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Poll

Have you had the experience of
asking folks for informed
consent for participation in
research?

Yes
No




Comments? Thoughts?

Who normally gets to ask for informed consent at
your institution?

How do the young physician-researchers in the video
see their role in the process?

How do you see the role of the person asking for
consent?

What are your thoughts about the informed consent
process? What functions does it serve?

What are some of the issues, obstacles in getting
informed consent?
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Poll

Have you ever been asked for
your consent to participate in
a research study?

Yes
No
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Comments? Thoughts?

Can you describe your experience (or the
experience of those whom you know well?)

What did you look for? What made you agree
or not agree to participate?

Were there things that could have been done
differently to convince you about participating
or not?
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THE HHS REGULATIONS ON
INFORMED CONSENT IN RESEARCH
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Significance of Informed Consent

Respect for Person

m Subjects make informed decisions about
participation

Subjects’ Protection

m Subjects make decisions about the risks that are
acceptable to them

m Heightens subjects’ awareness when risks become
reality
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Requirement for Informed Consent

No investigator may involve a ~
human being as a subject in %?fﬁ;:;‘r“ S
research...unless the | sust sion THAT | oS
investigator has obtained the | WieN YOU LEAVE, ~ \J
legally effective informed b a
consent of the subject or the
subject’s legally authorized
representative.




Legally Effective Informed Consent

Obtain & document (unless waived)
Who is the “human subject”?

Living individual about whom an investigator obtains

1. Data through intervention or interaction with the
individual, or

2. ldentifiable private information

Who must provide the consent?

The “subject”/legally authorized representative (LAR)
m Local Laws

m Parental permission/child assent
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Legally Effective Informed Consent

Understandable information
Opportunity to consider

Minimize coercion or undue
influence

No exculpatory language

Generally considered as language that
has the effect of freeing an
individual/entity from malpractice,
negligence, blame, fault or guilt

(http://www.hhs.gov/ohrp/newsroom/
rfc/exculpatorydraft2011.html)

Fi 2/, U.S Department
C of Health and L 4 OH RP
i Human Services Orrice ron Huvan Reseanc Prorecrions

“,
vz

11


http://www.hhs.gov/ohrp/newsroom/rfc/exculpatorydraft2011.html
http://www.hhs.gov/ohrp/newsroom/rfc/exculpatorydraft2011.html

Coercion and Undue Influence
The Belmont Report (1979)

Coercion occurs when an overt threat of harm
is intentionally presented by one person to
another in order to obtain compliance.

Undue influence...occurs through an offer of
an excessive, unwarranted, inappropriate or
improper reward or other overture in order to
obtain compliance.
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Required Elements of Informed Consent

4 N
>
\ /
Research Confidentiality
>  purpose . . e
" duration Compensation for injury
> procedures Whom to contact
Risks, discomforts Right to refuse,
Benefits withdraw without
Alternatives penalty
§46.116(a)
o 4 OHRP



Describing the Research

“The study involves research”

Explain the purpose clearly!
Help subjects understand -

m What the study is about and whether they share an
interest

m What the study entails and whether the
risks/benefits of participation are acceptable to them
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Hypothetical Research - 1

To study the relationship between certain
physical performance characteristics of track
athletes and their risks of injuries.

The athletes are asked to undergo a series of
strenuous performance tests not normally
included in their routine assessment.

What would you want to know
if you were asked to participate?

15



Hypothetical Research - 2

To study the coping mechanisms of individuals
who were victims of sexual abuse as children

Eligible adult subjects will be referred by their
therapists to participate in focus groups and
in-depth surveys by researchers.

What kind of information might be pertinent to
you making a decision on participation?
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It’s the Subject’s Choice!

