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PURPOSE:

The ethical conduct of clinical investigations is based upon the voluntary consent of the subject who
has been appropriately informed about a study’s risks and benefits. It is the responsibility of the
investigator to ensure that all federal and state regulations have been met through the language of the
informed consent document, and that informed consent itself has been properly obtained from the
subject or the subject’s legal representative. Documentation of the informed consent process is
required to establish that the subject was accurately and adequately informed and that no study-
related procedures were initiated prior to obtaining informed consent.

This standard operating procedure (SOP) describes the steps for fulfilling the regulatory and ethical
requirements for appropriately obtaining the subject’s informed consent. It applies to obtaining
consent under general requirements or routine circumstances, as well as identifies the specialized
procedures for obtaining informed consent from subjects who do not speak English and from
children. This SOP also specifies the conditions for exceptions from the general requirements for
obtaining informed consent and for emergency research, as well as reconsenting already enrolled
subjects.

DEFINITIONS/ABBREVIATIONS:

e Central Institutional Review Board (CIRB): The CIRB Initiative is a partnership
between the NCI CIRB and local institutions based on the signed Authorization
Agreement and Division of Responsibilities document. The CIRB conducts all IRB
reviews of selected NCI-sponsored trials.

e Clinical Research Nurse/Coordinator (CRC): Clinical Trials staff responsible for
oversight and coordination of assigned protocols

e Clinical Research Organization (CRO): An organization that provides support to the
pharmaceutical, biotechnology, and medical device industries in the form of research
services outsourced on a contract basis.

e Clinical Trials Office (CTO): Centralized clinical trials staff, responsible for the
conduct and support of SLUHN clinical trial functions

e Electronic Medical Record (EMR): A digital/electronic version of a paper chart and
documents that contain all of the patient’s medical history.

e Epic: An integrated electronic health record system utilized by St Luke’s University Health
Network (SLUHN) to support functions related to patient care.

e Good Clinical Practice (GCP): A standard for the design, conduct, performance,
monitoring, auditing, recording, analyses, and reporting of research that provides
assurance that the data and reported results are credible and accurate, and that the rights,
integrity, and confidentiality of subjects are protected

e Health Insurance Portability and Accountability Act (HIPAA): A rule that provides
subjects with federal protection and rights with respect to their individually identifiable
health information while permitting entities the disclosure of health information needed
for patient care.
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Informed Consent Form (ICF): IRB approved form outlining all aspects of a clinical

trial in lay language, signed by the subject consenting to participate.

e Institutional Review Board (IRB): Independent ethics committee formally designated
to approve, monitor, and review biomedical and behavioral research involving human
subjects.

e Legally Authorized Representative (LAR): 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 (45 CFR 46.102(c)).

e National Clinical Trials Network (NCTN): A group sponsored by the National Cancer
Institute to allow members to participate in large national studies.

e Principal Investigator (PI): Lead investigator, responsible for the sound conduct of the
project in accordance with the protocol and regulations.

e Research Finance Compliance Analyst (RFCA): Clinical Trials Office staff member
responsible for the overall day to day pre and post-award financial operations of SLUHN
industry or grant funded clinical trials.

e Standard Operating Procedures (SOPs): Detailed, written instructions to achieve
uniformity of the performance of a specific function.

e St. Luke’s University Health Network (SLUHN)

SCOPE:

This SOP applies to those members of the clinical research team involved in obtaining informed
consent from research subjects, and those responsible for the oversight of the policy. This
includes the CRC, Sub-Investigators, Clinical Trial Managers, Director of Clinical Trials and
Research, and Principal Investigator.

This policy describes the process:
e Starting from the time that a patient may be eligible for a clinical trial
e Ending after a patient signs informed consent and all proper documentation has been
completed

This policy is applicable to:
e Industry Funded clinical trials
e NCTN clinical trials
e Government funded clinical trials

PERSONNEL RESPONSIBLE:
This SOP applies to the CTO personnel involved in the informed consent process of clinical trial
subjects, as well as clinicians and the PI.
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ROLES:
The following information describes which areas and associated roles that shall adhere to this
policy:
e PI: The PI shall be responsible for the overall oversight of the trial.
e Clinical Research Nurse/Coordinator (CRC): The CRC shall be responsible for
providing thorough study information both verbally and written to the patient and/or
LAR, and consenting study subjects utilizing the current IRB approved ICF.
e Clinical Trials Manager: The Clinical Trial Manager shall be responsible for oversight
of the informed consent process as it pertains to this SOP.
e Director of Clinical Trials and Research or designee: The Director of Clinical Trials
and Research shall be responsible for the oversight of the CTO staff as it pertains to this
SOP.
e Sub-Investigator(s): The Sub-investigators shall be responsible for the consenting of
subjects as delegated.
PROCEDURES:

All research personnel shall maintain integrity and compliance with all regulations and
GCP guidelines.

The CRC or designee shall provide subjects with the informed consent document(s), and
any other pertinent study material approved by the IRB.

The CRC or designee shall have a detailed conversation and review the ICF thoroughly
with subject and/or LAR in the appropriate language and comprehension level, and
answer an questions.

The CRC or designee shall ensure all proper information is collected and documented in
the study record and medical record (See Attachment C), and provide the subject with a
signed copy of the ICF.

The CRC or designee shall make a copy of the ICF for the medical record for upload to
EPIC, and maintain the original signed copy in the research shadow chart.

INFORMED CONSENT PROCESS

Role

Step Activity

CRC or designee 1.0 Review the current IRB approved informed

consent form with the subject, in the subject’s
primary native language, by discussing all of
the elements: provide an overview of the study,
explain its purpose, procedures, risks and
benefits, drug and comparative agent (if
applicable), alternatives, research-related
procedures, etc. so the subject is able to make
an informed decision about participation.
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NOTE: ICF shall contain all required elements
per FDA regulations, and shall utilize the
SLUHN ICF template (See Attachment A).
Exception: CIRB studies will utilize the NCI
consent and HIPAA.

NOTE: If the subject does not speak English,
please either have the entire ICF translated into
the subject’s native language using the current
SLUHN translation service, or utilize the
SLUHN Short Form Consent as referenced in
Steps 2.0 through 2.9.

