forms pre-translated into Spanish, French, and Vietnamese. LSUHSC also has HIPAA Authorizations pre-translated in those languages as well. 

When short form used, there should be translator and, if the translator is a member of the research team, an impartial witness to the oral presentation. By signing the consent form, the witness attests that the information in the consent form, and any other written information, was accurately explained to and understood by the subject or the subject's LAR, and that informed consent was freely given by the subject or the LAR. 


Impartial Witness: A person, who is independent of the study, who cannot be unfairly influenced by people involved with the study, who attends the informed consent process if the subject or the subject’s legally acceptable representative cannot read, and who reads the informed consent form and any other written information supplied to the subject to affirm the completeness of the consent process.



Short Forms for Non-English Speakers

* Only sign the forms written in languages that the
person understands!
* Subject/LAR only sign short form itself.
* Witness should sign both the short form and
copy of the summary
* The person actually obtaining consent shall signa ;. a0 23
RUT AT
copy of the summary. CIAG
* If the study team anticipates enroliment of non- H E LLO
English speaking participants, it is their responsibility — A=t [ npuset
to get the full consent form certified, translated.
®* Once the short form has been used twice, the
study team needs to get the full consent form
translated.
* LCMC and UMC use a translation phone service.
Make sure you document the ID number of the
translator used.

BONJOUR |, e OLA
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Presenter Notes
Presentation Notes
LSUHSC has short forms pre-translated into Spanish, French, and Vietnamese. LSUHSC also has HIPAA Authorizations pre-translated in those languages as well. 

When short form used, there should be translator and, if the translator is a member of the research team, an impartial witness to the oral presentation. By signing the consent form, the witness attests that the information in the consent form, and any other written information, was accurately explained to and understood by the subject or the subject's LAR, and that informed consent was freely given by the subject or the LAR. 


Impartial Witness: A person, who is independent of the study, who cannot be unfairly influenced by people involved with the study, who attends the informed consent process if the subject or the subject’s legally acceptable representative cannot read, and who reads the informed consent form and any other written information supplied to the subject to affirm the completeness of the consent process.



Short Form Example: Vietnamese

Partic

1D
Louisiana State University Health Sciences Center - New Orleans

Vin ban dong y tham gia vao cudc nghién clru

38 viin ban Ngwéi phy trich chinh (Protocol #:
Mg chiu trich nhiém tai chd (Principal Investigator):

ChiF "ban® trong vin ban nay duoc ding d€ am chi bénh nhan, tifc I3 48i trgng cla cude nghign
iy, Chi¥ “ban” ciing dugc ding cho ngwéi g déng ¥ 13m d8i trgng cho cudc nghién ciu.

Ban dzng dang y tham gia vao cudc nghign clru cd tinh chat l3m sing [méat losi hink nghign ciu
thit nghi&m). Nghi&n ciru I3m s3ng chi 4p dung trén nhirng bénh nhin nao déng  tham gia. Ban

[
VERSION D

Ban & thé lién hé Contact name tai Telephome number 32 biét thém chi tiét vE cudc nghién cifu
hodc nhitng thurong tit od lién guan d&n cudc nghién ciru niy. Ban cling cé thé lién hé LSUHSC-
NO's Institutional Review Board theo 58 dién thosi 504-568-8060 hodc Higu Trudng cia LSUHSC-
NO theo 38 dign thoai 504-568-3801, néu nhw ban ca bt ki c3u héi ndo lién quan dén quyén han
«cilia ban vdi tw cich I3 d&i trgng tham gia cla cudc nghién ciu.

Su tham gia cla ban vao cudc nghién ciru nay 13 hoan todn w nguyén, va qus trinh didu tri hign
t3i cling nhu trong twong 13i clia ban hoan toan khang bi dnh hudng béi quyst dinh tham gis o3
ban vio cudc nghién cifu nay. Ban s& khing bi m3t bt ki quyEn Igi nao néu ban quyét dinh
khdng tham dv ho#c ngung tham du vao cudc nghién clru.

Khi ki vao vin b3n ny, ban 3 dang § réng cudc nghidn ciru ndy, bao gém it ci nhi¥ng théng tin
trén @3 duoc dign dat bing 131 cho ban, va ban déng ¥ tham giz mét cach ty nzuyén.

NO HRPP

nén suy nghi k§ va thic ludn véi gia dink, ban b trdc khi quyét dinh tham gia.

