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M
ost im

portant elem
ents of inform

ed consent 
process?



Key aspects
●

Explanation of
○

Purpose
○

D
uration of pt’s involvem

ent
○

Procedures involved
○

W
hom

 to contact for questions/concerns
○

Risks/discom
forts and how

 research team
 intends to protect pt against those risks/discom

forts
■

Confidentiality and how
 w

e protect it
○

Benefits (if any); and if none, a statem
ent about that

○
****voluntary****

○
****pt can change their m

ind at any tim
e****

○
Com

pensation



Key aspects continued
●

Explanation of
○

D
iscontinued/term

inated participation w
ithout consent

■
E.g., safety reasons; inappropriateness

○
A

dditional costs to pt e.g., clincard
■

N
ot using the card or having funds for extended period of tim

e
■

A
TM

 w
ithdraw

als
■

Requesting paper statem
ent

■
Requesting a replacem

ent card through G
reenphire’s Custom

er Service
●

You m
ustunderstand every section of the consent form

 and w
hy it is in there

●
Before consenting participants, you m

ustcom
plete m

ock consents w
ith other staff (or 

fam
ily/friends)

●
The goal is the pt is m

aking this decision free of coercion or undue influence
●

IC is an ongoing
process



D
o’s

●
D

O
 view

 consent form
 as inform

ational and instructional docum
ent

○
It should be a conversation

to the extent possible
○

Staff m
em

ber pausing along the w
ay to ask if pt has any questions/concerns

●
D

O
 review

 all inform
ation on the form

●
D

O
 give them

 opportunity/choice to review
 form

 on their ow
n

●
D

O
 ensure m

inor understands it is their decision even if parent/guardian consents
●

BE brief/concise yet thorough 



D
ont’s

●
D

O
N

’T m
ake statem

ents that suggest a pt is w
aiving their rights in any w

ay
●

D
O

N
’T rush through the process 

●
D

O
N

’T be in a public place 
●

D
O

N
’T assum

e pt’s understanding
○

D
O

check for their understanding along the w
ay (e.g., “can you explain back to m

e w
hat you’re being asked 

to do today?”)
●

D
O

N
’T be coercive



C
onsent tem

plates/
e-consents

●
Penn provides consent tem

plates for different types of research (e.g., Biom
edical, Behavioral, 

etc)
●

Reach out to N
ina Laney w

ith any IRB questions related to consent
●

For creating new
 e-consent projects in RED

Cap
// m

odifying existing projects, see here: 
https://github.com

/upenn/BIT/w
iki/Electronic-Consents

●
For e-consent adm

inistration guidelines, see Virtual Research Reference G
uide (section on e-

consenting)