NOTE: If the subject is unable to give written
informed consent, provide the above
information to the subject’s LAR per local law,
and utilize the Surrogate Consent (See
Attachment B) in addition to the main study
consent.

NOTE: Subjects shall be reconsented once
able to provide informed consent on their own
behalf. If they decline, they shall be withdrawn
from the study.

CRC or designee 1.1 Allow the subject or LAR sufficient time to
read the document and ask questions.
Encourage input from family members and
other care providers, if appropriate.

NOTE: This process shall be documented in
the patient’s research shadow chart
(Attachment C)

CRC or designee 1.2 Ensure that the subject or LAR signs and dates
all pertinent ICF(s), as well as the person
obtaining consent.

CRC or designee 1.3 Review Teach-Back questions with subject or
LAR and document responses.

CRC or designee 1.4 Provide the subject or LAR with a copy of the
signed informed consents.

CRC 1.5 Maintain the original signed/dated ICFs in the

research shadow chart.

Effective Date(s): Revision Date(s):
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CRC 1.6 Make a copy of the ICF with the patient’s
printed name and birthdate in the medical
records bin for scanning into EpicMaintain the
original signed copy in the research shadow
chart.
CRC or designee 1.7 Obtain a signed and dated W-9 from the

subject if payment during study duration is
provided to the patient from SLUHN.

NOTE: A signed copy of the W-9 is given to
the RFCA, the Director of Clinical Trials and
the manager along with the Requisition for
Check.

INFORMED CONSENT USING THE SHORT FORM

Role Step

Activity

CRC 2.0

Develop a summary of the study outlining all
of the elements of informed consent: provide
an overview of the study, explain its purpose,
procedures, risks and benefits, drug and
comparative agent (if applicable), alternatives,
research-related procedures, etc.

CRC 2.1

Send the Short Form Consent template (See
Attachment D) to the current SLUHN
translation service provider for translation into
the subject’s native language if not already
available.

CRC or designee 2.2

Obtain the translated Short Form Consent Step
2.1, along with a Letter of Authentication, and
add study specific information (e.g. IRB # and
Pl info) to the translated Short Form Consent.

Regulatory Coordinator 2.3

Submit the study summary from Step 2.0, the
translated Short Form Consent, and the Letter
of Authentication to the IRB for approval.

CRC 24

Provide the current SLUHN translation service
provider with the IRB approved study
summary from Step 2.3

CRC 2.5

Utilize the language line phone to have the
current SLUHN translation service provider
verbally review the study summary provided to
them in Step 2.4 in the subject’s native
language, allowing ample time for questions.

Effective Date(s):
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NOTE: This process shall be documented in
the patient’s chart (See Attachment C)

CRC

2.6

Ensure that the subject or LAR, as well as the
person obtaining consent, signs and dates the
short form, ensure that an impartial witness
sign both the study summary sheet and the
short form to document that the informed
consent process was properly implemented,
and ensure that the person obtaining informed
consent signs the summary.

CRC

2.7

Provide the subject or LAR with a copy of the
signed informed consent documents.

CRC

2.8

Maintain the original signed/dated ICFs in the
research shadow chart.

CRC

2.9

Make a copy of the ICF for the medical record
with the patient’s printed name and birthdate,
and place in the medical records bin for pick-
up and scanning into Epic.

NOTE: Maintain the original signed copy in
the research shadow chart.

CRC

2.10

Obtain a signed and dated W-9 from the
subject if payment during study duration is
provided to the patient from SLUHN

NOTE: A signed copy of the W-9 is given to
the RFCA, the Director of Clinical Trials and
the manager along with the Requisition for
Check.

EXCEPTION FROM INFORMED CONSENT FOR EMERGENCY RESEARCH

Role Step Activity

Not Applicable Exception from informed consent shall only be
applicable to life-threatening conditions or
emergency research and be approved by both
the FDA and IRB.

Pl or designee 3.0 Establish that a licensed physician not

participating in this study, who is an IRB
member or a consultant to it, determines that
the clinical investigation cannot be conducted
with prior informed consent from subjects for
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all the following reasons:

e The subjects are in a life-threatening
situation, where available treatments
are unproven or unsatisfactory, and
scientific knowledge gained from the
study will be used to determine the
efficacy and safety of the test article,

e Informed consent cannot be obtained
from the study subjects or LAR prior to
initiating the experimental treatment,

e The clinical investigation could not be
carried out without waiver of consent.

Pl or designee 3.1 Assure that risks to the study subjects are
reasonable and subjects may directly benefit
from the research study

Pl or designee 3.2 Obtain community input prior to initiating the
study.

Pl or designee 3.3 Ensure there is an independent data monitoring
committee to oversee the study.

Pl or designee 3.4 Make every attempt to obtain informed consent

from the subject or LAR, when feasible, and
document all attempts to do so.

Pl or designee 3.5 Ensure that family members have been
afforded the opportunity to object to the
subject’s participation

Pl or designee 3.6 Provide public disclosure of summarized
results of study at the conclusion of the study.

WAIVER OF INFORMED CONSENT IN EMERGENCY SITUATIONS

Role Step Activity

Pl or designee 4.0 Establish that informed consent cannot be
obtained from the subject for all the following
reasons:

e The subject is in a life-threatening
situation requiring the use of the test
article,

e Informed consent cannot be obtained
from the study subject,

e There is insufficient time to seek
consent from the subject’s legal

Effective Date(s): Revision Date(s):
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representative,

e No appropriate alternative therapy is
available or recognized as being
effective.

Pl or designee 4.1 Obtain documentation from an independent

second physician that the life of the subject is

at stake and above requirements for Waiver of

Informed Consent from Step 4.0 are applicable.

NOTE: If time does not permit the
independent judgment of a second physician
and the life of the subject is at stake, administer
the test article.

CRC 4.2 Provide the IRB with documentation from the
investigator and the second physician from
Steps 4.0 and 4.1 within 5 working days of the
emergency use of the test article.

CRC 4.3 Notify the sponsor as soon as possible of the
above actions.
CRC 4.4 Document all information in the subject’s

medical record and research shadow chart.

AMENDED INFORMED CONSENT PROCESS

Role Step Activity

CRC 5.0 Make a determination as to whether
reconsenting of enrolled patients is necessary
based on the revisions to the protocol/consent
per institutional and IRB policies.