Trude khi ban chip thudn tham gia, nghién ciru sinh cin phii trinh bay vdi ban nhitng §idu sau:

1. Ly do cda cudc nghién olu;

2. 525 bao nhiéu ngudi tham gia; Chif ky c0a déi trong tham gia/bénh nhan Meay
= PR - P P N — s Signature of subject/patient Date
3. Cufc nghién odu & bao gom nhirng gi va nhirng quy trinh nao s& dwgc khao sat; g f subjectt
4. Ban s& mit bao nhidu thii gian cho cubc nghign cin;
5. Nhifng rili ro cé thé x3y ra cho ban v3 nhifng gi ban phai chiu dung;
&. Nhiing quygn lgi ban s& dugc hudng; -
- L L N . Chif kj cla ngudi lam ching Ngay
7. Nhiing gidi phip va phutong thic chi¥a tri ndo khac ma ban ca thé chon;
. . Signature of witness Date
8. H& zo clz ban & dugc bao mit nhy the nae;
9. Chi phi tham gia;
10. Nhing quy2n han clz ban v tu cich |3 ngudi tham gis;
11. Ban s& cin lién h& vdi 3i néu nhur ban cd cdu hai hay vin 42 gi;
12. Ban c& dugc d8n bl hodc duge chifa tri y t8 hay khéng trong truding hop ban bi tén
thwong;
13. Wndng tinh huéng ndo ngwii phy trach cé the chim dirt su tham giz cla ban va nhitng gi
6 thé xdy ra néu nhe ban quyét dinh rit khai cude nghién cifu
14. Khi nao ban s3 dugc thang bao ve nhitng phét hién mdi ma cé the anh huéng d2n quyst
dinh tham gia ciz ban.
N&u nhy ban d8ng § tham giz, ban h3y kj vic vin ban ndy vi mét ban tiéng Anh dbng § tham gia
who cude nghign citu.
1 z

LSUHSC has short forms and HIPAA Authorizations pre-translated into

Spanish, French, and Vietnamese. LSL)

11 NEW ORLEAMNS
Office of Research Services



Emergency Preparedness

* Active participants who are
either taking study drugs or |
devices should receive a : s
copy of the emergency | 20.Who can | contact during evacuations or emergencies?

Please keep this card with you at all times for use during evacuations or other emergencies.

co nta ct n u m be r a n d th e I R B- Please cut along the dotted lines, fold along the solid line.

| CONTACT INFORMATION STUDY INFORMATION

a p p rove d e m e rge n cy ca rd E If you need to get in touch with researchers during an Sponsor: Click or tap here to enter text.
ew

1 evacuation or other emergency, please contact: LSUHSC-NO IRB #: Click or tap here to enter text.

i
with their study ID number B ——— =
| .
y . 1 Phone: Click or tap here to eater text. Site: Click or tap here to enter text.
1 Email Address: Click or tap here to enter text. Participant ID:

|

|

|

! 1

b IVI a ke s u re a I I t I I e ! If you are unable to contact the person named abave, Please be prepared to provide this information to your E

1 please coll the Office of Research Services at: 504-568- healthcare provider doring routine or EaEne
b i) rgency

!
| 4970 or (toll-free) B66-957-8472

information (principal oo RS |
investigator name, phone

number and email address)

is accurate prior to giving it

to participants

LSL)
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Clinicaltrials.gov

m) U.S. National Library of Medicine
ClinicalTrials.gov

—

13

A description of the clinical trial will
need to be available at
http://www.ClinicalTrials.gov, as
required by U.S. Law.
ClinicalTrials.gov is a website that
provides information about
federally and privately supported
clinical trials.

During the consent process, study
team members need to explain
what ClinicalTrials.gov is to
participants, how to access
information about their trial, and
emphasize that the website will not
include information that can

identify them. LSLI
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http://www.clinicaltrials.gov/

After the Participant Signs

* Review the signed form for completeness BEFORE
subject leaves and again BEFORE filing in your files.
* Ensure that all blanks on the forms are filled out
appropriately
 Research team members may not complete these
blanks for the subject
* The complete original signed copies are kept by Pl and
delegated study team members
e Put the original copy in the regulatory binder and a
copy of the signed ICF in the subject file
* Provide a copy of all signed forms to the subject/LAR
 Document informed consent process in source
document
 Remember! Consent is an ongoing process!
 Same procedure and process applies for re-consenting
subjects
* Re-consent when participant turns 18 years old

LSL)
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Presenter Notes
Presentation Notes
Ensure that all blanks on the consent form, Notice of Privacy Practices (if applicable) and HIPAA authorization form (if applicable) are filled out appropriately.
Study team members cannot alter or write on the approved consent form in any way.

