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Informed Consent Problems...
Main Findings from Monitoring and Audits:

 The Consent Form:
— expired
— altered
— non-IRB approved (no stamp or logo)
— Incorrect (e.g., e-mailed version or for another study)

 The Consent Process:
— missing or incorrect or unauthorized signatures
— missing or incorrect dates

— no verification of the consent process or indication that
the subject received a copy of the consent

— missing forms/document retention
— not re-consenting (WIRB)
— not following the IRB approved consent process



Informed Consent Form Problems
Expired Forms

“Paper Application” elRB Application

"Date: June 1, 2007
Principal Investigator: Marcus Welby, M.D)

Date: Jene 1, 2007
Application Number: 01-02-02-04

Principal Investigator; Marcus Welby, M.D.
Application Number: NA_D000xxo

13. What does your signature on this consent form mean?
By signing this consent form, you are not giving up any legal rights. Your signature means that you understand the

al Expires 09/26/2006

information given to you in this form, you accept the provisions in the form, and you agree to join the study. 15. What does your signature on this consent form mean?
Your signature on this form means that:
WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM * you understand the information given to you in this form
= wvou accept the provisions in the form
NOT VALID WITHOUT THE [RS STAMP OF *,_you gres Io join the study T
CERTIFICATION You will not give up any legal rights by signing this consent form.

APPROVED WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM
SEP 2 9 7005 This consent form is approved fronf09/27/2005 to 09/26/20
JHM BB Do not sign after the expiration date of<09/26/2006.

FOR ADULTS AND CHILDY CAPABLE OF GIVING CONSENT:
Do not sign after the expiration date of< 09/28/2006 Farikipants Signatire -

FOR ADULTS NOT CAFABLE OF GIVING CONSENT ¢

FOR ADULTS AND CHILD LE OF G!Vmﬁ
E ;‘ir./’t &/l/l/)—; L/t S T S e
L7

r's Signature

i

Relatiaship of Surrogate to Participant
FOR CHILDREN NOT CAPABLE OF GIVING CONSENT:

FOR ADULTS NOT HM{LE OF GIVING CONSENT 2

Signanare of Surrogate/GuardianHealth Care Agent for Participant Date Signature of Parent e
ip of Sutrogste 1o pant :
FOR CHILDREN-NOT CAPABLE OF GIVING CONSENT:
Signature of Legal Guardian (when applicable) Diate
Signature of Parent Date
Signatare of Parent # 2 (45 CFRLA0G and 407 studies) Date Signature of Child {over 12 years oid) for Assent Date
STGNATURES): .
Signature of Legal Guardian (when applicable) Dte W @4{ 3’,{ -;’ﬂt’] 7
: . i Signature of Pesson Obiaining Consent Dare
SIGNATURE(S): e L .
» . e (investigator o IRE Apgroved Designee)
1A~ /o7
ftﬂ'ﬁf&?ﬂcﬁmﬁm@;) l - Witness to Consent Procedures (Ogtional unbess [RB or Sponsor requined) Drate
A
) NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEFT BY THE PRINCIPAL INVESTIGATOR; A COPY
— - - el “Date MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF THE CONSENT FORM MUST BE PLACED IN
Witness to Consent Procedures (Optional unless [RB o1 Sponsor required) THE PARTICIPANT’S MEDICAL RECORD.
- - i FOR OFFICE USEONLY:
NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL ) ] ]
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIP s AND, IF APPROPRIATE 4 COPY OF STUDY APTROVED FOR ENROLLMENT OF: ___ Adubis Only _X__ Adulis and Children. ___ Children Orily

THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT'S MEDICAL RECORD.

FOR OFFICE USE ONLY:

STUDY APFROVED FOR ENROLLMENT OF: _X_ Adults Only ___ Adults and Children Children Ouly

Page Tof7
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Informed Consent Form Problems

Alterations to the Form

Changes made to the form itself reflecting exceptions or
deviations to the approved protocol

Datz: June 1, 2007
Prircipal Invesnganor. Marcus Welby, M.D.
Application Mo.: ™A (0000

Date: June 1, 2007

Principal Investigator: Marcus Welby, M.D.

Application No.: NA_0000xcxx
you iry your best on each one. You do nol have to answer any question that you do not wish to, and you
may stop at any time.