NOTE: The SLUHN IRB requires
reconsenting of patients only when the updates
affect the risk versus benefit in the study and/or
the changes affect the currently enrolled
patients or their decision to continue with their
participation (See SLUHN IRB Policies and
Procedures: Policy IC 602).

NOTE: If the updates are no longer relevant to
patients then reconsenting is not required (e.g.
if the patient is in survival follow-up).

NOTE: If reconsenting is not necessary, any

Effective Date(s): Revision Date(s):
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new information should be relayed to the
patient and documented in the research chart at
next patient contact.

CRC

5.1

Contact all subjects enrolled in the study to
request that they sign the revised informed
consent form, if applicable.

CRC

5.2

Review all changes to the study with the
subject or LAR and allow sufficient time for
them to carefully read the updated ICF and ask
questions.

CRC

5.3

Review Teach-Back questions with subject or
LAR and document responses

NOTE: This process shall be documented in
the patient’s research shadow chart (See
Attachment C).

CRC

5.4

Ensure that the subject or LAR, as well as the
person obtaining informed consent, has signed
and dated the revised informed consent.

NOTE: Repeat Steps 1.3 through 1.6

INFORMED CONSENT OF MINORS

Role

Step

Activity

Not Applicable

In patients less than 18 years old, informed
consent of the one or both of the subject’s
parents, or the subject’s legally authorized
representative, shall be obtained before
enrollment.

CRC

6.0

Determine whether the study has the potential
to enroll minors.

Regulatory Coordinator

6.1

Ensure the Informed Consent is written
accordingly (e.g. in the format of Parental
Permission) and that it contains the Children’s
Assent signature line for IRB approval.

CRC

6.1

Utilize the Surrogate Consent Form (See
Attachment B) and follow all Steps outlined
for obtaining Informed Consent (See Steps 1.0
through 1.6)

CRC

6.2

Obtain the assent of the child if they possess
the intellectual and emotional ability to

Effective Date(s):
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comprehend the concepts involved in the study
utilizing the assent signature line of the Main
ICF.

RESOURCES:

45 CFR 46.102(c)

21 CRF 50.24

21 CFR 50.25

21 CFR 312.54

45 CFR 46.116

21 CFR 312.60

FDA Internal Compliance Program Guidance Manual, 1994; 7348.811: Clinical Investigators
FDA Information Sheets, October, 1998 Frequently Asked Questions, A Guide to Informed
Consent Documents, Informed Consent and the Clinical Investigator, The Belmont Report and
Declaration of Helsinki

May 9 1997 International Conference on Harmonisation; Good Clinical Practice: Consolidated
Guideline

Endorsed by: SOP Committee (5/15/15; 4/8/16)
Approved by: Tracy Butryn, Director of Clinical Trials and Research (5/28/15; 6/29/16)

Effective Date(s): Revision Date(s):
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ATTACHMENT A

52 lukr'y Uniroosty Mokl Meraede

1
2 St. Luke's University Health Network
3 Informed Consent/Assent Docoment for Huoman Subjects Research
4
5  Depariment
]
T Principal Investigator: Telephome:
g
¢ Colmvestigator(s): Telephome:
10
11  Aledical Study Title:
12
13 Lay Stady Title:
14
13 Sponmsor:
15
17
18 What Is Informed Consent / Parental Permission? jdelere one or the orier)
1%

20 You Yourchild arefiz being azled to tals part ina medical rezsasch stody. Az raguired by fadars]

21 gegulations, thiz fssasrch stody has beon fovieswed and appaoved by an Institutiomsl Beview
12  Bomd (IFE), & committss that reviews, sppioves and mondtods ressarch involving homans,
13  Beafors youw'vouwr child can maks a dacizion about whether to participata, pow'vons child should
24 understand the poesible rizk: and bonefits felatad to thiz stody. Thiz proces: of lesming and
15  thinking sbout a stody before vou'vou and vour child make a dacizion iz known as igformed
26 cowsert and includss:

7 # Faosiving datsilsd information about thiz resesch stody;

28 # Beingazskad toread sign and dats thiz consant form, oncz yow'vour child understand the
i) study and have docided to participate. If pow'vour child dom't'doesnm®t understamd
30 somathing about tha study of if vou have guastions, yow'von and'or your child should azlk:
3l foq an explanation befiore zigning thiz foom;

31 # Being given a copy of the ziened and datad conzant form to kesp for vour own r2cogds.
a3

34 (Delefe fthe paragraph below i there iv no fhergpensic infervenstion ar IF only recriifing Realthy
35 comfrols)

36  YouYour child should undsrstand that wpour'ponr child’s relationehip with the study doctos iz
37 differemt than yourvour child®s ralationship with pour'your child's treating of parsonal doctod.
38 Ths treating doctod treat: a3 spacific heslth problam with the goal of improving a medical
30  conditiom. A study doctor treats all subjacts acooqding to A fesasch plan to lesm showt the
40 experimentsal drog, devics of procedurs baing stodisd and with the understanding that wow'vous
41  child may of may not benefit fom being in the stedy. You should sk guastions of the stody
41  doctor andior stody tesm if vou want to kmow mods shout thiz.