Participants can only participate in study activities AFTER ICF (and HIPAA) have been signed. However, some data/specimens may have already been collected as part of standard of care (e.g., vitals, physical exam, lab work). If the study is approved to access the medical record and specimens that were collected already for non-research purposes, then these data/specimens may be accessed after the participant has signed, even though they were collect PRIOR to signing the consent form. 


Template to Document IC Process

in EPIC for UMC/LCMC

Research Informed Consent Documentation Form

@LCMCTODAYDATE@
Protocol Name: *™*
Protocol # **
IRB # ***
Principal Investigator: ***
Version: ™*
IRB Approval Date: ***
Subject has the ability to give informed consent? {yes/no:310449}
Legal Representative gave informed consent on behalf of the subject and has the authority to act on behalf of the subject? {yes/no:310449}
The Informed Consent was obtained prior to any study procedures being performed? {yes/no:310449}
Was the informed consent discussion in private & did the subject have enough time to read the consent? {yes/no:310449}
Has the subject had enough time to ask questions of qualified staff? {yes/no:310449}
Has the subject expressed comprehension of the Goal of the Research and Protocol? {yes/no:310449}
Has the subject expressed comprehension of the Duration of Participation? {yes/no:310449}
Has the subject expressed comprehension of the Risks with Study Medication and Procedures? {yes/no:310449}
Has the subject expressed comprehension of the Benefits and Compensation? {yes/no:310449}
Has the subject expressed comprehension of Voluntariness? {yes/no:310449}
Has the subject expressed comprehension of the reproductive risks related to study medication or procedures? {yes/no:310449}
Has the subject expressed comprehension of the process for New Information? {yes/no: 310449}
Has the subject expressed comprehension of the Privacy & Confidentiality? {yes/no:310449}
Has the subject expressed comprehension regarding compensation for study related injury and whom to contact for study related injury? {yes/no:310449}

Does the subject have all the proper Contact Information required? {yes/no:310449}

Was the subject given a Copy of the completed Consent Form? {yes/no: 310449}

Has the subject expressed comprehension regarding compensation for study related injury and whom to contact for study related injury? {yes/no:310448}
Does the subject have all the proper Contact Information required? {yes/no:310449}

Was the subject given a Copy of the completed Consent Form? {yes/no:310449}

Was the subject given information and does the subject acknowledge understanding of www clinicaltrials. gov? {yes/no:310448}

Patient stated @HIS@ willingness to participate in the study. All questions and/or concerns were answered to the patient and @H|S@ legal representative/guardian's

satisfaction by myself and the treating physician, ***. I SU

NEW ORLEAMNS
Office of Research Services

@ME@, RN



WENER

Waiver of Informed Consent

Waiver of Documentation of Informed
Consent / Permission for Verbal Consent

Waiver or Alteration of HIPAA Authorization

-.I”Agr'ee A

LSL)
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Presenter Notes
Presentation Notes
In some cases, this process may be waived or altered. Informed consent may be waived altogether (e.g., chart review studies) or may not be documented through a written signature (e.g., verbal consent).


Waiver of Informed Consent

The IRB may approve a waiver of the requirement to obtain informed consent if all of the following apply

Will subjects
be provided

Can the
with

Will waiver
S — research be
practicably additional
affect the ; ;
AdfriesmlfE e carried out pertinent
without the information

i ?
S Slei waiver? after
participation?

Is research
more than
minimal risk?