Research . .
Darring this studv. we will collect and keep information about you and how you are feeling. You will be

The tests may require up to five hours w complete, but we will take breaks for rest, lunch, ete, If the
testing cannot be completed in one day, we would ask that you return for one additional visit within two

weeks,

In some cases, portions ofsome of the tests will be andio- or videotaped or otherwise ded. Your
identity will not be disclosed on any @ The ing will be used only for research and
teaching purposes.

Two years later, we will contact you and ask you to return to have the same tests and interviews
performed again. Thereafier, if funding for the study permits, we would like to ask you to return for
periodic follow-up visits, not more often than once & vear,

(‘}&R What are the risks or discomforts of the study?
You may become tired and frustrated wnh some 0thetest.|rl,g Every effort will be made to make your
ible, Breaks for lunch and rest will be scheduled;

h visit as and
other may be taken if needed.

+ Blood and Urine Samples
Blood and urine samples collected for research purposes are an important part of this long-term study.

We will be collecting blood and urine samples to see how your Is with inflammation (irritation)
and blood clotting (clumping of blood cells.) We are also inte studying different substanc;s in
your blood that might cause disease. We will collect aboul of blood at your first visit,
about] lespoons of blood at each 3-month visit, and about 4 tablespoons of blood at each menthly
lab visit. This includes blood tests you may need as part of your routine care.

@

We will also collect a urine sample at the same time as the blood samples.
If children weigh less than 30 kg (66 Ibs), a smaller amount of blood will be collected.

Samples for routine care will always be collected first, and then research samples to follow Federal
idelines on blood coll

Pagedof 1l
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Informed Consent Form Problems...
Incorrect or Invalid Form

* Occurs when related studies are being conducted
simultaneously or have similar application numbers.

 Unstamped Consents are emailed to the site.

— The form is occasionally utilized without heeding the
accompanying IRB instruction:

“Dear Dr. Welby,

Attached is the IRB approval memo for the continuing review, for your protocol number
01-02-03-04. The attached electronic consent form cannot be used to enroll
subjects; it is only for your files. The hard copy of the approval memo and stamped
consent form, that can be used to enroll subjects, have been sent to your office.
Contact the IRB office at 5-3008 if you have any questions about this information.”




Informed Consent Form Problems...
Forms Not IRB approved

Site uses unstamped ICF email-version upon approval/re-approval (no stamp)
Site uses elRB submitted version (no logo)

Dfie.’l.lune 1, 2007 Brincipal lnvestigator; Marcus Welby, M.D.
Principal investigator: Marcus Welby, M.D. Application Number: NA_0000xx0
Application Mumber: 01-02-03-04

16. What does your signature on this consent form mean?
WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM Your signature on this form means that:
®  you understand the information given to you in this form
®  you accept the provisions in the form
®  you agres 1o join the study
You will not give up any legal rights by signing this consent form,

NOT VALID WITHOUT THE IRB STAMP OF
CERTIFICATION

WE WILL GIVE YOU A COPY OF THIS SIGNED NT FORM
This consent form is approved frofi

Do not sign after the expiration date o
, - Q i tas, Mpcltors, e
Do not sign after the expiration date of: ,

) W R S
FOR ADULTS AND ABLE OF GIVING CONSENT! i of Pérticipant
e Rl ¢fof 7 e bty i)