43
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44 Thus prompt and the following seciton should be deleted for non-drug studies
5
48  Thetvpe of studvvou arebeingaskad to jom is knowmnas a Phase studv. Fesert 1,23 or 4
j; and pick the apprepriate description. Delste the resg.
4% APhase | research studyis ons that determinas the safe dosea ranes and sids effects of a new
30 drugand how thebodvabsorbs and gats rid of thedmg. Phase | studies are dons on small
31 numbers ofindividuals, nsuallyfavrarthan 30, Phasa 1 studias ars usnallvdome on haalthy
32  indiwvidusls. Phase | studies ofanti cancer dmes are nearlvalways dons on patients with cancer.
33 These studizs araconsidered experimentsl and their treatment valus isunkmnown.
34
33  APhase2 research studyis doneto get further information on safety, dosage, and side effects,
36  andto collact preliminary informmation abourt how well 8 drgwords for a certain disease Phasa2
37  studies usumallyhave very strictrules about who mawvand who mavnot bein the study. Phase 2
5%  studies mey compare the new drug to a placebo (insctive fubstance) or to & knovwn trestmant and
5 usually enroll about 100 subjacts.
60
61  APhase 3 studvis dones on larse nurnbers ofindividuals using the best dose as discoverad in
62  earlier phase studies. Phase 3 studiss mav compars a new dme to a placebo (inactive substanca)
63  orto other available treatments. Thers are ususlly strict rules sbout who may and who mav not
64  participate in the studies. Phase 3 studies mavenroll himdreds or even thousands of subjects
]
66  APFPhasz4 studyis donz aftera drughas bea approved by the Food and Drug Administration
67 (FDA). Phasa4 trials find out how thenew dmg wodcs and what are the side effects when used
68  inthe “real world™ — that is in patisnts who mavhave othermedical condition s in addition to the
69  onethe dmgis designed to trest, and who mavbe taking other medications for thess conditions.
70  Phase 4 studies mav enroll tans of thousands of subjects.
71
72 What is the purpose of this stndy 7
T3 (Please be as Brigf av pessible, wre loy language, and do met cur ard paste from the investigater
T4 brochure)
L]
:_E| How many individeals will participate in the study and how long will the study last?
T8 XXX patisnts will participats nationallwworlderida fdalere the irreloaans ong). Wa hopa to anroll
79 XX patients at 3t. Luke’s Universite Haalth Netwrork Your involvemeant in the study will last
80  about waaks.
81
22 What will I'my child have to do during the study T
83 (Please bebrigf Unless standard of care rrearmien o orocedures are an incegral pare of tee study, provide
84 enlybrigfdescriptions of them and thar e subject will be asked te sign o Separate consent regarding
Eg standard tesreprocedures {f thar iv the casai.
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&7  What are the risks or discomforts mvolved?

22 (If onlyrisk is loss of confidentialiny or prychelegical discomyfery, indicare tharand delere the remaindr
29 gfrhis secrion)

91 (Please ensure thas risks gre written in Loy langrage and thar they are in agresmens with those livted in the

2 Imvestigagor Brochure or, if agpBcable, the package insere Ifpossable desoribe rigks as “Likely™ (10% or greatea)
93 “possible™(3-9%) and “Rare™ {less than 3% Please do nor desoride fie rigky of mandard af care procedures or
94 freasmens ifsubject is signing g separare consent for these procedures).

96  Yowwour child should call the studvdoctoras soom as possibla at XOO-00-3000Y i, during

97  thecoursa ofthis study, vou'vour child develop/develops any of thes e sida affacts or symptoms.

98  Thestudvdoctorhastold vouthat if wour'vour child’s condition worsans, if side effect become

99 wverv severs, orif it turms out that being in this study is not in rourvour child’s bast interast,
100 wouw'wour child will be taken out of the study.

141

102 (Delete one or the other of the following seciions reloted to pregrancy)

103

104 What are the risks to fetnses, infanis and pregnantwomen? (Dealete the section below that does
103 mor apphy

104

107  Pregnant women or woman who arsbraast faeding should not be in this study becanss exposurs
108  to investigational drugs may be hazardous to an embrye, fatus or nursing infant. Even
1092  medications that ars well known and prescribed mayr have adverss effects onan embrvo or fatus.
110 As with any medication, there are unknovmnrisks. Tobe in this study vouand vour partner must
111 practice adequatebirthcontrol measures. The studvdoctor will discuss acceptabla mathods of
112 birth control with vou If vouare a woman of childbsanng potantial, vou will have a pregnancy
113 testbefors making a decisionabout being in this study. This raquires sither a urine test or that
114  blood be drewmnfrom aveinin vourarm {1-2 tsp.) prior to the start of the studvand according to
115 studw guiddlines. The results of this preenancy tast will be mads availabls to vou priorto the stert
116  of the study.

118 Ifvoubecome pregmant dunng the course of this study, vou should netify the study doctor as
119  soon as possibla.

121  If vouare aman participating in this study, vou alse should practice adeguats birth control

22 Dbecause investigationsl drugs mav haveadverse sffects on speon that could also advarsalvaffact
123 afetus. If vourparmerbacomas pragnant duning the couse of tha study, the sponsor may want
124 to follow her through the pregnancy and receive information on the pregnancy outcoms. She will
125  beaskedto signa separataconsant form or a fomm forreleass ofmedical information to collact
126  this information.

128  Ifvouare apersonin a same s=x ralationship, itis not necessary forvouto practica birth control.

129  However, if vou arafemals, vouwill still have to have pregnancy tests according to the study
130  protocol.

Effective Date(s): Revision Date(s):
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131 What if my child is pregnant or becomes pregnant?

133 Prepnantwomen shouldnot ba in this studvbacauseexposurs to investigational drugs may ba
134  harardouste a fetus. Ifvour child isa famalsable to have childran {vour child has menstral
133  periods), shawill have a prapnancy tast before making a dacision about participating in this
136  study. The presnancytast requires that bloodbe dmwmn from a veinin vourchild’ s arm (sbout 1
137 tsp.) or thata urine sampls batastad on= or twro days prier to the start ofthe treatment program.
138 Therasults of thapregnancytast will be made available to vour child priorto the initistion of this
138 study.

141  Presently, vour child isnot pregnant and should not plan te becoms peenant while participating
142 inthis study. Yourchildhas beenadwisad to routinalv practice a madicallv-acceptad method of
143 birth control. Such methods will be discussad with vour child by the study physician.

145 Ifvourchildis prasnant or breast faading, she cannet participats in this study. Yourchild should
146 notplanto becomspraenant whils participating in this study. If sexually active, vour child
147  shouldussaffactivebirth control to pevant preenancy whils participating in this study. Whera
148  appropsiats the study phesician will diseuss issuss regarding sexual activite and the use of
149  affactive contraception privataly with vourchild Easults ofanypresmancytast condonctad during
130 thecourse ofthe study will be madaavailsblato vour child. By law, all minors have a right to
131  confidentialitvywhendiscussing issuas of preenaney and contmeaption witha phyvsician Whilaa
132 desired outcoms of these discussions is the sharing of this information with the family, the
133 decision whether to do sois upto vourchild and altarnative support will be provided to herwhan
134 necassarv.

136  Ifvourchildis a sexmallv-active mals, he should also practics birth control measuras since
137  experimental dmgs mavhave an advarss effact on sperm and therafors could also adversaly
138 affact a fatus.

