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TO: Nancy McCabe, RN 
Principal Investigator
Graduate Nursing

  
DATE: July 12, 2013
  
RE: Expedited Approval
 IRB00067006
 Antecedents and Outcomes of Self-Care in Adult Congenital Heart Disease

Thank you for submitting a new application for this protocol.  This research is eligible for
expedited review under 45 CFR.46.110 and/or 21 CFR 56.110 because it poses minimal risk and
fits the regulatory categories F(4, 5, and 7) as set forth in the Federal Register.  The Emory IRB
reviewed it by expedited process on 7/11/2013 and granted approval effective from 7/11/2013
through 7/10/2014.  Thereafter, continuation of human subjects research activities requires the
submission of a renewal application, which must be reviewed and approved by the IRB prior to
the expiration date noted above.  Please note carefully the following items with respect to this
approval:

Study Protocol, undated, uploaded 6/1/2013
Consent and Authorization documents:

Consent form, version date 7/1/2013
HIPAA Authorization form, version date 7/1/2013
Revocation letter, version date 7/1/2013

Study Instruments:
Participant Screening and Enrollment form
Health Distress form
Chronic Disease Self-Efficacy Scales
Parental Bonding Instrument
Patient Health Questionnaire (PHQ-9)
Six Minute Walk Test Score Sheet
Personal Health Passport
Self-care Index for Adults with Congenital Heart Defects
Demographic Survey - Chart Review
Demographic Survey
Health Resource Use Diary
QoL/Health Scales

Any reportable events (e.g., unanticipated problems involving risk to subjects or others,
noncompliance, breaches of confidentiality, HIPAA violations, protocol deviations) must be
reported to the IRB according to our Policies & Procedures at www.irb.emory.edu, immediately,
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promptly, or periodically.  Be sure to check the reporting guidance and contact us if you have
questions.  Terms and conditions of sponsors, if any, also apply to reporting. 

Before implementing any change to this protocol (including but not limited to sample size,
informed consent, and study design), you must submit an amendment request and secure IRB
approval.

In future correspondence about this matter, please refer to the IRB file ID, name of the Principal
Investigator, and study title.  Thank you

Sam Roberts, BA CIP
Senior Research Protocol Analyst
This letter has been digitally signed

CC: Jennings Staci MedCardio
 Book Wendy MedCardio

Butler Javed MedCardio
Dunbar Sandra Nursing - Main
Higgins Melinda Nursing - Main
Reilly Carolyn Nursing - Main

 

Emory University
1599 Clifton Road, 5th Floor - Atlanta, Georgia 30322

Tel: 404.712.0720 - Fax: 404.727.1358 - Email: irb@emory.edu - Web: http://www.irb.emory.edu/
An equal opportunity, affirmative action university

 



Study No.: IRB00067006 Emory University IRB 
IRB use only 

Document Approved On: 1/29/2014 
Project Approval Expires On: 7/10/2014 

 

Page 1 of 3  Version Date: 1/13/2014 
IRB Form 01162013 

!
Emory&University&

Consent&to&be&a&Research&Subject&
!
!
Title:!Antecedents!and!Outcomes!of!Self2care!in!Adults!with!Congenital!Heart!Defects!
!
Principal&Investigator:!Nancy!McCabe,!RN,!BSN,!BA,!Nell!Hodgson!Woodruff!School!of!Nursing,!Emory!University!
!
Funding&Source:!National!Institute!of!Nursing!Research!Predoctoral!Grant!
!
Introduction&
You!are!being!asked!to!be!in!a!nursing!research!study.!!This!form!tells!you!what!you!need!to!think!about!before!you!
agree!to!be!in!the!study!or!not.!It&is&entirely&your&choice.&&If&you&decide&to&take&part,&you&can&change&your&mind&later&
and&withdraw&from&the&research&study.&When&filling&out&study&surveys,&you&can&skip&any&questions&that&you&do&not&
wish&to&answer.&&Please!read!this!consent!form!carefully.!!If!you!agree,!sign!this!form,!giving!your!written!consent!to!be!
in!this!study.!!

!
Before!making!your!decision:!

• Please!carefully!read!this!form!or!have!it!read!to!you!
• Please!ask!questions!about!anything!that!is!not!clear!