Mame of person obtaining consent or Investigator's Name

FOR ADULTS NOT CAPABLE OF GIVING CONSENT ¢ /%Wv/ M’% M gﬂ/[l-'f/w

Signature of Person Obtaining Consent or Irmasti,gﬁmr‘s Signature

Signafre of Susrogate/Guzrdian Health Care Agent for Participant Date
Relntionship of Surragate to Participant: _ .
FOR CHILDREN NOT CAPABLE OF GIVING CONSENT: Name of Legally Authorized Represeniative
Signature of Parent Tate i of Legally R ive (LAR) for ADULTS NOT Date
CAPABLE of GIVING CONSENT (Persans from the following categories in order of
priovity may be a Legally Authorized Representative: Health Care Agent; Legal Guardian;:
Signature of Parent # 2 (43 CFR 406 and 407 studies) Date Spouse; Adult chitd; Pavert; Adult sibling: Friend or other relative)
Signature of Legel Guardian (when epplicable) Date Relationship of LAR te Participant (indicate why the LAR is authorized Date
to act as a surrogate health care decision-maker under Maryland Law)
SIGNATURE(S): ./&
S W .
- el S
Signature of Ferson Obiaining Consent T Datg ¢
{Investigator or [RD Approved Designes) Name of Witness
Victmess to Comsent Frovedures (Opfioal waless TRB or Spomsor required) Tate
Signature of Witness to Consent Procedures (optional unless TRB or Sponsor required) Dare
NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT'S MEDICAL RECORD. INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT ‘S MEDICAL RECORD.
| FOR OFFICE USE ONLY:
| STUDY APPROVED FOR ENROLLMENT OF: __ Adults Ouly ___ Adults and Children ___ Chikdan Only on TR 1
STUDY AFPROVED FOR ENROLLMENT OF: _X_ Adulis Only __ Adulis and Childrsn____ Children Only |-
Page S of 6
Pl nad By sl st Arsth it ebecbrose DUV Vs & PageBaf 8
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Informed Consent Process Problems...
Signatures Irregularities

Missing Signatures

— Either: PI, Consent Designee, Parent, Legally Authorized
Representative, and/or witness (if required)

Form signed by unapproved signatories

— Personnel not added to the study
e Post-docs
 Research Fellows
 Research Assistants
 Nurses
« Study Coordinators
e Administrative assistants
» Other clinical or office staff

e Signatures in the wrong place



Informed Consent Process Problems...
mproper Signature Dates

 Form dated after commencement of study procedures or
missing

Date: June 1, 2007

Date: June 1, 2007
Principal Investigator: Marcus Welby, M.D. Principal Investigator: Marcus Welby, M.D.
Application No.: NA_ 00000 Application No.: MA_0000xx00
Approval Expires 5/31/2008 Approval Expires 5/31/2008
16. What does your signature on this consent form mean? 16. 'What does your signature on this consent form mean?
Your signature on this form means that: Your signature on this form means that:
* you understand the information given to you in this form + you understand the information given to you in this form
*  you accept the provisions in the form * you accept the provisions in the form
*  you agree to join the study * you agree to join the study
ou will not give up any legal rights by signing this consent form. You will not give up any legal rights by signing this consent form.
WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM
This consent form is approved from 6/1/2007 to 5/31/2008. This consent form is approved from 6/1/2007 to 5/31/2008.
Do not sign after the expiration date of: 5/31/2008 <*—— Do not sign after the expiration date of: 5/31/2008
: o) -
Dave Mac e 2. Lt Jlaehanz,
Name of priicy Name of participant
: : >/ ) < = p{&Wbt, —
- of My Jrrars, /1 /07 A Mae S_/:.}/{Dup
Signatur of Partigfpant "Date Si Participant Dlate
MiReewr [/ B gy , 0 Mg Wengy  vyf),
Name of person obtaining consent or Investigator's Name Name of obtaining consent or Investigator's Name
g e .
WSy 3/ 1/ 07
Signature of Person Obtaining Consent or Investigator’s Signature Date Signature of Person Obtaining Consent or i *s Sij Date
Name of Legally Authorized Representative MName of Legally Authorized Representative
Signature of Legally Authorized Representative (LAR) for ADULTS NOT Date Signature of Legally Authorized Representative (LAR) for ADULTS NOT Date
CAPABLE of GIVING CONSENT (Persons from the following categories in order of CAPABLE of GIVING CONSENT (Persons from the following categories in order of
priority may be a Legally Authorized Representative: Health Care Agent; Legal Guardian; priority may be a Legally Authorized Representative: Health Care Agent; Legal Guardian;
Spouse; Adult child: Parent; Adult sibling: Friend or other relative) Spouse: Adult child: Parent; Adult sibling: Friend or other relative)
Relationship of LAR to Participant (indicate why the LAR is authorized Date L = Relationship of LAR 1o Participant (indicate why the LAR is authorized Date
to act as a surrogate health care decision-maker under Maryland Law) 1o act as a surrogate health care decision-maker under Maryland Law)
‘Name of Witness Mame of Witness
Signature of Witness to Consent Procedures (optional unless IRB or Sponsor required) Date Signature of Witncss to Consent Procedures (optional unless IRB or Sponsor required) Date
NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT ‘S MEDICAL RECORD. THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT *S MEDICAL RECORD.
FOR OFFICE USE OMLY: FOR OFFICE USE ONLY:
STUDY APPROVED FOR ENROLLMENT OF: _X_ Adulss Only ___ Adults and Chaldren ___ Children Ondy STUDY AFFROVED FOR ENROLLMENT OF _X_ Adults Only ___ Adults and Chuldren ___ Children Only
Page B of B Page B of 8
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Informed Consent Process Problems...