Waiver

Waiver Waiver
cannot

cannot cannot
be be

be
approved approved approved

LSL)
NEW ORLEAMNS
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Presenter Notes
Presentation Notes
Waiver of Informed Consent
The  IRB  may  approve  a  waiver of  the  requirement  to  obtain  informed consent provided the IRB finds and documents that all the following apply: 
The research involves no more than minimal risk to the subjects; 
The waiver will not adversely affect the rights and welfare of the subjects; 
The  research  could  not  practicably  be  carried  out  without  the  waiver,  even  if  the research involves use of identifiable private information or identifiable biospecimens; and 
Whenever appropriate, the subjects will be provided with additional pertinent information after participation 

The issue of the test of practicability can be met, for example, by: �The need for a large numbers of subjects �A presumed or demonstrated inability to contact subjects for whom contact information may not be accurate �The fact that many of the subjects may have died, or �The fact that a lack of data from a few subjects may make the number of subjects available for the study too few to make the study valid 



Waiver of Documentation /

Permission for Verbal Consent

The IRB may approve a waiver of documentation of informed consent and/or grant permission to obtain
verbal consent if any of the following apply:

45 CFR 67.117(c)(i)

* The only record linking the subject and the research would be the signed informed consent form;
* The principal risk would be potential harm resulting from a breach in confidentiality; and,
* Each subject or LAR will be asked whether the subject wants documentation linking them.

45 CFR 67.117(c)(ii)

e The research presents no more than minimal risk of harm to subjects; and,

e The research involves no procedures for which written consent is normally required outside of the
research context

45 CFR 67.117(c)(iii)

e The subject or LAR is a member of a distinct cultural group or community in which signing forms is not
the norm;

e The research presents no more than minimal risk of harm to subjects; and,
e There is an appropriate, alternative mechanism for documenting that informed consent was obtained.

LSL)
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Presenter Notes
Presentation Notes
Waiver of Documentation (signature) of Informed Consent 
The IRB may waive the requirement for documentation of informed consent if any of the following apply:  
The only record linking the subject and the research would be the signed informed consent form, and the principal risk would be potential harm resulting from a breach in confidentiality, and each subject or LAR will be asked whether the subject wants documentation linking them 
with the research; or,  
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 research presents no more than minimal risk of harm to subjects;  the subject or LAR is a member of a distinct cultural group or community in which signing forms is not the norm; and, there is an appropriate, alternative mechanism for documenting that informed consent was obtained. 


In cases where a waiver of documentation of informed consent is requested, verbal informed consent may be allowed. ��Verbal informed consent occurs when a member of the research team and a potential subject verbally  interact, and the subject gives their consent to participate verbally. The member of the research team and the subject can be in the same location or can be communicating over the phone or through some �other electronic means (i.e. Zoom).

When a waiver of documentation of informed consent is granted under 45 CFR 67.117(c)(i) (the only record linking the subject and the research would be the signed informed consent form, and the principal risk would be potential harm resulting from a breach in confidentiality, and each subject or LAR will be asked whether the subject wants documentation linking them to the research), the IRB requires that the person consenting provide the option for the subject or LAR to sign the verbal informed consent document (e.g., script and/or information sheet). Whether or not the subject or their LAR decides to sign, the person consenting should also sign the verbal informed consent form and document how verbal consent was obtained. 
 
When the waiver of documentation of informed consent is granted under any other category, the IRB requires the person consenting to sign either the verbal informed consent form (information sheet) if consenting in person or the verbal informed consent script if consenting over the phone or via other electronic means. The person consenting should also document how verbal consent was obtained. 
 
The same requirements apply for documenting verbal HIPAA authorization when the IRB has granted an alteration of HIPAA authorization. 




Verbal Informed Consent

Information Sheet and Script

When the documentation requirement is waived and verbal informed consent is
allowed, the study team must provide the subject with an information sheet
(either printed or electronically)

When verbal consent is obtained over the phone for informed consent, the study
team is also required to have a script to be used by the person obtaining consent
When the waiver is granted under 45 CFR 67.117(c)(i) (only record linking subject
and research is signed ICF), person consenting must provide option for
subject/LAR to sign the verbal ICF document (e.g., script and/or information
sheet).

When waiver is granted under other categories, person consenting must sign the
information sheet if consenting in person or the verbal script if consenting via
phone or via other electronic means.

Person consenting should also document how verbal consent was obtained.

o\
i?‘? l LSL)
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Presenter Notes
Presentation Notes
Please refer to LSUHSC IRB templates for verbal information sheet and script.