!
You!can!take!a!copy!of!this!consent!form,!to!keep.!Feel!free!to!take!your!time!thinking!about!whether!you!would!like!to!
be!in!this!study.!By!signing!this!form!you!will!not!give!up!any!legal!rights.!!You!will!also!continue!to!receive!the!same!
quality!of!care!by!your!healthcare!provider!whether!or!not!you!take!part!in!this!study.!
!
Study&Overview&
This!study!has!two!main!purposes:!

1. To!understand!what!helps!adults!with!congenital!heart!defects!to!manage!their!heart!condition!(self2care).!
2. To!understand!how!self2care!can!improve!the!health!and!well2being!of!adults!with!congenital!heart!defects.!

!
Procedures&
Everyone!in!this!study!will!take!part!in!the!following!activities:!

• Complete!surveys!in!an!online!computer!survey!or!in!a!paper!packet.!It!is!your!choice.!
• At!your!next!clinic!visit,!walk!as!far!as!you!can!along!a!level!hallway!for!6!minutes.!
• Keep!track!of!how!often!you!use!the!healthcare!system!(doctor!visits,!hospitalizations,!and!emergency!room!

visits,)!for!3!months.!
!
The!principal!investigator!is!looking!for!120!adults!with!congenital!heart!defects!to!be!in!this!study.!!You!and!other!adults!
with!congenital!heart!defects!have!been!selected!because!you!attend!the!Emory!Adult!Congenital!Heart!Clinic!and!
qualify!for!this!study.!!Everyone!who!qualifies!has!been!mailed!a!letter!of!invitation!to!join!the!study.!!!
!!
In!your!invitation!letter,!you!have!also!received!this!consent!form,!a!HIPAA!authorization!form,!and!a!revocation!letter.!If!
you!decide!not!to!be!in!this!study,!contact!Nancy!McCabe,!the!principal!investigator!and!discard!all!of!the!paperwork!you!
received.!!We!will!no!longer!consider!you!a!potential!participant.!!If!you!decide!to!take!part!in!this!study!after!reading!
this!whole!form,!contact!the!principal!investigator.!!She!will!give!you!a!link!to!fill!out!the!surveys!online!using!a!
computer.!You!may!also!request!paper!surveys!that!you!can!fill!out!at!your!next!clinic!visit.!!Bring!all!forms!with!you!to!
your!next!clinic!visit.!!!
!
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A!nurse!researcher!will!meet!you!at!your!next!clinic!visit!to!collect!these!forms,!sign!this!consent!and!!HIPAA!forms,!and!
conduct!a!simple!walking!test.!!For!the!walking!test,!you!will!walk!at!a!comfortable!pace!along!a!level!hallway!for!6!
minutes.!!You!may!rest!or!stop!at!any!time.!!After!your!clinic!visit,!a!nurse!researcher!will!contact!you!by!telephone!or!e2
mail!(your!choice)!once!a!month!for!3!months!to!collect!information!on!how!often!you!used!the!healthcare!system.!!
!
Risks&and&Discomforts&&
There!are! few!risks! to!you!for!being! in!this!study.! !There! is!a!slight!chance!you!might! feel!stressed!or!distressed!after!
completing! the! surveys.! ! ! One! of! the! surveys! is! about! depression.! ! If! your! score! shows! that! you! have! moderate!
depression,! we! will! tell! you! and! give! you! information! on! getting! help.! ! If! your! score! shows! that! you! have! severe!
depression,! we! will! tell! you! and! your! healthcare! provider! and! also! give! you! information! on! getting! help.! ! On! rare!
occasions! during! the! walking! test,! participants! may! feel! short! of! breath! or! chest! pain.! ! The! walking! test! is! closely!
monitored!by! trained!health! care!personnel! and! is!only!done!after! a! short!physical! exam! including! taking!your!blood!
pressure,!heart!rate,!and!discussing!your!symptoms.!!You!may!stop!and!rest!if!needed.!!Also,!your!heart!rate!and!oxygen!
levels!will!be!monitored!during!the!test!using!an!oxygen!monitor!placed!on!your!finger.!
!
Benefits&&
This!study!is!not!designed!to!benefit!you!directly.!!This!study!is!designed!to!learn!more!about!how!adults!with!congenital!
heart!defects!manage!their!heart!condition!and!how!that!helps!improve!their!health.!!The!study!results!may!be!used!to!
help!others!in!the!future.!

Compensation&&

You!will!be!given!a!$10!gift!card!and!a!free!valet!parking!voucher!at!your!clinic!visit.!You!will!get!another!$10!gift!card!at!
the! end! of! the! study.! !We!will! give! you! $20! in! gift! cards! and! you!will! receive! free! parking! at! your! clinic! visit! if! you!
complete!this!study.!!!