A statement stating that
Participation is voluntary

HEY, PON'T LOOK AT }

Refusal to participate will [ME- I WAS AGAINST N
FREE WILL!
not incur penalty/loss of \ &{S :

(HW\

benefits iéé [ §
Can discontinue \\% o
: m

participation any time
without penalty/loss of
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Informed Decision Making

=

P

Key factors:

Information

Voluntariness

Comprehension
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Communicating Complex Info

Membership Fee:

The accompanying letter indicates whether your account is subjact

to a membership fee. If it is, the fee is added to the standard pur-

chase balance and is non-refundable untess you nofify 1S ta cancel

Ewr account within 30 days from the mailing or delivery date of the
iing statement on which the fee i billad.

Billing:

Your billing statement shows the total balance, any tinance charges,
fees, the minimum amount due, and the payment dus date, It aiso
shows your current revolving credit line and cash advance fimit;

an itemized list of current charges, convenience checks, payments
and credits; a summary of the purchase and cash advance activity,
inclrdn::g the finance charges; a rate summary; and other important

Information. If we dsem your account uncoléctible or if we institute
delinguency coflection p dings by sending it to an outside col-
lection agency or attomev for collection, we may, in our sole discre-

tion, stop sending you billing statements. However, finance charges
and fees will continue to accrue whether or not we send you hilling
statements.

You must notify us of a change in your address by contacting
Customer Service by telephone or mail, We will mail or deliver the
bifiing statement to only one addrass.

How We Determine the Balance:

The total outstanding balance (the amount you owe USR appears as
the "New Balance on the billing statement. To determine the New
Balance, we begin with the outstanding balance on your account at
ihe beginning of each bifing pariod, called the “Previous Balance™
an the billing statement, We add any purchases or cash advances
and sultract any credits or payments credited ag of that billing peri-
od. We then add the appropriate finance charges and fees and make
other applicable adjustments,

Annual Percentage Rates for Purchases and
Cash Advances:

Your annual percentage rates and the corrasponding daily periadic
ratas appear on the accompanying ietter. A daily periodic rate is the
applicabie annual percentage rate divided by 365. Whether or not an
annual percentage rate is based on the US. Prime Rate plus a mar-
gin Is indicated on the accornpanying letter. Please ses the saction
entitled "Variable Annual Percantage Rates for Purchases and Cash
Advances” for detalls relating to how these rates may change, includ-
ing ff you default under any Card Agreement that you have with us,

Variable Annual Percentage Rates for Purchases
and Cash Advances:

If any annual percentage rate is based on the LS. Prime Rate plus
a margin, we will calculate the rate by adding the apglible margin
that appears in the accompanying lelter to the U.S. Prime Rate pub-
lished in The Wall Street i 1f more than one U.S. Prime Rate
is published, we may chooss the highest rate, If The Wall Streat
Journal ceases publication ar to publish the U.S. Prime Rate, we
may use the LS. Prime Rate published in any other newspaper of
genera) circulation, or we may substitute a similar referance rate at
our sole discretion.

Whether the .S, Prime Rate Is reviewed on a tilling period, montn
end or quarterly basis is indicated on the accompanying letier.
* If the LS. Prime Rate is reviewed on a billing pariod basis, for
each billing period we will use the U.S. Prime Rate published two
business days prior to your Statement/Closing Date for that billing
period. Any increase or decreass in a variable annual percentaga rate
due to a changa in the U.S. Prime Rata takes effect as of the first
day of the hilling period in which we calculate the variable annual
percentage rate.
* T the LS. Prime Rale is raviewed on 2 month end basis, we will
use the LS. Prime Rate published on the last business day of the
maonth. Any increase or decrease in a variabla annual percentage rate
due to a chi In the L5, Prime Ratg takes effact as of the first
day of the billing period that begins in the menth directly following
the month in which the LS. Prime Rate used to calculata your varl-
able annual percentage rate is published.
«If the U.S. Prime Rate is reviewed on a quarterly basis, we will
use the U.S. Prime Rate published on the third Tuesday of March,
June, S ber, and December of each year. If the third Tu
is a holiday, we wilf use the LS. Prime Rate PuhHsInd the next day.