160 (If the srudy involves o drug witk known feral toxicitier (2., Thalidomide, Warfarin, Methetracats,
161 et} please List the known risis and alse indicate that there are urnknown risks to_fetal oxposure)

162 Are there alternatives to being in the study?

163  Youw'wour childdo/does not have to participatein this study. {Delate everpthing thar follows in this
166  sectiom [Frota device, or theragpy siudy) Thare mavbe otheraltarpatives that could be considerad,,
167 These alternatives would includs: (Describe altermatives, such s standord of cars, other
168  oxperimental protecels, atc. ).

170  The studv doctor will provide information about the study and anv altarnative treatments
171  awailable to wouw'vour child.

Effective Date(s): Revision Date(s):
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HIPAA Aunthorization: How will privacy and confidentiality (identity) be protected ?

e R |

information is callad “protactzd health information™ (FHI). FHI includas information that
identifiss wouw'vour child personallv suchas nams, address and social security number, or any
meadical or mental heslth record, or tast result, that mavhave this sort of information on it. The
179 laws state that wou'vour child may see and review vourhis/her St. Luke’s University Health
180  HNetwork madical records at anv time. Howeaver, in a rassarch study, wou'vourchild may not see
181  the study rasults or otherdats about the study until aftar the ressarch is complatad unless the
182 studv doctor decides otherwriss.

3
4
73 Federal rapulations raquire that cartain information about individuals bekept confidential. This
£
g

184 If vowwourchildjoinjoins this study, thefollowing individuals or sntitiss mav have accass to
183  wour/vourchild’ s PHI and by law must protact it. These includs investizators listed on this
186  consentformand other parsonnel of 5t Luke’s Universite Health Natwork invelved in this
187  specific study, includine the Institutional Review Board (IRE), and wour/vour child's health
188  insurance company (ifnscassary for billing for standard meadical cara). It mayalsobe providad to
189  other peopls or eroups as follows: (Follow fie ingmcrion, and fien delere all irafioied language along with
190 thiz pramps)

191

192  ({If thiz iv a study where PHT will be shared with researchers af other institutons, add
193 “Researchers ar (name of institution) ™ This applies o collaborative research arnd not to mult-
194 cemter comimercially sponsored climical trials )

193

196  Your‘wvourchild s PHI mavals o ba sharad with the following entities that, whils not obligatad b
197 lawto protect PHI, will protect it to the bast of their abilite: [delete any ensitier below fhar are nos
198 relevans and add any sneities necessary)

194 *  (Imsert mame of spensor) whichis providine funds to St. Luke’s University Haalth Natwod:

200 to conduct this ressarch

201 ¢ Thea Food and Diug Administration (FDA)

202 ¢ A Contract Research Orpanization (CE0) or other dasignatad entitv whichhas bean hired
203 by the sponsor to coordinate and/'or monitor the study

204 * Sponsor collaborators and'er sponsor business partners

205 * A Dats and Safety Monitoring Committae (DERIC),

206 # Raszarch Moniters hired by the sponsorto ovearssaths studvand review madical racords
207 to ensura study-ralatad information is corract,

208 ¢ With anv parson or agency raguirad by law

209

;.:} %I The following infommation will be provided to the study spomsor and otherentitias notad above:

212 Study data for analysis: listany study data that may be shared je g, lab results, imaging studies,
213 guestiormoire resulis)

214 Demographic data: bsrany demographic data thar may be shared (o g. Race and Ethnicity if
213 federally funded and include any other imformation thar is relevandg )

Effective Date(s): Revision Date(s):
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216 Other: fdescribe or delere if none— include phote, audictapes, ete. [ applicabley

218 Ifvouwwourchild develop/davelops anillness or injury during the courss of wvourparticipation in
219 this study, otherPHI about treating and following the condition may be generated and disclosed
220 as itralates to this stude. Your/ ¥ our child’s PHI mavbe used'disclosed 1) until the end of the
221 ressarch study OR 2) indefinitelv. {Choose qppropriate opiien. )

223 YouYourchild mawvquit the studvandrevoks parmission to uses and share vour PHI at any time
224 by contacting the principal investieator, in writing, at: (frsert Rare and address of PT). If vou'vour
225  child guit'guits the study further collaction of PHI will be stopped, but PHI that has alrsady been
226  collacted may still be usad.

228 Theresults of clinical tests and procedures pefformad as part ofthis ressarch maw beincludad in
229  wour/vourchild's madical racords. The information from this studv mavbe published in scimtific
230 journals or presantad at scientific mestines but vow'yourchild will not be personally idantifisd in
231 these publications and prasentations.

233 After vour information is shared with others, liks the sponsor, it may no longsr beprotactad by
234 thePrivacy Rule. The people who racefve this information coulduse it in ways not discussadin
235  this form andcould diseloszit to othars. The sponsorwill useand disclose information about wou
236  onlv for ressarch or regulatory purpo ses orto prapare ressarch publications. Inaddition to usine
237 it forthis study, the sponsormay reanalvzs the studw data at a later dats or combinevour

238  informationwith information from other studiss forressarch purposss not directly relatad to this
239 studv. Whenusing the infermation in thesa wavs, the spensor sy share it with other

240 ressarchers, its business parmers, orcompanias hirsdto providerasearch-ralated services.

241  However, vour name will neverappsarin any sponsor foms, raports, databases, orpublications,
242  orinany future disclosues by the sponser.

243 A description ofthis clinical trial will ba availabls on http://wrerer Clinical Trials gov, as raquired
244  bv U5 Law. This Wab sitawill not includs infernation that can identifvrvou. At most, this Web
245 sitewill include a summary ofthe rasults. Youcan search this Wab sits at anvtims.