Confidentiality&&

Certain!offices!and!people!other!than!the!researchers!may!look!at!study!records.!Government!agencies!and!Emory!
employees!overseeing!proper!study!conduct!may!look!at!your!study!records.!!These!offices!include!the!Emory!
Institutional!Review!Board!and!the!Emory!Office!of!Research!Compliance.!!Study!funders!may!also!look!at!your!study!
records.!!!Emory!will!keep!any!research!records!we!create!private!to!the!extent!we!are!required!to!do!so!by!law.!!A!study!
number!rather!than!your!name!will!be!used!on!study!records!wherever!possible.!Your!name!and!other!facts!that!might!
point!to!you!will!not!appear!when!we!present!this!study!or!publish!its!results.!!
!
Study!Information!Will!Go!Into!Medical!Record:!
If!you!are!or!have!ever!been!an!Emory!Healthcare!patient,!you!have!an!Emory!Healthcare!medical!record.!!If!you!agree!
to!be!in!this!study,!a!copy!of!the!consent!form!and!HIPAA!form!that!you!sign!will!be!placed!in!your!Emory!Healthcare!
medical!record.!!Emory!Healthcare!may!create!study!information!about!you!that!can!help!Emory!Healthcare!take!care!of!
you.!!This!includes!the!results!of!your!walking!test.!!Anyone!who!has!access!to!your!medical!record!will!be!able!to!see!the!
results!of!your!walking!test.!!The!confidentiality!of!this!study!result!will!be!protected!by!laws!like!the!HIPAA!Privacy!Rule.!!
On!the!other!hand,!some!state!and!federal!laws!and!rules!may!not!protect!the!research!information!from!disclosure.!
Study!records!can!be!opened!by!court!order.!They!may!also!be!produced!in!response!to!a!subpoena!or!a!request!for!
production!of!documents.!!!
!
!Costs&
There!are!no!costs!to!you!associated!with!this!study.!
&
!



Study No.: IRB00067006 Emory University IRB 
IRB use only 

Document Approved On: 1/29/2014 
Project Approval Expires On: 7/10/2014 

 

Page 3 of 3  Version Date: 1/13/2014 
IRB Form 01162013 

Voluntary&Participation&and&Withdrawal&from&the&Study&
You!have!the!right!to!leave!a!study!at!any!time!without!penalty.!You!may!refuse!to!do!any!procedures!you!do!not!feel!
comfortable!with,!or!answer!any!questions!that!you!do!not!wish!to!answer.!!Should!you!withdraw!from!the!study,!you!
can!request!that!your!information!not!be!used!by!completing!the!Revocation!Letter.!!
!
Contact&Information&
Contact!Nancy!McCabe!at!(404)!23421574!or!nmccabe@emory.edu:!

• if!you!have!any!questions!about!this!study!!
• if!you!want!to!be!in!this!study!
• if!you!have!questions,!concerns!or!complaints!about!this!study!

!
Contact!the!Emory!Institutional!Review!Board!at!404271220720!or!877250329797!or!irb@emory.edu:!

• if!you!have!questions!about!your!rights!as!a!research!participant.!
• if!you!have!questions,!concerns!or!complaints!about!the!research.!
• You!may!also!let!the!IRB!know!about!your!experience!as!a!research!participant!through!our!Research!Participant!

Survey!at!http://www.surveymonkey.com/s/6ZDMW75.!
!
Written&Consent&Documentation&For&Participation&
!
Please,!print!your!name!and!sign!below!if!you!agree!to!be!in!this!study.!By!signing!this!consent!form,!you!will!not!give!up!
any!of!your!legal!rights.!We!will!give!you!a!copy!of!the!signed!consent,!to!keep.!
!
!
! !
Name!of!Subject!!
!
!
! ! ! !!
Signature!of!Subject!! Date!!!!!!!!!!!!!!Time!
!
!
! ! ! !
Signature!of!Person!Conducting!Informed!Consent!Discussion! Date!!!!!!!!!!!!!!Time!
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Emory&University&Research&Subject!HIPAA!Authorization&to&Use&or&Disclose&Health&Information&
that&Identifies&You&for&a&Research&Study&!

!

Title:!Antecedents!and!Outcomes!of!Self2care!in!Adults!with!Congenital!Heart!Defects!

!