Increase or decrease in 4 variable annua parcentage rate due to
a change in the U.S. Prime Rate takes effect on the first day of the
billing Reriod directly following the biling period In which the LS.
Prime Rate used to calculate your variable annual percentage rate is
published.
*When a change in an applicatie variable annual percentage rate
takes effect we will apply it to any axsting batances, subject to any
promotional rate that may apply.
Your annual percentage rates may also vary if you defaudt under any
Card Agreement that you have with us because you fail to make a
payment to us when due, or you make a payment to us that is not

. In such ci L we magf increasa your annual per-

centage rates (including any promotional rates) on sl batances o &
variatile default rate of L:E:w the rata indicated on the accompanying
letter. The maximum variable default rate currently in effect and the
comesponding daily and/or monthly periodic rates appear on the
aceompanying letter, Factors considersd in determining your variable
default rate may include how long your account has been open, the
timing or seriousness of a defautt Under any Card Agreernant that
you have with us, or other indications of account performance. The
variable datauft rate takes effect as of the first day of the billing peri-
od In which you default, Your account may again become eligible for
2 lower annual percantage rate on new purchases, new cash advances,
or oth after yau have met the terms of all Card Agreements that
you have with us for six consecutive billing periads. Your existing
balances will remaln subject to the varlable default rate until they are
paid in full, unless we tell you otherwise,
An ngrease in the variable annual percentage rate means you will in-
cur a higher finance charge and perhaps a higher minimum payment.

Promotional Rate Offers:

At our discretion, we may offer you a promotional annual percentage
rite for all or a part of any balances. The period of time for which
the promational rate applies may be limited, Any applicabls proma-
tional rate, the corresponding periodic rates, and the period of time
during which # is in effect will appear on the accompanying fetter.
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Any promotional rate offer wifl tre subject to the terms of the offer
and this Agreement,

Finance Charges:
Finance charges for purchases, balance transfers, and cash
advances will begin to accrue from the date the transaction is added
to the daily balance, as described betow, and continue to accrue until
payment in full is credited to your account, However, If you paid the
fotal New Balance, if any, listzd on the last billing statement by the
payment dug date on that staternent you wil have until the payment
due date on your cursent statement to pay your total New Balance to
avoid imposition of additional finance charges on purchases {exclud-
‘I]r#ebalance transfers). If you have accepted certain balance transfer

15 for which you may be eligible, you may not be able to avoid
additional finance charges on purchases, as described in your bal-
ance transfer offer,
We will calcutate finance charges as follows:
+ W figure a portion of the finance charge on your account by mul-
tiplying the dally balance on each feature (e.g., standard purchases
or fard adh ) by the applicable dally periodic rate and sapa-
rately addi to%ether any such finance charges for each feature for
each day in the billing period.
* For finance charge calculation purposas, the billing period begins
on the day after the Statement/Closing Date of the previous billing
period and includes the Statement/Closing Dte of the current billing
pariod. The number ot days in the billing period may vary.
* To get the daily batance, we take the beginning balance for each
faature every day {which may include unpaid finance charges from
previous billing periods), add any new b tions, any new fees,
and any finance charge on the previous day's bafance, subtract any
credits or payments cradited as of that day, and make other adjusi-
ments. A credit balance is treated as a bakince of zerg,
* We add a new purchase to the appropriate purchase balance as of
the Sale Date shown on your billing staternent,
* We add a new balance transfer or cash advance to the appropriate
purchase or advance balance as of the Post Date shown on your
billing statement, The Post Date is the date we receive your request
for the halanca transfer or cash advance, including a reguest that we
completa a halance transfer chick or convenience check for a spe-
aific amount. If you send a balance transfer check or convenience
check directly to someone, the Post Date is the date we receive the
cheek for payment,
« The Balances Subject to Finance Charge on the bilfing statement
are the averages of the respective daily balances during the billing
period. If you multiply this figure for each feature by the number
of days in the hﬂling period and by the appiicable daily periodic
rate, the result will be the periodic rate finance charges assessad for
that featurs, except for minor varlations caused by rounding. This
method of calculating the balance subject to finance charge and
the periodic rate finance charges results in daily compounding of
finance charges.
Transaction Fee for Balance Transfers:
You have obtained a balance transfer for which we assass a balance
transfor transaction fee if you transfer a balance by means other
than a convenlence check, or you obtain funds through a balance

