Information taken from: Center for Health Studies
CLEAR WRITING TEMPLATE LANGUAGE
Appendix C: Template Language for Consent Forms

The following is a compilation of easy-to-read language for common topics in consent forms.
These examples were gathered from actual language in consent forms at the Center for Health
Studies (CHS), as well as consent form templates made available on the public websites of other
research institutions.

CHS is still working to develop template language for HIPAA authorizations, which will be
included in a future version of this toolkit.

Notes for users

! The Flesch-Kincaid formula was used to rate the approximate grade level of each selection.
1 Feel free to combine passages from different selections or use excerpts from a specific
selection in combination with other language.

1 Phrases that will need to be revised to reflect individual research settings are highlighted in
grey, with instructions for inserting specific information in brackets.
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Table |

Introduction Researchers” Statement

Grude level

W'e amz mviting you te take part in a research study. The purpose of this consent
Form s to give you mformation to belp you decide 1f vou want to be in the study.
Please read this form carefully and ask study staff to explain anything you do not
urderstand. You will have a chance to ask questiors before you make your
decisian. This process is called “informed consent.”

W'e ame asking vou to be in a research studyv. Being in this study s voluntary. To
make an informed judgment on whether or not you want 1o be part of this study,
youl should understand the nsks and benefits of participating. This process is
krown as informed consent.

This consent form gives vou detailed informaton about the research shady.
Please ask any questions vou may have about the study or this form befare
signing it. We will give you a copy of the consent farm 1o keep.

.2

.2

Please read this form carefully. Take time to ask shady staff 2 many guestions
about the study as vou would like. 1f there are any words or information that vou
donot understand, study staff will explain them to you Readmg this form and

falking 1o study staff may help you decide whether to participate or ned. 1§ you
decide to take part in the research sudy, you must sign the end of this form.

Srom Chesapeake IRE Infoarmed Oonsenr Template

Aiipeiivesvs chasapeakail: comi@RBSerdcas Foemstiahel B3 Dl

b3

What you should know about this study:

= You are being asked 1o join a research stody.

+ This consent form explains the research study and vour part in the study.

+  Please read of carefully. Take as much time 2 vow need.

s Please ask the study staff questions ahout anything you do not understand.

+ Youcan ask guestions now of anytime dunng the study.

= [f vou join the study, vou can change your mind later.

+  You can guit the study at any Hme.

o If vou decide to guit the study, it will ned affect yoar care ot CGrowp Health
[imsert name of facility or institution].

Srom Jafms Hoplies Universine

hitip: irb, hmi. ecus'f ormshipaacons entorm. i

4.8




Introduction’ Resexrchers™ Statement

Yom are mvited bo thmk aboeat taking part in a research study. Thas form wall weldl
woul about the purpose of the research, its possible risks and benefiis, other
aptions available to vow, and your meghis as a participant in the study. Please ke
your time o make your decision.

Evervene who takes part in research at Group Heabth [imsert name of facalsty or
imstitubion] should know that:

. Being in any siudy is volurtary.

" ¥ou may ar may not benefil from being in the study, Knowledge we gain
from this study may bemefit others inthe fotre.

" Wou may leave the sudy at any mme and nece of the henefils vow would
marmually receive would be iimited or mken aovay.

a Please ask any questsons you have ahood thas sody. Flease also ke whatever
tirme vou reed to talk about the study with vour doctor, study staff, and vour

family and feends. The deciion to he in the sbudy ornot is vours, 1§ youa
decide to ke pan. plkas: sign and date the end of this fomm.

Table X

Cirnde level

6.7

Hegquest for Permission to Review Medical Records

Grade level

Checking the medical records of people in the study 1s an important part of this
research. Forthis reason, we are asking that vou allow us 1o look a1 vour
cimpuienzed reconds at Group Health [insert name of facility or instifution]. We
are interested m seeing what kinds of medicines you take and what kinds of visits
woul make in ke next wear and a half [inser time frmme].

S

We will collect more information abmn vour back pain [imsert condition] fraom
wour computerized medical reconds. This will include information about
mezdlicines you have been prescribed and visits you have made to your doctor in
ibie pust five years [insert ime frame] *

1.4

We are asking yvour permission o review information m your medical records.
This will include information about wisis, medications, and lab tesis that yoo
have during the study.* We wall use this information to compare pesple who
received extra services with people who did mob receive exim services [insert

applicable information].