Principal&Investigator:!Nancy!McCabe,!RN,!BSN,!BA,!Nell!Hodgson!Woodruff!School!of!Nursing,!

Emory!University!

!
Introduction&
The!privacy!of!your!health!information!is!important!to!us.!!We!call!your!health!information!that!

identifies!you,!your!“protected!health!information”!or!“PHI.”!!!To!protect!your!PHI,!we!will!

follow!federal!and!state!privacy!laws,!including!the!Health!Insurance!Portability!and!

Accountability!Act!(HIPAA).!!We!refer!to!all!of!these!laws!in!this!form!as!the!Privacy!Rules.!!This!

form!explains!how!we!will!use!your!PHI!for!this!study.!!

!

Please&read&this&form&carefully&and&if&you&agree&with&it,&sign&it&at&the&end.&&&
&
Description&of&Research&Study&
This!study!has!two!main!purposes:!

1. To!understand!what!helps!adults!with!congenital!heart!defects!to!manage!their!heart!

condition!(self2care).!

2. To!understand!the!relationship!between!self2care!and!health!outcomes!(symptom!

burden,!quality!of!life,!functional!health!status,!and!health!resource!use).!

Researchers!will!gather!data!from!questionnaires!and!a!simple!walking!test!that!lasts!six!

minutes.!!!!

&
PHI&That&Will&Be&Used/Disclosed!!!
The!PHI!that!we!may!use!or!disclose!(share)!for!this!research!study!includes:!!

• Your!medical!record!while!being!treated!at!Emory!Healthcare,!including!but!not!limited!

to:!

o Cardiology!Records!

o Medical!history!

o Laboratory/diagnostic!tests!

o Updated!contact!information!

o Hospital!and/or!Emergency!room!visits!

!

Purposes&for&Which&Your&PHI&Will&Be&Used&
If!you!sign!this!form,!you!give!us!your!permission!to!use!your!PHI!for!the!conduct!and!oversight!

of!this!research!study.!

&
People&That&Will&Use&or&Disclose&Your&PHI&and&Purpose&of&Use/Disclosure&
Different!people!and!groups!will!use!and!disclose!your!PHI.!They!will!do!this!only!in!connection!

with!the!research!study.!!The!following!persons!or!groups!may!use!and/or!disclose!your!PHI:!!

• The!Principal!Investigator!and!the!research!staff.!

• The!Principal!Investigator!may!use!other!people!and!groups!to!help!conduct!the!study.!

These!people!and!groups!will!use!your!PHI!to!do!this!work.!

• The!following!groups!may!also!use!and!disclose!your!PHI.!They!will!do!this!to!make!sure!

the!research!is!done!correctly!and!safely.!The!groups!are:!!

o The!Emory!University!Institutional!Review!Board!
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o The!Emory!University!Office!of!Research!Compliance!
o Research!monitors!and!reviewers!