4

U.S Department

19

4 OHRP

Orrice For Husan Reseancn ProTecrions

C of Health and
k Human Services




Facilitating Communication —
Providing Context (1)

TRANSACTIONS
Purchases

Balance
Transfers

Cash
Advances

Ghecks

Overdraft Advances

Automatic Charges

Promotions

Foreign Transaction
Fee and Exchanga
Rate

Authorization of
Tranzactions f Closing
Your Account

USING YOUR CARD

Y can usa yaur account in the following ways. Your account is 1 be user anly for persenal, lamily ar household purposes. You cannot use your

WHAT IT MEANS TO YOU
Yol may use your account fo buy goog

Fo ean transfer balances t your aceount by using balance transfer chacks,
visiting our website or calling s,

You may oblain cash from automatic teler machines, at banks or by using
cash advance checks. Balance fransfer checks or promotional checks made
payabie to cash or yoursalf will be treated as cash advances

Far your protection, balance tansfer and cash advance checks must be
signed by he person whose name is printed on the checks.,

fou may set up this account to cover overdrafts on your checking account,

You miay set up scheduled and repeat transactions o YOUF accaut. i your
account is closed or suspendad, or your account number changes, you il
negd Io contact any persons that you ars paying by autematic transactions.

You may receme special offers related 1o your account

a

There is a tes, unless “None” is stated in the Rates and Faes Table, for
transactions that take place outside of the United States, even if the
curreney usad &5 UGS, Dollars, Our fee is caloulated on the U5 Doilar
amount of the transaction. Plezse see the Hates and Faes Tabde for the
amaunt of this fae, iFany.

We are not ebigated to honor every transaction, and we may clese or
suspend your account, Somelimes we close accounts based nat on
your actions or inactions, but on our business needs,

h1al purposes, such as Internet gambling and writing checks against uncollectad funds.

OUR RESPONSIBILITY
Wiz authorize charges to your account in accordanca with the terms of this agresment.

We permit balance transfers from most non-Chase aceounts. We do not permit Dalanoe fransfers from
OINer acceunts or [oans with us or any of ol related banks,

e treat certain ofher transactions as cash advances. See the Cash-iike Transactions section under
Important Definitions aboe.

W miy provide hafance tansfer checks and cash advance checks for your use: we Have the AL net
10 pay d check foe any reason.

We allow Chase credit card accounts 1o be linked to a checking aceount with one of our reiated banks.
The ferms of this agreement and your checking account agreement will apply.

Wi are not responsdile tor schaduled and repeat fransactions i your acoount is closed, Sispanded
or thi account number changes.

Ay special offer is subject to this agreement, unizss explained otherwise.

1

It a transaction iz in a foreign currency, Visa International or MasterCard International will comvert the
transagtion intn LS. dallars using thelr own currency conversion procedures, and then will send us the
frarsaction amount. The exchange rata will be determingd using either the range of rates available in
the wholesale currency markets for the processing date fwhich ey tre different from the rate the card
assnciation receives) or a govermment-mandated rate in sffect an that date, Tha mechange raie peed
by Visa or MasterCard may differ froem the rate on the date of youIr transaction

We may deciine transactions for any reasan, including: operational matters. the account is in default,
or suspected fraudulent or unlawtul activity. We are not responsitile for any losses associatad with 8
declined transaction.
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Facilitating Communication —
Providing Context (2)

“HOW TO AVOID..." | WHAT TO DO

- s At st the minimum payment shown
o your Blling statement when due,

Do mat stop payment on cash advance and balzace ransfer
Return CRECK FB8  orke, an do not default

Return Payment Fee Do not submit & payment that could ba retumed unpaid.