1.5

* can also give a range: “. between 2000 and 2006,



Talsle

Handomization Grude level

We will use a computer bo randomly assign veu o one of the study groups. This 18
means that yow will be pul inde a group by chance. It is like flipping o coinor

drawing names oul of a hat. Yeu will have an equal chance of being in placed in

any proap.

adaricd from an exemple @ reargeiown Lafversin

o : Wi AL 008 oot

There will be about 1500 [insert number] people in this study. They wall be 4.8
assigned randomly 1o one of three [insert nunsber] study groups:

[list groups]
Which group vou will e in is decided by chance, like the flip of a codn.

You will be randomly assigned 1o receive ane of the four [insert namber] study 6.7
reatmenis. The means that whichever study treatment you receive will be

decided purely by chance, like flipping a coin. Y ou will have a lin 4 [insert

odds] chance of receiving any ene of the study reatments.

We will mot tell vou which group vou are assigned to. Stody staff al wouar vistls

will not kneay waur group assiprment cither. B we can quickly find out which
groap vou are in if we ever need 1o kmow inoorder @o prodect vour safety.

Talsle 4

Blood Draw Procedares

Mode: [nchide volume of hlood only m teaspoons or blespeons, mther than mi, co, or ee. Use
the following equivalenis:

o oo = | teaspoon
+ |3cc = | Tablespoon
+ | o = I Tablespoons

Tahle 5
Hisks of Drawing Blood Cirnde level
¥ ou may fieel a slight peedle prick when we draw vour blood. Some peaple may LN

have a slight hrwise that will go away in a day or tava. Sometimes, people feel
light beaded ar faint.




Hisks of Dranwing Blood Girude level
You may feel bathered by the needle stick, and a bruise may forme In rare cases, 4.3
somee people faint or the site becomes mfected.

There are no major nisks associated wath dmwing blood. Having your blood 4.9
drawn can be uncomforiable and can sometimes cause a brusse. [n rare cases, o

can cause fainting. Only trained people will drow your blood.

Table &

Hiks of Survey Questions Girude level
You may feel mcomforabde answering some questions on the survey®. You &.d
may skip any guestion that you do not wand to answer.

The imterview includes some guestioms that may seem senstive or personal®. 7.3

You are free to skap any question ar item for amy reason.

*IEBs may require that the msks section explicitly mention quesizons pertaining to sexual

history, drug use, alcohol consumpticn, or other potentially sensitive topics.

Table T

Neo Guaruntee of Direct Benefit to Farticipunts Girude level
Y ou may or may ned receive any benefit from being in the study. It is possible 5.2
that wou may get better, stay the same, or gel worse. 1§ vou take part in this study,

ather people with diabebes [insert condition] may be helped.
Sram Chesapeake IRE fnformed Conserr Template

THI aaanaakeai i IRESaracas

We do not expect you in benedil from being in this study. Chhers may berefit in T
the future from the information we get from this study.

We don’t know if you will benefit from being in this study. However, we hope T4
results of this study will hape o improve treatment at Growp Health [msen

Eacility or imstitutson] and i other bealth systems arcund the country.

We can’t guarantes that vou will benefst from being in this study., Hewever, we 1.2

hope to use the information from this study to develop new programs for treating

back pain [insert condstion).




Table &

Volamtary Participation and 'Withdrawal Girude level

Can you leave the study early? 4.2
+  You can agree to be in the study now and change vour mind later.

o I wou wish to stop, please tell us right away.

+ Leaving ths shady carly will nod affect vour regular medscal care.

Srom Safas Hoplons University

Being in this study is veluntary. You can decide not ta be in the study. 1 you 4.4
decide not fo be i the study, you will ned lose any benefits that vou have.

Taking past in this study is up fo you. Yoeu may choose not 1o ke part or o 4.8
leave the study at any time. If you choose not 1o take part or o leave the stady,
your regular medical care will ned be affected.

Sram Gesrgetown Undversity

Tuking past in research is volmiary. You may decide nod to be in the sudy. [F 50
you decide to take part. you may leave the study at any time. Y our decision wall

not affect veur medscal care at Group Health [msert facility or institution]. There

are no peralties or loss of benefits if you choose not to take pan or 1o leave the

study early.

Srame Children s Hospital

Taking past in this study is volumtary. If vou choose not o panticipate in this 5B
study, vour care at CGiroup Health [insert facility or institatson] will nod be
affected.