247  What if | am/my child 1s injured as a result of being in this study T (Delate this section [fre
248 imterventiom and siudy is eruly minimal rick)

230  Inthe event that vou'vourchild experience/sxperiances a ressarch-relatad injury, neacassary and
231 awailabls madical cars{includine hospitalization) will be providad. A ressarch-ralatedinjurvis a
232  phwsical imjury orillness resultne to yow/vourchild that is directly cansed by any procadurs or

233  treatmentusadin this studvthat is different from the treatment vouw'vour child would receiva if
234 vow'vowr child wera/was not participatine in a research study. If wouw'vour child areis physically
235 injured dusto anvdmg/substance orprocedure properly given under the plan for this study,
236  medical sxpansas for treating the injurewill ba billed to vourinsumnes carrisr. You should ba

L

aware that someacosts mavnot becoverad byinsumnes. (Ifa sporseread study, delete the preceding

Effective Date(s): Revision Date(s):
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238 remremesand imsert the following semtence. Ifnot sponsored er jf supported by a grane or NTH, delete
239 thefellowing semtercs) Costs not coversd by vour insurance may bepaid for by the sponsor of this
260  study. Therais noplanto provids compensation for loss ofwages, lost time from work parsonal
261  discomfort, or for injuriss or problems related to vour undarlving medical condition{s].
262

263 (If sponsored study insert the following sentence, if not delete i) [f vou have quastions about
264 the sponsor’s agreameant regarding pavmant for a reseamch-relatad injurvpleasediscuss with the
263  study doctor.

el 1]

267  Ifwow'wou orvourghild receive/recaives a bill ralatad to a ressarch-ralated injury that seems
268  wrong please discuss it with the study doctor or ressarch coordinator.

169

270 Will I'my child benefit from being in this stndy 7

271

272 YouYourchildmswrmer not fekeese ong banafit from being in this rassarch, but we hope that
273 whatwe leam may be halpful to futurs patisnts or socisty in general. Possible bensfits from
274  being in the studv mav includs: (Plaare lisr addirional bemefite or delate the Last semtence)

275

276 Will I'my child be paid for being in this stady?

:"E You will'will not feheere orel raceive pavment for vour participationin this studv. (I payrient is
279 imvelved, indicate how miuck for sack vicir and the toral amount af the end of the study, and insart
280 below lamguage

281

282  Youwill be askedto provide a completed W-2 Form in ordarto receive payvment. A blank W-2
283  will ba provided to vou alemg with this consent form to complete should vou dacide that wou
284 would liks to participate in this trial and receiversimbursement. Your complatad W-2 will be
28%  maintasined by the 5t. Luke’s University Health Netwodo Accounting Department as raquirad by
286  the IES and our internal policiss to release any pavments.

287

288  Should studvpavments mest orexcead 5600 in one calendar wear, wou will be issusd a 1099
289  Formto report studv pavments as taxsble income as required by the IRS. We do not foresesyouwr
290 paracipanon folling under the reporta ble income paramsters ax there are only o totel of

291 study visirs, thus the maximum you will be paid for your participation is § .

282

293  Inaddition vouwill not be paid if inventions and/or patants are daveloped from the studx
294 results.

285

296 Will I'my child be told about any new findings?

187

298  Anvthinglsamsd dusing the study, bensficial ornot, that mavaffect wour/sour child’s health or
299  wour/wour child’s willingnass to continus in the studw, will be teld to wouw'vour child and
300  explained.
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301  Disclosare of Financial Interest

302 {Ifrhiz iz a sponsored seudy, complete the sentence below. Ifnor, delete this section)

303

304  The sponsorof this clinical study, Jis pawing 8t. Luke’s University Haalth Metwork to
303 conduct this study.

306

307  Are there costs related to being in this study?

308

309  Rescarch Procedures {Describe the procedures that are experimenial)

314

111  Theinvestizational agent/device (choose one) willhwill not fchooze ones) be providad by the
312 spomsorfresof chargs {[[frec being suppled by sporser, indizate how it will be paid for). (Delete the
113 fllswing sentence ifi does mot apply) In someressamch studies thers are costs rzlated to givinga
3114  medicationor having surpervto implanta deviceand these mavbe billad to insurance. If that is
313  thecase, the studvdocorwill discuss this with vouvour child bafors vou'vour child agres to ba
116  inthe studv If a study drie or devies becomes commercially availabla whils wouw'srour child
317 aredis still in the study, vou may beasksd to purchass it voursaf through insurance until the end
318  of your/vour child’s participation in the studx.

120 Swemdard Testing Procedures

122  Procedures testsand doctor’s charges resulting from being in the study that are considarad
323 standard of care will be billad to wourwour child s health insurance carrier. These are chargas
324  thatvou'vourchild would havewhether or not wouw'vour child were participating in a ressarch
323 study. Itis possiblethat vourvour child’s insumnes comparmy may dany pavment. If that happans
326  wow'vour childmay beraspensiblafor some orall of thesa charges. The studv doctor will explain
327  to wowwourchild which procaduras, tasts and doctor wisits are considered standard of cars.

329 Ifvowwourchild receive/raceives a bill that won think is wrong, pleasadiscuss it with the study
330  docter or resesarch coordinator.

132 CanIDI'my child be removed from the study or guoit the study?

133 {Plense adiust wording in the poragrapks below [Frot a treatment or dodee study)

334

133 Your Yoy child’s decizien to participate in this rassarch studyis entirelv veoluntary. YouwYour
136  child have'hss beentold what being in this studywill involve, including the possible risks and
337 benefits.

338

339 YourYoprchid’s participation in this research project mav betermmated b the studvdoctor or
340 study sponsor (deete sponsorif not relevany without vour/vourchild s consent'assent for anv
341  reasonthathe'shefzelsis appropriste. (Fou muay also add speaficcircumstances for removal of
342 a2 subject from the study)

343
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344  YouYourchild mayrafusa to partticipats in this investieation or withdmw consant and quit this
343 study without penaltyand without affecting woursrour child’ s abilityr to receive medical cars at
346 5t Luke’'s University Haalth Natwrork.
347
348 If vouw'vourchild withdravs'withdraws from this study, wou'vour child may continue traatment
349 wwith vour/his/her 5t. Luks’s University Haalth Materork doctor, or vow'vour child may sesk
3530  treatment from anether doctor of vourfvour child’s choics.
351
332  Should wvouvourchild dacids to withdmwr fromthe study, please be sure to inform the study
333 doctor, Additional tasts orprocadures mavbe needad to ensure vour safety. The studwy doctor
334 will axplain why thess tasts or procaduras are nacassary.
155
356
35?+ CONTACT INFORMATION
35%
"Telaphone mmbearfor at. Luke's University Health | Inserr telephons numbar
gquestions about vour rightsas | Netwrork Institmtional Baviaw
a rasearch participant Board
For quastions, concarns or The Principal Imvestigator, Insert telephons number
complaints about the raszarch | D
or if wou suspsct a raszanch- of any co-invastisator listad at
relatad injury the baginning of this fomm
359
360
361
362
363
g4
365
66
367
368
369
370
371
372
373
374
375
376
377
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37E By vouragresmentyour permission to participate’allow your child fo participate in this

3T study, and by signing this consent form, you are not waiving any of your' your or your
380 child’s lezal richts.