Waiver or Alteration of

HIPAA Authorization

The IRB may approve a waiver of or alteration to HIPAA Authorization if any of the following apply:

45 CFR 164.512(i)(ii)(A)

The use or disclosure of protected health information involves no more than minimal risk to the
privacy of the subjects based on, at least, one of the following:

i. An adequate plan to protect the identifiers from improper use or disclosure; and/or,

ii. An adequate plan to destroy the identifiers at the earliest opportunity, unless there is a health,
legal, or research justification for retaining the identifiers; and/or,

iii.Adequate written assurances that the protected health information will not be used or disclosed to
any other person or entity, except as required by law for authorized oversight of the research

project, or for other research for which the use or disclosure of protected health information
would be permitted.

45 CFR 164.512(i)(ii)(B)

e The research could not practicably be conducted without the waiver or alteration

45 CFR 164.512(i)(ii)(C)

e The research could not practicably be conducted without access to and use of the protected health
information

LSL)
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Presenter Notes
Presentation Notes
Under the Privacy Rule, the IRB may grant an alteration of HIPAA authorization and allow for verbal HIPAA authorization if some or all of the following apply: 

In cases where the HIPAA authorization requirement is altered and verbal HIPAA authorization is allowed, the IRB may require the investigator to provide the subject, either printed or electronically, with a HIPAA Authorization document without subject information lines and signature lines. When verbal authorization will be obtained over the phone or via other electronic means, the IRB also requires that the study team have a script to be used by the person obtaining authorization.  
 



Verbal HIPAA

Information Sheet and Script

In cases where HIPAA authorization requirement is altered and verbal HIPAA authorization is
allowed, the study team may be required to provide the subject with a HIPAA Authorization
document without subject information lines and signature lines (either printed or
electronically)

When HIPAA authorization is obtained over the phone for informed consent/HIPAA, the study
team is also required to have a script to be used by the person obtaining
consent/authorization

When the waiver is granted under 45 CFR 67.117(c)(i) (only record linking subject and
research is signed ICF), person consenting must provide option for subject/LAR to sign the
verbal HIPAA document (e.g., script and/or information sheet).

When waiver is granted under other categories, person consenting must sign the information
sheet if consenting in person or the verbal script if consenting via phone or via other
electronic means.

Person consenting should also document how verbal HIPAA was obtained.

Cia

h R
i?‘n | I& LSU
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Presenter Notes
Presentation Notes
Please refer to LSUHSC IRB templates for verbal information sheet and script.



Waiver of Parental Permission

(45 CFR §46.408(c)/45 CFR §46.116(c))

* The research or demonstration project is to be conducted by
or subject to the approval of state or local government
officials and is designed to study, evaluate, or otherwise
examine

i. public benefit or service programs;

ii. procedures for obtaining benefits or services under those
programs;

iii. possible changes in or alternatives to those programs or
procedures; or

iv. possible changes in methods or levels of payment for
benefits or services under those programs.

 The research could not practicably be carried out without
the waiver or alteration.

LSL)
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Waiver of Parental Permission

(45 CFR §46.408(c)/45 CFR §46.116(d))

e The research involves no more than Minimal Risk to the
subjects.

* 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.

* Whenever appropriate, the subjects will be provided with

additional pertinent information after participation.

LSL)
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Waiver of Parental Permission

(45 CFR §46.408(c))

* The research protocol is designed for conditions or for a
subject population for which parental or guardian
permission is not a reasonable requirement to protect the
subjects.

* An appropriate mechanism for protecting the children who
will participate as subjects in the research is substituted.

* The waiver is not inconsistent with Federal, State, or local

law.

LSL)
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Waiver of Assent

(45 CFR §46.408(a)/45 CFR §46.116(c))

The research is not FDA-regulated.
The research or demonstration project is to be conducted by
or subject to the approval of state or local government
officials
The research or demonstration project is designed to study,
evaluate, or otherwise examine one or more of the following:
i. (i) Public benefit or service programs.
ii. (ii) Procedures for obtaining benefits or services under
those programs.
iii. (iii) Possible changes in or alternatives to those programs
or procedures.
iv. (iv) Possible changes in methods or levels of payment for
benefits or services under those programs.
The research could not practicably be carried out without the
waiver or alteration.

LSL)
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Waiver of Assent

(45 CFR §46.408(a)/45 CFR §46.116(d)/21 CFR §50.55(d))

* The research involves no more than Minimal Risk to the
subjects.

* 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.

* Whenever appropriate, the subjects will be provided with

additional pertinent information after participation.

LS
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Check For Understanding

The study team knows that they need to retain the
original signed copy of the consent form. They have
kept the last page of the consent document in the
study files, since this is the only page with signatures.