You may choose not to participate at anv time durig the stadv. Leaving the

study will nat affect your care at Group Health [insert facilsty or instifution].
Srom Universidy of Chicaga
ottpiors bed uchicago. edu IR B ofCConsentE o T emplate, do:



Volantary Participation and Withdrawal Girude level
Emering a research study is voluntary, Anyone who is asked 1o be in a research .2
study may say me. If vou star o research study, you may slop at any Gme. Yo
o not need to give a reason,. Moodoctor will treat you dafferently if you cheose
nod b be in a research study or later decide o stop pasticipating. 11 you stop, it is
imparani todell sudy siaff amd follow any instmactions that they may give you.
Seom Chesapeake IS Informed Consenr Template
safaakairl camiEl RB e cailF oamiiahs

¥ our participation in this study is voluntary. Yoo are free 1o leave this stady at .6
any tamwe. Your care at Group Health [insert facalsty or instihation] will ned be
affected by whether vou decide to panticipate.
Your Hights .1
It is imponant for you to know that:
+ Your participation 15 voluntary,
« You may decide not 1o take part or 1o kave the study at any time. Thas will not

change the guality of the health care vou receive.
« We will tell you about any new information or changes i the study that might

affect your willingness to participabe.
Seom University of Messachueserts Medica! Schocl
mHp ey s miad ol SUbeeC 1S T U Man S oTmS . a So
Talble @
Confidentiality Girude level
¥our confidentiality is one of our primary corcems. All of your research reconds T.1

will be kept indefinitely im locked cabinets and protected computer files. We wall
nod place wour name on any research data. Instead, we will assign a code nomber
to your information. 'We will keep the master last that links your name o your
code number i a bocked cabinet.

We will not share your study resulis with anyane unless you ask us to. Your
name will not appear in any reports abouwt this study. All information and resulis
from this study will be kept indefinite]y.

All of the information that vou give us will be confidential 2= provided by law.
The only exception is if there is a risk of possible harm o others or to voar self




Farticipant’s Stntement/Signatare Girnde level

[ have read this form or have bad it read 1o me. 1 have been told what will happen .2
if | tnke part in this sbudy, meluding the risks and benefiis. 1 have had a chance to

ask questions. and they have been answered to my stisfaction. [ kave been told

ihiat the people listed in this formn will answer amy questions [ have in the future.

Etady sialfT will give me a copy of this consenl form for my recards. By signing

helaw, [ am valuntarily deciding 1o he in this rescarch study.

Please initial each stalement wou consent ba: K
_ Totake part in this study.

_ To alkew the researchers 1o look al my Group Health [insert facality ar
mnstition] compuierzed medical records related (o 1he health care | receive.

_ Tohe contacied aboal this research m the future.

«  This study has been explained to me. T.8
+ [ valunteer 1o ke part in this research.
+ [ bave had a chance o ask guestions, and my quesions have been answered

o If 1 have questions later on ahout the research, | can ask one of the researchers
listed in this form.

+  If ] have gquestions aboul nyy rmights 2 a research subiect, [ can call the Group
Heulth Human Subjects Division at (206) 287.2919 [insert applicable info].

+ | agree to allow the researchers 1o use my medical records as described in thas
consent fomm [remove if nat applicable].

. I-:.l:ll'l'tl.-lI]:.ltifI-::ndnhlutnmqu.:-:im.l fior thas shady im the
future, study siaff will contact a family member or close friend (o do this for
me [remaove if mot applicahle).

«  Dwill receive o copy of this consenl Farm.

Takle 11
Enudy Stofl StatementSigmoiure Girnde level
s [ have carefully explained to the subject tbe naure and purpose of this study. 7.1

+  The subject has been given enough time and an adeguate place to read and
review this form.

+ The subjed has had o chance to ask guestions and receive ansawers aboud this
study.

Srom Chesepeake IRE




Srmdy Staff Statement’Signoture

Grode level

[ have explained the above research siady over the telephane [remove if ned
applicable]. The participant was grven time o discuss the stody and ask
questions. | can be reached at the phone mumber listed on this form to answer
any other questions that the participant may have, 1 will masl Jor “give,” if
applicable] o signed copy of the consent form to the participant.

1.8

My signature below indicates that [ have fully explained this stody, inchadimg its
risks and henefits. 1 will answer any questions that you may have at any time. |
al=zo recognize that by answering study questions, vou will he shanng persanal
informatson with me.

.7




Confidentiality Girnde level

We will keep mfommation abaut you confidential as provided by law. We will B0
lubez | wour andsotapes and survey answers [insert applicable stody data] with a

study rumber only, Y oeur study number is not related fo your reme or Group

We will keep the audiokipes in a locked cabinet. Information from the interviews

will he stored in protected computer files. We will destroy the audiodapes and the

link hebween your name ard siudy number by March 2010 [insert date]-

We will mever use vour name in reports about this study, 'We will pot share vour
answers with your docor or aryene else withom vour permissson. Howewver, if
we think you are in danger of barming yourself, we are obligated 1o get help for

We will keep mfommation about you confidential in accordance wath the law. We B0
will use a study mumber instead of vour name to sdendify your blood sample and

survey answers [msert applicable study data)). The link between your mame and

wour 11¥ number wall be kept in a separale computer file. Accoess o those fles

will he limited 1o study staff with proper security clearances You will not be

identified in published reports.