3E1

382 You affirm that you have read this consent form, and have been told that you will receive a
383 oopy.

34

385 You also authorize the nse and diclosure of yvour health information to the parties listed in
388  the HIPAA anthorization section of this comyent for the purposes asdescribed.

JER

ERi

380

301 Your Mames (pisase print or Dpgl

342

ELE

304

305 Xopr Signatues Diata
304
387
308
300 Mams of Parzon Conducting

40  Cons=nt

401

442

403

404  Signaturs of Perzon Conducting Dhats
405  Consant

404

407

408

40

410

411  Print=d nams of child

412 {if “Child A=zani™)

413

414

415

414  Bignature of child Diata
417

418

41%

420
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411 TEACH-BACK FOEINFOBEMED CONSENT (GEEFATER THAN MINIARAT BEISK
411 STUDIES)

423

24 1. Iz thedrmg ordovice wead i thizs stedy FDA appaoved?

T
426 TES WO Dor T FEMEMEEF.
427
428 1. Do vou have tobe in this ressarch in osder to be abls to receive your wsnal caa?
424
430 TES N0 DOMTREMEMEEE.
431
431 3. Do voun undarstand the rizks of baing in thiz stedy?
433
434 YTES WO
435
436 4. Is thess a riskf=) vou would liks to know muogs showut 7
437
438 TES WO
430
440 If waz what rizlz)
441
442 3. Iz thers a banafit to vou Som being in thiz stody?
443
244 TES N0 DOM'TREMEMEEE.
445
4485 &. Age there other treatments vow can got for vour condition without being in this resasrch
447 =tudhy?
448
440 YTES WO DO T RPEMENEEFR.
450
451 T. Will vou ba paid fior being in this study?
4352
453 TES N0 Do T FEEMEMEEFR.
454
455 2. Canvwou drop out of thiz study at any time fior any reason and =till r=ceive care from the
456 study doctor of your resular doctor?
457
458 TES N0 DOM'TREMEMEEE.
450
480 2. Do vou nead to tell the study doctor or study 2taff if vouw a2 going to guit the study?
461
442 YES KO DOT RPEMENEEFR.
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443 If parient iv being recensenied due fo oftdn ges in thee sy o af muay gffecr portciparnon, plerss
484 grower below guestions in oddifion to tie oheve:

&5
:E’-% 1. Hawe the rizks changed simoe vour indtisl conssnt?
jgﬂ TES N0 LT PENEREEFR.
i?ﬁ 1. Have the reguirements of participation changed zince vour indtial comsamt?
:'; TES 0 DO T EENMEMMEEE. _
i'i 3. Do wou understand the changes that have beon mads since vour indtial consant?
:';'- TES MO DO FEMEMEEF.
s
Effective Date(s): Revision Date(s):
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ATTACHMENT B

ST. LUKE'S UNIVEESITY HEALTH NETWOREK
STRROGATE CONSENT FOR A REESEARCH PROTOCOL

Do rime vt

Princira] Tovestizaior: T dnnybuceren-

CorTorvesizasons): Ted=phcae:

Ml=dical Tide:

Lay Tida:

Name of Seyject

COMFLETE SECTIONS “A," “B™ AND “C™ BELOTV.
A EREEASON FOR SURROMGATE CONSENT:

Reascn for Sobject's Ioatdliny Tin Give Tnfonmed Comment’

E SURROGATE INFORRATION:

. COURT CRDER AUTHORIZING GUARDIAN CONZENT

Dade of Cader: HName of Guoandias:

_ S POWNFEROF ATTORNEY Hame:

- ] -1 Name:

. PARFTHWT Names:

AT CHOLL HNames:

L ADULT EROTHERSISTER Name:

S ATHERADULT RELATIVE Name: Belatioarshin:
i PATIENT'S ASSENT TO PARTICTPATE:

T sobject's axoesr do incheicn in fhe smdy wrax somsin and obmined

The sobpect’s assea 1o #nchosion 30 the stody was songhi and deoded

The sobject’s axoea was oot sooEht

Reazon for Subject's Ioahiliny fo Axeeat:
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SIgROINres:

Hama of Surmogats

SumoEats 5ignahea Diata

Mams of Perzon Conducting
Con==mt

Signaiure of Parzon Condocting  Data
Consant

Effective Date(s): Revision Date(s):
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ATTACHMENT C

Documentation of Informed Consent Process for Clinical Research Study

Sty tithe:

Fatient Mams: Diate of Birth:

This signed and dated document shall serve 55 cerification that all of the below list=d reguired

signing the sctusl Informed Consent Document, both in writen and verbal format.

resesrch shadow chart.

elements of informead consentwere provided to the subject or legally authorized representatve

The HIPAA consent is contsined within the Infomed Consent document, and has slso besn discussed.

A copy of the actesl signed and dated Informed Consent has also been provided to the subject or
legslly suthorized repres=entative, and the original signed docwument shall b2 maintainedin the

Element of Intomed Consent Dhscussed Liate

Initials! Person
obtaining
consent

A Sisiement Ihal ihe STU0y INVONES IeSearch, an SxpIanaien of e pUlos =5 of 1he
res=arch and the expected duration of the subjects participation, 3 descripton of the
procedures to be followed, and identification of any procedwres which are
experimentsl

B O=sSCriplion of any reasonably Ioresesahis Nsks of Q5 Comions 1o The SUDEcL

A OESCriphon of any DEneTis 10 The SUDECT of o CHErs wWich may Ieasonanly De
expected from the research.

A OECIOS0NE O SppTopnais SNenaive procedur=s of CoUISSs o ITesunant, T Sny, that
might be sdvantageouws to the subject

A Statement descnbing The exient, | any, 1o wWhich Conmaennalny of reconas Ieniying
the subject will b2 maintained and that notes the possibility that the Food and Direg
Administration may inspect the records

Fof rESEarch Involving More Than minimal NSk, 3n S pIEnsnon 55 10 W heier Sy

oM peEnsation and an explanstion a5 to whether any medical trestments are avsilsble
if injury ooccwrs and, if 5o, what they consist of, or where further information may be
obtained.