What is the issue?
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Check For Understanding

The study team knows that they need to retain the
original signed copy of the consent form. They have
kept the last page of the consent document in the
study files, since this is the only page with signatures.

What is the issue?

The study team must retain the full original copy of
the signed form, not just the page with signatures.
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Check For Understanding

As their IC procedures, the study team member
wants to provide the participant with a copy of the

consent document and ask them to read it over and
ask questions.

What is the issue?
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Presenter Notes
Presentation Notes
No! Need to have a dialog with the participant and to go over the important points of the consent form with the participant. 


Check For Understanding

As their IC procedures, the study team member
wants to provide the participant with a copy of the
consent document and ask them to read it over and
ask questions.

What is the issue?

The study team member needs to have a dialogue
with the participant and go through the entire
consent with the subject. The consent acts as a guide
for the conversation.

LSL)
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Presenter Notes
Presentation Notes
There should be some back and forth and the study team member should go over the important points of the consent form with the participant. 

Recommendation is to practice going over the consent for a given study so that you are familiar with the key points ahead of time. 



Check For Understanding

True or false?

The regulations strongly suggest but do not require
that the informed consent process be delivered in a
language that is understandable to the subject.

LSL)
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Presenter Notes
Presentation Notes
chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https://grants.nih.gov/sites/default/files/PHRP_Archived_Course_Quiz_English.pdf


Check For Understanding

True or false?

The regulations strongly suggest but do not require
that the informed consent process be delivered in a
language that is understandable to the subject.

FALSE.

The information that is given to the subject or the
representative must be in language understandable
to the subject or the representative.
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Check For Understanding

Can you provide an example of when a waiver of
consent/assent may be appropriate?
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Check For Understanding

Can you provide an example of when a waiver of
consent, assent, or parental permission may be
appropriate?

Example 1: A medical record chart review study

Example 2: A study with participants under the age
of 18 about sexual activity, STDs, use of illegal
substances, HIV status, cancel, and child abuse

LSL)
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Implementing Effective Informed Consent

)\

Knowledge Appreciation

e Relevant * HOW the'
information information
disclosed applies to the

subjects’ own
interests and
preferences
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Presenter Notes
Presentation Notes
The PI or delegated research team member need to ensure the subject or the subject’s LAR expresses understanding of information presented on the clinical research study, their participation is voluntary, and the subject can withdraw at any time without penalty. However, there are a lot of factors that go into subject understanding of the study.

Knowledge: covered in the last presentation at length. Need to assure information disclosed is appropriate, clear, and understandable.

Not just disclosing the information but also facilitating comprehension and promoting the voluntary nature of the decision – this requires considering the potential participant’s context.
Understanding is more than knowledge or recitation of facts; must absorb information disclosed in consent process and think about how it applies to their own interests and preferences
E.g. know it’s a randomized placebo controlled trial but believe doctor will ensure get the medication
Need to help them process and understand the relevance of the information

Research teams needs to pay attention to how well subjects understand; and that subjects are in a position to make choices.
Important to NOT just focus on written documentation of informed consent, but rather subject comprehension
 The question is not just “are all of the risks listed?” but also “is the overall risk clear and understandable and how will researchers now whether subjects understand the risks and factor them into participation decisions?”





Barriers to Effective Informed Consent

Participant Factors Study Team Factors

e Low Health Literacy
e Limited English Proficiency
e Cognitive Impairment

e Learning Disabilities or
Educational Level

e Hearing/Vision Impairment

e Confusion about the process
& its purpose

e Intimidation

e Stress or Time Pressure

e Memory

e Therapeutic Misconception

36

e Lack of time
e Overly complex materials

e Lack of interpreter support
e \Wrong assumptions about

patient comprehension
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Presenter Notes
Presentation Notes
Where do these failures come from?

Literacy--
More than one-third of US adults have basic or below basic health literacy, more than half of US adults have basic or below basic quantitative literacy (difficulty understanding numerical presentations of risk and benefit data)
Specific subjects may be at higher risk of low health literacy/numeracy


Consent forms have increased over time and often complex, written at high reading level and contain legalistic language



Therapeutic Misconception

So what T hear you

saying \s yeu'll pay
me 40 aek r.m-ul-
/o in.