 Falilure to re-consent or use most up-to-date approved
ICF per IRB/WIRB instruction...

e & . S— P
MI RB ' - Western Institutional Review Board ® Ce?‘fffRC(!'f&'
Wegtorn | jonal Review Bnardes of
[

This consent form replaces the previously approved consent form. Use this consent form to ——
enroll participants. If you submit additional consent form changes to the IRB in the future,
use this consent form to make those changes.

Baltimore, MID ZTI05-T9TT AFFRUYAL NUIIUE

Phone: (410) 955-3008 EXPEDITED REVIEW SPONSOR:

Fax:  (410) 9554367 or PROTOCOL NUM
(443) 287-5353 Use the attached consent form(s) to enroll AMD. PRO. NUM: _
E-matl: 'hmirh@'hmi.edq fininants TITLE:

1.) Only consent forms with a valid approval stamp may be presented to participants. All consent
forms signed by participants enrolled in the research should be retained on file. The Office of Human
Subjects Research conducts periodic compliance monitoring of approved research and consent
documentation review is part of such monitoring.

Determination of Malted Beverage Predetermined to be of Augmented Taste Compared to the |
Equivalent Beverage's Putative Simul Claim of Diminished Gastrological Distention.” {
i
|
i
1. The Committee received your letter of April 1, 2007 requesting an amendment to the above- | WIRE APPROVAL IS GRANTED SUBJECT TO:
referenced protoeol and consent form(s). In the Committee's opinion, the amendment qualified for | Al subjects currently enrolled in this study must sign the most current WIR B-approved consent formis) at their next visit. Subjects
an expedited review. There were 1o questions raised end spproval was granted on June 12, 2007, | carotled in the fature must sign the most curren t WIRB-approved consent form(s).
The a

| All subjects currently eavolled i this shudy rust sign the mostcurtent WIRB-approved consent fomfs) at theirnext visit. Subjects
-~ e-tenrolled in the future must sign the most current WIRB-approved consent form(s).

enroll
use th

3 No adi T n IS,
Committee’s review and approval.

onrd { L WECE 3 A =FIF
UNDER THE U.5. FOOD AND DRUG ADMINISTRATION (FDA) REGULATIONS AND THE INTERNATIONAL
CONFERENCE ON HARMONISATION (ICH) GUIDELINES,

4. The action taken on this protocol does not change the expiration date, which remains May 31, 2008, T 12472007

Theodore I, Schultz, 1.1, Chairman (Date)
SWO This 4 i by reviewed and d by Orive, Oito on 172472007 11:59;35AM PST, For mare information call Client Services at 1-360-252-2500
Enclosures Paga1or2

Copyright © 2006 Weaterm Instifutional Review Board, ine. All righis reserved.



Informed Consent Process Problems...
Document Organization

Lost, missing, or misfiled...
Keeping only the signature page of the consent
No instruction of where forms will be stored

No verification that subject received a copy of the
consent form

Documents not maintained In a secure location

Be Advised: Data for subjects without consents
may be disqualified!



Informed Consent Process Problems
Not Following IRB Approved Procedure

« Examples:
— Sending consent home to be signed/dated

— Employing an unapproved consent summary (e.g., “short form”)
In place of the form

— Utilizing an oral consent for a study requiring a written consent

» Specific Event:

— A protocol has an IRB Approved Consent Process:

“A written Informed Consent Form and [HIPAA Authorization] will
be [...] signed by each subject or guardian prior to enrollment
into the study. The consent form, approved by the Johns
Hopkins Institutional Review Board will be supplied by the

investigator. The investigator will keep the original signed copies
of all consent forms in the files.”

* Monitoring Finding: Consent was obtained over the phone, even
though oral consent was not approved for the protocol.



Non-Compliance Don’ts

Don’t change dates (e.g.

, “back-dating”)

Don’t correct mistakes (e.g., “striking out”

and re-entering “correct”

Don’t add or delete text

date or signature)

Don’t use correction fluid (white out)

Don’t “re-consent” In res
Don’t be hasty

ponse to errors



Compliance DO’s

Do get IRB approval for all changes to the
consent form in response to

— Changes/corrections to the form

— Changes to the protocol procedures

— Changes to Risks/Benefit

Do utilize consent process checklist

Do use the most recent, approved consent
(check for the stamp or logo!)