Do not:

+ Fail to make amy minimam payment oy the date and time
g fete payment); or

= \lake @ payment to us that s retumed unpaid,

Penalty AFR

Callections Do not default,

“HOW TO AVOID...” 7

Cartain fransactions and situations may cause your account to receive a faa or have another impact on your account. The information beliow explaing hew you can avoid these outcomes, Amounts of these fees
are listed i the Rates and Feas Tabla. The Rates and Fees Table indicates amounts “up to° certain limits for panalty fees because applicable law may restrict our ability fo impase the: full armcunt of the penal’y
fer in some circumstances. See the *Penalty Foes” provision below the Rates and Fees Table for additional detail reflecting limitations imposed undar applicatie law. Special sendces you raguest may incur

addditional service faes; he sure o carefully review the detalls of any additional senices to understand the ferms

VWHAT IT MEANS

IF any payment & late, wie may charge you a late fee. If the fee is based on a balance, we calculate the fee using tha
ftal balance at the end of the day the fee is charged.

e may charge a retum check fag if we stop payment on a cash advance check or balance transfer check at yocr
request, of we refuse o pay & cash advance check or balance transfer chieck for any reason, including because yoLr
ACcouL is in oefault.

W may charge this fee if the payment you offer to us is not honored, is retuned ungaid, o cannot be processed.

e can impose & penatty ARR, which s highier than the fate you wold othenwise pay, for any of these reasons. |
wi: inpose a perally AP, it may apply indefinitely to future ransactions. If we do not receive any minimum paymer
within GO days of the date and fime due; the penalty APR will apply to-all outstanding batances, as wel as to futurz
transactions. Howsvar, in conneclion with a payment defact of GO or more days, the penaty APR will stop Deing
appled o fransactions that ocourred prior to or within 14 days after we provided notice about the increase 1o ha
penalty APR i we receive six consacutive mindmum peyments when due beginning immediately after the increase £
the panalty APH.

I vou are In default, we may take the sctions deserined above in the Defauit saction under important Definitions above

Human Services
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Facilitating Communication —
Providing Context (3)

Consent 1 — Risks/Side effects Consent 2 — Risks/Side effects

Neurological Those more likely to occur include:
Chronic nerve damage .. .
Peripheral nerve damage Nausea and or vomiting following drug
Psychological intolerance (fear of loss of LAP monitoring injection. You will be monitored for 12 hrs
function)

following the injection, should any of these
Stroke/transient ischemic attack . . .
. effects occur, we will examine you and give you
Subdural, epidural hematoma ] .
Cardiac appropriate medical care.

Acute coronary syndrome (sudden worsening of chest
pain, heaviness or pressure)

Arrhythmias (irregular heart rhythm) Those less likely to occur but are serious include:
ggclesigar‘;ion of arrhythmia (make irregular heart rhythm Hypoglycemia (|OW blood sugar) during testing
Atrial septal defect (hole in the tissue between upper days. You will be monitored during your testing.
chambers of the heart) If symptoms such as .... occur, we will measure
Cardiac arrest your blood sugar and if it is low, we will stop the

Cardiac perforation

Cardiac tamponade test and give you juice or candy and retest your

Damage to heart valves blood sugar.

Emergency heart surgery Serious allergic reaction to the drug. If this
Emergency vascular surgery happens, the study regimen will be stopped and
Low cardiac OUtpUt state ” . th . t t t t d
Heart block you will receive the appropriate treatment an 22
Hypotension management.
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Informed Consent

Process of continuous
engagement

Respect for the rights &
welfare of research
subjects
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Framework of Shared Responsibilities

Balancing public good of research with A

protecting research subjects — IRBs Q

have crucial role /I\

Informed consent is about respecting = A\>
people’s autonomy & for their

protections — Investigators have

primary responsibility

Regulations provide a framework that
guides actions & manages conflicts

Nurturing TRUST is vital!
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Contact OHRP

Visit OHRP Website
(http://www.hhs.gov/ohrp/index.html)

Email OHRP with Questions
ohrp@hhs.gov

Phone Inquiries
240-453-6900; (866)447-4777

Join OHRP ListServ for Event Updates

http://www.hhs.gov/ohrp/newsroom/index.html
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THANK YOU FOR YOUR ATTENTION
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