Y our privacy is important 1o us. We will do evervihing we can o protect the B9
confidemiiality of vour personal imformatsen®. Yoo will ke given a study number.

W will use this pumber an yeur survewvs and other research papers insiead of

vour mame or Gnoup Health consumer number [irsert applicable paisent

identifier]. We will mot include personal information about yow in any reports ar

papers about this sudy.

Seam rlee UF Dheparimesd aof dusiice

*Mote: Some IREs may require “as provided by law™ or a similar claose.

Tahkle 1D
Farticipant's Stotement/Signatuare Girnde level
o [ bave read this form and the research study has been explained toome. 4.5

# [ have been given the chance 1o ask questions, and my guestions have been
answered. If 1 have mone quesisons, | have been todd who o call.

w [ agree to he in the research study descnbed above.
o [will receive a copy of this comsent form afier 1 sign it

Seam Nartfrwesters Dniversiy
D a1 28 BN NN A BT eal iy 800N 0P AL S ST DT G O 2000 85000 580 F s N SN cTies A0



Example 2

Origiral

o Grade lewvel = 11.2

o Reading Ease = 51.0
71 pas=ve sentences

Bevised

«  Grade level = 7.1
+*  Feading Ease = T0.2
+ X% passive serdences

I vour meet the eligibility requirements and are
interested in participating, vou will havea |
d chance of being assigned o each of foar
gringps. Three ind pariscipants wall be asspned
o study Ireatment. and 1 in 4 will be asigned io
usual medical care. Participants assigned o the
study freatment group will make 10 visits over a
Teweek period. These visils will be paid for by
the shady. All participants will receive a siate
af«ibesant book deseribimg many technigues Tar
curing For athlete™s foot. Regurdless of group
mssignment, all participanis will e conacied at
I 6, wnad 12 months after the start af the sindy
for phowt o Xl-minute telephone interyiey.
Although we cannot guarmniee thal vou wall
henefit from tbe freatment vou are assigmed,
knowledge gained from this study will help
improve care for athlete”s foed at Group Health.

[ you ane imterested in amd cligible for this
study, you will be assigned by chance toone of
four groups. Three groups will recerve siody
treatment. The fourth group wall recetve usaal
medical care. You will have a ene in four chance
of heing In amy growp.

Feaple assigned 1o o study treaiment group will
make 1 visits over a Toweek period. These
visils will he paid for by the shady.

Everyome in the stmdy will recerve a state-ofs
ihie-art book ahowt different techmigques For caring
for athleie™s focd. Mo matter which group yeu
are im, we will call you for three telephome
infervicws that will last ahawt 20 minutes cach.
These interviews will take ploce X 6, and 12
manths after vou join the stwdy.

We comned guarantee tha vou will benefit from
the treatment vou may be assigned. However,
we are confident thol knowledge we gain from
this sudy will kelp imprave care for athlete’s
oot at Group Health




Example 3

i There are revisions throughowl, so changed fext has not been emphastzed in this example.)

Origiral

= Grade level = 12.04

»  Reading Ease = 44.0
. Yo passive senlences

Bevised

= (rade level = 7.7
» Reading Ease = 6.5
« [P passave senbences

Ciroup Health Cooperative recopnires the
imporiance of posiive bealth behaviors and their
mole in building a healthy and rewarding lifestyle.
So we want o imvile wou to participate in a new
rescarch study for Group Health members called
the SCALF Study. Group Health Ceoopermbive.
Kaizer Permanente, and HealthMedia, [nc.. a
leading multimedia group, are sponsaring this
rescarch bo test the effectiveness of online
programs for helping people prevent and ireat
dandruff. Before finaltzing the programs, we
necd to pilot test them i a small group of
persons wha have dandmaft. If wou are one of the
thousands of people who say they want 1o do
something about their dandndT, we would like o
ask vou o particgpabe in this study. Tao be eligible
o emier the shady, you must have dordreff, be o
membeer of Growp Flealih, have on email address
arul the ahility to access the internet at beast once
ar twice per week, and meet certain other
eligibility reguirements.