Al EXPIENSTEN of Wiem 10 CONECcT 10T SnEwels 10 PEMnent QUes Bons S0oUut the
resesrch and research subjects’ rights, and whom to cpntsct in the eventof 5
reseanch-related injury to the subject

A statement Thal pamcIpaion 5 W oluniary, That refusal o pancpaie wWilline ohvens
penalty or koss of benefits to which the subjedt is otherwvise entitled, and that the
subject may discontinwe participation st any time withouw penaly or loss of bensfits to
wihich the subject is otherwis= entitded.

A STatement TNS1Ihe parcUlEr ITEsSHnan of proceaune may oy e Nsks 1o The SUDEs
{or to the embryo or fetus, if the subjectis or may become pregnant) which ars
currenthy unforesessble

ANTICIpETEd CIrCUMES En0es Bge! wich TIe SUDEC] 5 PR icIpaion May e Tenmunsied
by the investigator withowt regard to the subjecs conssnt

Effective Date(s): Revision Date(s):
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ANy 20dmonal Sosts 10 e SUbpest that ma)y res it Tnom FIE.IE EK}H in the resasnch

ety 1o e -
A sisiEment 1I1a15u;|nrru:an1 new fl l:III'IQE -:Ievelq:eﬂ'-:lurlng The CoOLTSE of e resealch
wihich may relate to the subject’s willingness to continwe parbcipaton will ke prowvided
to the subject.

The approsimals NUMDeT of S UDects Ivohved N e STedy.

The patient spesks, reads snd undersisnds English? O Ol
If NOy, Mame of translator;

Translstor spesks, reads, snd wnderstands English? OY OMN

Process wtilized to obtain consant;

Subject meets eligibility criternia as owtline in the current protoco 7
OYOM
O M/A - Reason:

The protocol consent was reviewsd with the patient and 3l guestions were sddressed and
answersd?
OYOmM

The Informed Consent Teach-back sechon was reviewsd with the subject and a3l guestons andior
lzck of wnderstanding were addressed ™
OYOM

The subject agresd to participsts and the consentwas signed and dated T
OY On

Consent was obtsined prior to any reseanch procedures being performed?
OY ON

Date & Time 1CF signed

Wiare sy recruitment materials or advertisements used'discussed withthe subject ™
OY ON

“IF “wes™ file 8 copy with the signed consent form and provide & copy to the subject™

Certification of Person Conducting the Consent Process:

Frinted Mams

Signature Date

\ Effective Date(s): \ Revision Date(s):
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ATTACHMENT D

st. Luke's University Health Metwork
Permission to Take Part in a Human Research Study

Short Form Page 1

i’bu are being asked fo take part in a research study.

Before youw agrea to take part, someone will explain to you!

Theat thea study invoelvas resassnch

Th= purposas of tha rezaarch

How long vou will bain the sszasrch

st vl s 1o o

“What iz srperimental

Fizks of dizcomfiorts to wom

Eeamafits to vou of others

Othear chodoss vwou might haes

Who will 220 vou infodmation

You voluntess 1o ba in a resasrch stndy

Whathar or not vou taks part is up to vou

Yo can Chosnes ot 1o taks part in the resssnch stndy

You can asyes o take part noow and later changs vour mimd

Whateyver vwou decida it will not ba hald azainst vou

If vou have guestions, Comosme of Complaints of thinl: tha resasrch has host vou, wow can talk
to the rezesrch team af [Insert contactinformation for the reseam:h team]

Thiz r=z=zrch has beon reviswed and appoovad by an Institutions]l Bevisw Board. You may tdk
to them at 484-526-404400 meadaifairzFelhn. o0z for any of the followine:

Yous questions ConosmE of Complaints s not being answersd by the resssrch team
You cannot 1each the rezsarch team

You want 1o talk to somepns besides the ressasrch team

You kave guestions sbout vour rights as a ressarch subject

You want to gt information of provids inpat aboast this ressanch

Whern applicable, sonmrecne will explain to your

Whathar wou will gat traatad o paid if injury eoours

Th= possibility of unlmowm rizsks

When vou may be takan off the research without vour asresment
Added costs foodm talting part

“What will kappen if vou stop takine part

St=ps o safely stop taking part

When pevwinformation will be told to wow

Th= number of peopls sxpactad to taloe part in the 1==asrch

Theat the Food amd Dirng Ao nd steatiomn may inspact the reooqds
What happenes to collacted data if vow stop taking part

An sxplanation of v Clinical Trisls. sov

[Thars are Two SQNALre pages arcachsd 1o this Templars consant Lise the signamirs Dags or Dagas
approprare fior pour strdy. The IRE recommands thar pou maks Separdrs Consant Jooumants for aach
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. Signamre Block for Capable Adult
Yout =i pnature doomeants voul permmission to talos part in this resssnch.

Simnatme of suwhject Diat=

Printad nama of subjact

Signatre of perzon obtaining consamt Diata

Printad nama of por=on obtaining consant
By sizrmatmre bedow docmemnenis fhat the informadicn #n the comment docmment and any other writien foformation was
accmrately explained fo, and appaneodly modesmiond by, dhe mobject, and foi comment was Feddy ghven by the mobjeci

Signahee of witness 10 consant poooass Diat=

Printad name of per=on wilnessing conesant poocsss
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Signamre Block for Adult Unable to Consent
Youf =i snatee deommeants vour pemmyission fod the named zubjact 1o tale part in thiz rezasnch,

Printad name of subject

i

Signature of lagally suthosizad rspresantativa Diata

Printad name of lagally authorizad sspassantativa

Signahre of perzon obtainine conesmt Diata

Printad nams of per=on obisiming consamt
By sizmatene: hedowr docmenis fhad the: ioformadion in the comment docmment and any other writen doformmtion wa
acczradely explained to, and appare oty mademicod by, the sobjecd, and that consen was Fedy givea by the subject

Signatere of withess 10 COnEant proosss Diata

Printad nams of per=on wilnsssing consant poocass
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