!
We!will!use!or!disclose!your!PHI!when!we!are!required!to!do!so!by!law.!This!includes!laws!that!
require!us!to!report!child!abuse!or!elder!abuse.!!We!also!will!comply!with!legal!requests!or!
orders!that!require!us!to!disclose!your!PHI.!These!include!subpoenas!or!court!orders.!!!
&
Expiration&of&Your&Authorization&
As!this!is!a!research!study,!your!authorization!will!not!expire.!You!may,!however,!revoke!your!
authorization!later.!
&
Revoking&Your&Authorization&
You!do!not!have!to!sign!this!form.!!Even!if!you!do,!at!any!time!later!on!you!may!revoke!(take!
back)!your!permission.!If!you!want!to!do!this,!you!must!write!to:!!
!
Nancy!McCabe!
School!of!Nursing!
Emory!University!
1520!Clifton!Road,!NE!
Atlanta,!GA!30322!
!
After!that!point,!the!researchers!would!not!collect!any!more!of!your!PHI.!!But!they!may!use!or!
pass!along!the!information!you!already!gave!them!so!they!can!follow!the!law,!protect!your!
safety,!or!make!sure!the!research!was!done!properly.!If!you!have!any!questions!about!this,!
please!ask.!!
!
Other&Items&You&Should&Know!
If!we!disclose!information!to!people!who!do!not!have!to!follow!the!Privacy!Rules,!your!
information!will!no!longer!be!protected!by!the!Privacy!Rules.!People!who!do!not!have!to!follow!
the!Privacy!Rules!can!use!or!disclose!your!information!with!others!without!your!permission!if!
they!are!allowed!to!do!so!by!the!laws!that!cover!them.!!Let!us!know!if!you!have!questions!about!
this.!!!
!
We!will!put!a!copy!of!your!signed!informed!consent!form!for!the!research!study!and!your!signed!
HIPAA!Authorization!form!into!any!medical!record!that!you!may!have!with!Emory!Healthcare!
facilities.!
!
During!the!study!you!will!generally!not!have!access!to!records!related!to!the!research!study.!This!
is!to!preserve!the!integrity!of!the!research.!You!may!have!access!to!these!records!when!the!
study!is!complete.!These!records!may!include!research!related!PHI!your!health!care!providers!
use!to!make!decisions!about!your!care.!If!necessary!for!your!care,!this!information!may!be!
available!to!your!doctor!before!the!end!of!the!study.!
!
If!identifiers!are!removed!from!your!PHI,!then!the!remaining!information!will!not!be!subject!to!
the!Privacy!Rules.!It!may!be!used!or!disclosed!with!other!people!or!organizations,!and/or!for!
other!purposes.!!
!
Contacts&&
If!you!have!any!questions!regarding!the!study,!you!may!call!Nancy!McCabe!at!(404)!23421574.!!
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If!you!have!any!questions!about!the!study,!or!your!rights!as!a!study!subject,!you!may!contact!the!
Emory!University!Institutional!Review!Board!at!404271220720!or!12877250329797,!by!email!at!
irb@emory.edu.!
!
Authorization&
A!copy!of!this!form!will!be!given!to!you.!
!
!____________________________________________________________!
Signature!of!Study!Subject–!
!
____________________!! ____________________!
Date!22222222222222222222222! ! Time!
!
_____________________________________________________________________!
Printed!Name!of!Study!Subject!!
!
!
_____________________________________________________________________!
Signature!of!Person!Obtaining!Authorization!
____________________!! ____________________!
Date!22222222222222222222222! ! Time!
!
_____________________________________________________________________!
Printed!Name!of!Person!Obtaining!Authorization!
____________________!! ____________________!
Date!22222222222222222222222! ! Time!
!
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��� How much help do you RECEIVE from your family to
manage your heart condition?  Tap on the white bar to No help. I do Help with
move the blue box. everything. everything

(Place a mark on the scale above)           
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��� How much help to you WANT to receive from your family
to manage your heart condition?    Tap on the white I do not want any I want help with
bar to move the blue box. help everything

(Place a mark on the scale above)           
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��� How satisfied are you with the overall quality of
your life?    Tap on the white bar to move to blue Not at all Completely
square. satisfied satisfied

(Place a mark on the scale above)           

��� Compared to people your own age, how would you rate
your quality of life?    Tap on the white bar to move
to blue square. Much worse Much better

(Place a mark on the scale above)           

��� How satisfied are you with your current
health?    Tap on the white bar to move to blue Not at all Completely
square. satisfied satisfied

(Place a mark on the scale above)           
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than 3 years associated 

w
ith older age, living 

independently from
 

parents, having a 
m

oderate versus 
com

plex C
H

D
  

Lapses in care greater 
than 3 years associated 
w

ith 5 tim
es the odds of 

being sym
ptom

atic at 
presentation, 12 tim

es 
m

ore likely to have a new
 

diagnosis, and 3 tim
es 

m
ore likely to need an 
urgent intervention 

Substance U
se 

Zom
er et al 

(2012) 
1496 

39 
46%

 S
im

ple     
44%

 M
oderate 

10%
 S

evere 

50%
 less likely to sm

oke 
tobacco than general 

population, N
S

 10%
 less 

likely to use alcohol, 50%
 

less have lifetim
e soft 

drug use 

N
o differences by 

gender; significant 
differences by C

H
D

 
severity 

N
R

 

R
eid et al 
(2008) 

197 
19-20 

A
ll m

oderate or 
severe C

H
D

 

20%
 regular sm

okers, 
81%

 used alcohol in past 
30 days and 44%

 binge 
drinking during sam

e 
period; 41%

 have used 
m

arijuana and 22%
 illicit 

drugs in lifetim
e 

N
R

 
N

R
 



Study 
N

 
M

ean 
A

ge 
A

C
H

D
 Type or 

Severity 
A

dequacy 
A

ntecedents 
O

utcom
es 

O
vergaard et 
al (2014) 