-5
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Presenter Notes
Presentation Notes
Therapeutic misconception: research subject misunderstands purpose of research as individualized treatment for their own benefit (Appelbaum & Lidz 2008)
Decisions to participate in health research (especially if potential therapeutic benefit) are complex, private, and often hold great personal significance for individuals. 


Other Barriers: Coercion

Occurs when an overt or implicit threat of harm is
intentionally presented by one person to another in
order to obtain compliance.

Example: Investigator tells prospective participants
that they will lose access to needed health services
if they do not participate in the research.

LSL)
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Presenter Notes
Presentation Notes
Coercion occurs when an overt or implicit threat of harm is intentionally presented by one person to another in order to obtain compliance. 
Persuasion (i.e., of an unwilling person) to do or agree to something by using obvious or implied force or threats.


Other Barriers: Undue Influence

Often occurs through an offer of an excessive or inappropriate reward
or other overture in order to obtain compliance.

Example: Investigator promises psychology students extra credit if
they participate in the research. If that is the only way a student
can earn extra credit, then the investigator is unduly influencing
potential participants. If, however, she offers comparable non-

research alternatives for earning extra credit, the possibility of
undue influence is minimized.

Undue Influence can be subtle.

Example: Patients might feel obligated to participate in research if
their physician is also the investigator, or students might feel

pressure to participate in research if everyone else in the class is
doing so.
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Presenter Notes
Presentation Notes
Undue influence, by contrast, often occurs through an offer of an excessive or inappropriate reward or other overture in order to obtain compliance. 
Undue influence also can be subtle. 


Minimizing Coercion and Undue Influence

* Reasonable assessments can be made by the IRB
to minimize the likelihood of undue influence or
coercion occurring.

Example: restricting levels of financial or
nonfinancial incentives for participation, carefully
reviewing how incentives are described to
potential participants

* Itis up to the IRB to use its discretion in
determining which circumstances give rise to
undue influence.

Example: an IRB might consider whether the
informed consent process will take place at an
appropriate time and in an appropriate setting,
and whether the prospective participant may feel
pressured into acting quickly or be discouraged
from seeking advice from others.

* Known benefits should be stated accurately but
not exaggerated, and potential or uncertain
benefits should be stated as such.
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Presenter Notes
Presentation Notes
Because of their relative nature and lack of clear-cut standards on the boundaries of inappropriate and appropriate forms of influence, investigators and IRBs must be vigilant about minimizing the possibility for coercion and undue influence. Reasonable assessments can be made to minimize the likelihood of undue influence or coercion occurring.

Because influence is contextual, and undue influence is likely to depend on an individual’s situation, it is often difficult for IRBs to draw a bright line delimiting undue influence. It is up to the IRB to use its discretion in determining which circumstances give rise to undue influence. 


Tips for Improving Patient Communication

I THIHE

HE'S OM FAGE

L5 HE DamE
WITH THE CONSENT
Tl _.!
| | II.

* Practice!
* Be empathetic and honest
» Keep it simple and do not rush

* Speak slowly and use easy-to-understand
speech

* Observe the participant’s body language

* Get a sense of what the participant already
knows and what the participant wants to
know

* Recognize differences in education or literacy

* Consent document guides your interactions
and supports the consent process

* Consider using supplementary materials
(must be IRB-approved)
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Presenter Notes
Presentation Notes
Practice the consent process with colleagues; this will help your familiarity with the consent form and the key information to go over in each section

Bedside manner is just as important as research as it is in medicine, if not more. Be kind and empathetic
Do not exaggerate the benefits or play down the risks. Tell it like it is when it comes to consenting 
Disclose any financial conflicts of interest if part of your COI management plan
Take your time. It is of the utmost importance that the subject knows what they are agreeing to and have time to make a decision. Do not rush the process because that is where problems occur. 

Be specific and use examples

Create an environment and conversation where the patient experiences no feeling of coercion or undue influence. Can subjects safely say no?
Watch the patient’s body and face
Be prepared for a reaction
Pay attention to body language; if the patient appears confused or uncomfortable, ask if they want to continue or would rather stop 

Ask questions to get a sense of the potential participant’s knowledge, experience, frame of mind, health literacy, motives, values, etc.
Active listening
You can always ask what the patient knows about their disease or the disease being studied (“What did Dr. X say he’s going to do? … Okay let’s go over it in more detail now.”; if don’t understand enough, bring back the PI/Sub-I to go over it again.)
Ask the patient what they want to know before you begin so you can focus on certain areas of the consent and ask after to ensure their questions are answered

When you are enrolling an educationally diverse population, sometimes that means spending more time with patients who are not as educated or literate to ensure they comprehend as well as those who are more educated. 