Do generate a Note-To-File explaining consent
form errors, immediate response, and corrective
action



Informed Consent Form checks...

ne correct, IRB approved form (stamp or logo)
ne required signatures on the proper lines
ne correct dates, written by the person signing

the form

Use a checklist to confirm the proper form is
being used and the approved consent process Is
being followed...

Be sure anyone who signs the ICF is IRB

a
T
T

oproved (and trained) to do so
nat copies are appropriately distributed

nat the process is documented



Checklist Examples...

INFORMED CONSENT CHECKLIST

Subject initials:

Date of Birth:

Subject study identifier:

Consent Version #/Expiration Date:

Consent signed and dated by subject: YES [1 NO[]
Date:

Was a copy of the consent given to the subject: YES 1 NO [

Consent signed and dated by parent: YES [1 NO [ N/A [J
Date:

Assent signed by minor: YES [1 NO[I N/AT]

Assent NOT signed by minor; reason not obtained:

Verbal assent obtained and assent signed by parent, documenting this

assent
YES O NOO NAD

Consent/assent obtained by:

Print name Signature Date

Protocol:
Subject ID:
Date of Visit:
Time of Visit:
Informed Consent Source Documentation
Yes No*
Consent form is verified IRB approved and current O o
Date IRB Approved: Expiration Date: ___
Patient reviewed consent 0 0
Patient understands the purpose, risks and benefits of study participation g o
The initial consent process was completed prior to any study related procedures being performed 0 o
Patient was provided a copy of the signed informed consent g o
Patient was given contact information to call with any questions regarding the study 0o 0

Comment(s)*

Consenter signature and date




Approved Consent Forms...
What to look for

 Examine the consent form you are about
to use verify its validity:
“Paper Applications” elRB Applications

NOT VALID WITHOUT THE IRB STAMP OF
APPROVAL

APPROVED &® ] NS H( ]F[‘\l%
FEB ¢ 5 2007 -2 B I
JHM IRB Approval Expires 10/09/2007

“Don’t sign a consent form without one...”



Personnel Authorized to Obtain

consent

Making sure those who get consent and sign the form are IRB approved to do so...

Responsibilities Delegation Log

Staff Name/Role  Responsibilities Signature IRB Appr. Date Pl Initials

90 Study Team members & (@

Warcus Welby, | 1,2, 3, 4,
D 6,789 Vi

Principal M
Investigator

6/1/2007

Last First Deg;neestn

Stella Artois, 2,3,4,59 3% 6/1/2007

View]WeisetBud PhD.

View] Artods Stella nfa

CEA | Study )

Coordinator mm

Bud Weiser, 1,278 6/1/2007
MD. Co- M

Investigator W-af-r'&"w

View] & datn a3 auel WA

QISR

RESPONSIBILITY KEY
1.0ODbtains Consent
2.Evaluates Subject Inclusion/Exclusion criteria
3.Maintains Source Documents
4.Completes Case Report Forms
5.Dispenses Study Drug
6.Administrative
7.0btains Laboratory Values (sample collection)

8.Interprets Medical Reports and Laboratory Results (i.e.

ECGs, MRIs, etc.)
9.Adverse Event Documenting and Reporting

Raole

Co-
[trrestigator

 onsent
Designee

Dther Staff

elRB Study Team List

Click Add fo add Sudy Team members or Edit fo updafe Sudy Team member informafion:

Consenting Hopkins  Agree to

particip ants participate
Mo s
HES yes
fo yes



Example of Consent
Documentation

 May be entered and filed as part of the clinic
note or EPR or,

* May be filed in research record as narrative
confirmation of the consent process

« Example Statement:

Mrs. Tobe Namedlater agreed to joined our study today. | introduced the
protocol to her and gave her the informed consent form. She read it, and
we went over the form and details of the protocol. She had no questions
and exhibited comprehension of the study’s procedures, risks, benefits, and
that she could withdraw her consent at any time. She and | signed and
dated the form. She was given a copy of the Informed Consent Form and
encouraged to contact me with any questions. Additional copies are filed in
the study record and her clinic chart. The consent was signed prior to any
study specific procedures being undertaken.



Informed Consent Process Compliance...