59 
24 

S
ingle V

entricle 

20%
 currently sm

oke, 
 85%

 drink, 26%
 binge 

drink ≥1x/m
onth. 5%

 
currently abuse drugs 

N
R

 
N

R
 

M
oons et al 
(2006) 

1976 
26 

N
R

 
23%

 of m
en and 15%

 of 
w

om
en reported sm

oking 
regularly 

M
en m

ore likely to use 
tobacco 

N
R

 

E
ngelfriet et 
al (2008) 

3375 
28 

8 subgroups 
(A

S
D

, V
S

D
, 

M
arfan, A

ortic 
C

oarctation, TO
F, 

TG
A

, Fontan, 
C

yanotic) 

9.3%
 current sm

okers, 
4.2%

 past sm
okers 

M
en m

ore likely to be 
current sm

okers and 
differences by defect 
type; no difference by 

age 

S
m

oking related to TG
A

 
m

ortality only (H
R

=4.2) 

Endocarditis Prevention 
 

O
vergaard et 
al (2014) 

 

59 
24 

S
ingle V

entricle 
20%

 no dental visit in 
past year 

N
R

 
N

R
 

R
eid et al 
(2008) 

197 
19-20 

A
ll m

oderate or 
severe C

H
D

 
O

nly 15%
 saw

 a dentist 
w

ithin the past year 
N

R
 

N
R

 

D
i Filippo et 
al (2006) 

153 
N

R
 

39 corrected 
C

H
D

, 35 palliated 
C

H
D

, 79 w
ith 

non-operated 
C

H
D

 

37%
 of endocarditis 

cases from
 dental or 

cutaneous causes 
N

R
 

N
R

 



Study 
N

 
M

ean 
A

ge 
A

C
H

D
 Type or 

Severity 
A

dequacy 
A

ntecedents 
O

utcom
es 

K
nirsch et al 

(2005) 
52 

N
R

 
N

R
 

25%
 of cases related to 

dental procedures 
w

ithout antibiotic 
prophylaxis 

N
R

 
N

R
 

N
iw

a et al 
(2005) 

216 
N

R
 

97 non-operated 
75 repaired  
44 palliated 

39%
 of identifiable 

causes of endocarditis 
either dental related or 
body piercing related 

N
R

 
N

R
 

O
besity 

M
askatia et 
al (2013) 

N
R

 
N

R
 

N
R

 
N

R
  

N
R

 

O
besity is a m

odifiable 
risk factor associated 

w
ith w

orsened 
biventricular systolic 

function and biventricular 
dilation 

Zom
er et al 

(2012) 
1496 

39 
46%

 S
im

ple     
44%

 M
oderate 

10%
 S

evere 

30%
 overw

eight 
10%

 obese 

N
o differences w

ith 
norm

ative population; 
significant differences by 

C
H

D
 severity 

N
R

 

Zaidi et al 
(2011) 

165 
N

R
 

N
R

 
29%

 overw
eight 

22%
 obese 

N
R

 

N
o influence on surgical 

m
ortality or m

orbidity, but 
is associated w

ith post-
op renal dysfunction in 

adults w
ith com

plex C
H

D
 

P
em

berton et 
al (2008) 

N
R

 
N

R
 

N
R

 
54%

 of adults w
ith B

M
I 

>25 kg/m
 

N
R

 
N

R
 



Study 
N

 
M

ean 
A

ge 
A

C
H

D
 Type or 

Severity 
A

dequacy 
A

ntecedents 
O

utcom
es 

Pregnancy-R
elated 

K
aram

lou et 
al (2011) 

26,973 
27 

M
ajority unknow

n 
(41%

), 
com

bination of 
m

ild/m
oderate/ 

severe C
H

D
 

50%
 of w

om
en delivered 

in non-specialty A
C

H
D

 
centers 

N
R

 
N

R
 

V
igl et al 
(2010) 

536 
29 

TO
F/TG

A
 (22%

), 
com

bination of 
m

ild/m
oderate/ 

severe C
H

D
 

20%
 of w

om
en w

ere 
using contraception 
m

ethods that w
ere 

contraindicated for their 
condition; 28%

 of w
om

en 
w

ith high pregnancy-
associated risks w

ere not 
using contraception. 

N
R

 
N

R
 

M
oons et al 
(2009) 

137 
N

R
 

N
R

 

O
nly 38-57%

 of pregnant 
w

om
en w

ith C
H

D
 

regularly visited a 
cardiologist during 

pregnancy 

N
R

 
N

R
 

*N
R

=N
ot R

eported 