Use the consent document to guide your interactions and support the consent process 
You should go through the entire consent with the subject. The consent acts as a guide for the conversation. 
Use consent forms as an outline for discussion with patients (e.g., to ensure that all key information about risks and benefits is presented). 
Focus is on facilitating the individual to make their own decision about participation
Make participants partners in the research and not merely means to another’s end

“Enhanced consent forms” combined with extended discussions were most effective in improving subject understanding in a 2013 systematic review study (Nishimura et al, 2013)
Enhanced form studies looked at in this study included studies that tested simplified forms, forms with low reading levels, some that added pictures/graphics, or color, and some that created booklets and supplementary materials
Multimedia formats with written information may bolster understanding (e.g., videos, webcasts, etc)
If you can create an interactive consenting experience, the subject is more likely to retain the information. 
REMEMBER: all documents and tools used for consenting must be provided to the IRB for review and approval.


Tips for Improving Patient Communication

Actively assess for understanding
* Teach-Back
 Open-ended
Make sure participants are given opportunity to
decline and are aware of their right to do so
* Are confidential procedures for consent or
refusal needed?
Allow potential participants to take the forms home
to review
e Make sure participants do not sign until study
team member is present!
Principal Investigator or delegate should be
available to answer questions
Develop a system to track consents and re-consents
After participation is complete, get feedback about
the consent process

42
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Presenter Notes
Presentation Notes
Use a “teach back” method in which patients are asked to repeat back the information that has been presented to them. 
Many consider Teach Back to be the best way to confirm that the subject understands the study. 
An informal open-ended understanding assessment might include questions such as “What do you expect to happen in this study?”, “What is the best and worst thing that could happen?” “Could you say no?” “What would happen if you said no?”

Make sure patients are given an opportunity to decline procedures and are aware of their right to do so.
May need to also consider strategies to allow subjects to say no without others (family, doctors, tribe members) knowing why (i.e. confidential procedures for consent or refusal)

Let them take the forms home if they want to think about it, that way all the information is readily available to them. 

Even if the PI is not part of the consent process (hint: they really should be), they should be readily available to answer questions or have a delegate who has the knowledge to answer questions that a coordinator may not be able to tackle. 

Ensure all study staff know where to find current forms
Always check expiration dates on forms
Destroy expired or outdated consent forms and move expired/outdated electronic consents to an Archive file 
Have a process and place for signed forms to be kept
Check when subject’s next visit is and put a note in your calendar to remind yourself to reconsent

Ask for feedback after participation is complete: What do they wish they had known? What were they glad you told them? What did they not need to know? 


Check for Understanding:

Can you give an example of coercion?
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Presenter Notes
Presentation Notes
Example 3 is the winner! 


Check for Understanding:

Can you give an example of coercion?

Examples:

Imagine a professor doing survey research about sensitive and private topics who
wishes to use their students as participants, and who threatens to fail or penalize
any students who do not complete the survey.

Imagine a physician who threatens to withhold access to some service or product
unless their patient participates in a research study that they are conducting.

Imagine an investigator threatens to pay a participant less than was promised at
initial consent unless they continue in the trial.

The Many Faces of “Coercion” and “Undue Influence”
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Presenter Notes
Presentation Notes
Example 3 is the winner! 

https://www.advarra.com/blog/the-many-faces-of-coercion-and-undue-influence/#:%7E:text=Historically%2C%20the%20main%20examples%20of,Nazis%20during%20World%20War%20II.

LSU Health Coordinator Competencies

Onboarding

Ethical Standards

Protocol Compliance

Developing the Informed Consent Form
Informed Consent Process and Procedures
Patient Recruitment & Retention
Management of Patients

Documentation & Document Management
Data Management & Information Technology
Financial Stewardship

Leadership & Professional Development
LSL)
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Links to Regulations

Belmont Report

Common Rule (45 CFR 46)

FDA Regulations (21 CFR 50 & 56)
ICH Good Clinical Practice
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https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/index.html
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=50
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=56
https://www.ich.org/page/ich-guidelines
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