Consider the following when describing the consent process
In your protocol and follow the process consistently:

 Who...
— Signs
— Gets copies
e How...
— The “sit-down,” “send-home,” “spontaneous”
— Verification of comprehensions/Q&A
« When...
— Information only versions/take-home
— ICF signed/dated on or before study procedures begin
 Where...
— Location of consent process/Q&A
— Location of original and other copies



Interactive Exercise:

“Spot the Errors”

e Givens:

— Only the Pl and a consent designee are IRB
approved to obtain consent

— Protocol Approval Period is 6/1/07-5/31/08
— Subject begins study on 6/12/07

— No new revisions from the previous consent
— The Study Is approved for adult enrollment
— No witness Is required



Interactive
Exercise:

IRB Stamped
Consent Form

“Spot the
Errors”:

Date: June 1, 2006
Principal Investigator: Marcus Welby, M.D
Application No.: 01-02-03-04

Sc# [/~ 00222
16. What does your signature on this consent form mean?
Your signature on this form means that:
® you understand the information given to you in this form
® you accept the provisions in the form

®  you agree to join the study
You will not give up any legal rights by signing this consent form.

WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM

NOT VALID WITHOUT THE IRB STAMP OF |
APPROVAL

APPROVED
FEB 0 5 2007

JHM IRB

Do not sign after the expiration date of:

‘g/.?z / 2wy %W&/

Signature of Participant / ~—Hate

Signature of Person Obtaining Consent

Signature of Parent/Guardian

igt of Child Participant (optional unless IRB required] - Lare
= =
S bl Joz
Signature of Witness to Consent Procedures (optiprfal unless IRB or Sponsor required) Date

NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, [F APPROPRIATE A COPY OF
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT ‘S MEDICAL RECORD.

| FOR OFFICE USE ONLY:

STUDY APPROVED FOR ENROLLMENT OF: __x Adults Only Adults and Children Children Only |

Page 11 of 11




Date: June 1, 2007
Principal Investigator: Marcus Welby, M.D.

Application No.: %G

Interactive o s
EXErciSe: €IRB | i s s cosentormmant

Your signature on this form means that:
 you understand the information given to you in this form

e you accept the provisions in the form
O n S e n O rI I l e you agree to join the study
You will not give up any legal rights by signing this consent form.
WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM
This consent form is approved from 6/1/2007 to 5/31/2008.

the expiration date of: 5/31/2008

“Spot the
Errors’:

Signature of Participant Date
person obtaining consent or livestigator’s Name
Person Obtaining Consent’or Investigator’s Signature ) - %Q I

Name of Legally Authorized Representative

Signature of Legally Authorized Representative (LAR) for ADULTS NOT Date
CAPABLE of GIVING CONSENT (Persons from the following categories in order of

priority may be a Legally Authorized Representative: Health Care Agent; Legal Guardian;

Spouse; Adult child; Parent; Adult sibling; Friend or other relative)

Relationship of LAR to Participant (indicate why the LAR is authorized Date
to act as a surrogate isions] r under Maryland Law)

)= Muclecres ce Se.

Name of Witness

! dor [ 27

Sigpature of Wi Ms IRB or Sponsor required)

NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRI CIPAL
INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF
THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT ‘S MEDICAL RECORD.

-, : @ls and c@ ,_Bildrm Only
_——3

Page Bof &

FOR OFFICE USE ONLY:
STUDY APPROVED FOR ENROLLMENROF: 2
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Conclusion...

e Consent is not just the static form, it’'s a dynamic
process by which the subject and investigator
embark on a collaborative relationship optimized
via

— Conscientious Consent Planning
— Consistent Implementation
— Complete Verification

 Why follow the rules?
— To be in compliance with Regulations
— To maximize the safety of the research subject
— To demonstrate study conduct integrity



How to Get in Touch with
the Compliance Monitoring Team

 Please contact the JHM IRB office at 410-955-
3008 if you have questions regarding regulatory
guidance.

* For general questions and assistance, the monitors
may be contacted at the JHM-IRB office. Please
ask for “Compliance.”

 The Monitors may also be contacted directly by

emalil:
— |schulcl@ijhmi.edu
— fluthard@ihmi.edu



mailto:jschulc1@jhmi.edu
mailto:fluthard@jhmi.edu
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Another successful recruitment drive for the
Collins University Medical Research Canter.
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