Gromp Health Cooperative knows that positive
heakth behaviars play an imporant mole in
huailding a healthy and rewarding lifestyle. 1§ vou
are oove of the thousands of people who sy they
ward to do something abowul ther dandnedT, we™d
like to invite you to take part in SCALF, a new
research study for Group Health members. Group
Healih Cooperative, Kaiser Permanente, and
HealihMedia, Inc., a leading mulizmedia group.
are sporsering this research.

The goal of this project is o create online
programs o help peaple prevent and treat
dardruff. To make sure that these programs are
as helpful as possible, we first need to fest them
in a small group of people. Tao be eligible far the
study, you must

» have dandnaff.

# be a member of Group Health.

¢ have an emsil address.

¢ be ahle to access thie Intemet ot lest once

or twice per week.
» meel cortoin other eligibility reguiremends.




Exnmgple 4

Origiral

«  Grade level = 11,2

»  Reading Ease = 459

s A0 passve senbtences

Revised

«  Crade level = 7.8

« Reading Ease = 636

+  1E% passive serdences

All of voar rescarch records will be maintained
indefinitely in oar ressarch offices, in locked
files and password-privtected computer files.
W wall not place vour name on any research
data. We will asign a code number 1o your
information, und a masier list identifvimg vou
b your code number will be mnintained hy
the Frincipal Imvestigator in a locked file. Onlv
investigators listed on this conseni farm and
persommel directly reloted to this study will
have access o vour study records. Selected
people warking for the shady sponsers may see
the informatian about you (hoth persanal,
including your mame, ond other information
held by the study doctor. Y oor informatien will
he examimed o confirm that it is commect and thai
il 1= related o you. These persons are requined o
mainlain the comfidentiality of youar
information. We will ned reveal the reswlis of
vuur participation to anyone unless reguested
by you. Your name will not appear inany
publications or reports produced from this
stody. All information and resalis generuted
frwm this shudy will be kept indefimitely.

All of your rescarch reconds will be kept
indefiniicly in locked cabinets and protected
compater files. We will not place wour name en
any research data. Instead, we will assign a code
nunyher ko vour imformation. We will keep the
master list that limks your name to vour code
number in a bocked enbimet.

Only the researchers listed on this conseni form
and siaff who work om this study will have
acoess (o your study records. Certain people
working for the study spansors may see your
mamee ur sther persunal information abouat
you. They will look ot this information to
canfirm that it is cormect. These persons are
required io keep your imformation confidential.

W will mot share your study resulis with
anyvome umbess vou ask us toc Y our name wall
not appear i amy reports ahawt this study, Al
information and resalts from this study will be
kept ndefinately.



Example 5
Origiral

s« Orade level = 11.4
»  Beading Ease = £6.2
« 107 passve sentences

Revised

+  Cimade level = B.3

«  Reading Ease = 615
w P passve senbences

Proceduares

[f you agree 1o porticipate m thas shady we
will schedule a telephons interview at a time that
is best for vou. The telephome coll will Tast
abmat Wi to S minuotes amd will ask aboud your
experiences with headaches and moed. The
interview will be nudiotoped and then
transeribeed so that we may record voar
respomses. Mo ane ather than the research team
arul the transcriptiomists will hear the
adiolapes. We will reimbarse you 54 for your
time if you participate in the elephone

Interview.

In our 2002 gquestivcnnaire study, vou gave us
information aboal vour medical history,
headaches, moaid, and charueteristics ahouwt
wiursell. ¥ oua also gave us permission o called
information about wour health care visits from
vour computerized medical reconds. For the
current inderview study, we would like to
compare how you are feeling now with vour
fuesticnnaire answers and compaterized
recards from the Z002 stoudy. We will no
callect nmy mew dota ahowt veuw from your
medical recands. By agreemg (o participate in
this shudy, yow will be agreeing o let us compare
WIT respanses now with your responses and
mecords from 2001

Wt will happen if 1 join this stmdy?

[f you agree to be in this study, we will schedule
a lelephbane infervicw at a time thal is best for
you. The call will last aboat 30 o 60 minutes.
W will ask about your experiences with
headaches and moad.

W will record the mnterview on an audintupe
and then write down your onswers. Mo one
ather than the research team and the person who
writes down the answers wall hear the
audicdapes. We wall give vouw 530 for your time
if you tuke part in the telephane inferview.

Far the current imterview shady, we would like to
compare how you are feeling mow with your
infarmuation from the 2002 study. Im that stwdy,
you gave us information about voarself, your
micdical history, your headoches, amd vour maopsd.
Y¥ou also pave us permission fo collect
informalon ahout your health care visois from
your computerized medical recards.

We will not lsok st your medical records agam
for this study. By agreeing to be in this study,
yoll are agresing o led us compare your
respanses nivw with your responses and records
from I{HRZ,



