Consent Comparison

When comparing consents with Adobe, a true PDF file must be utilized. Usually documents that are
scanned into a PDF file will not work. If this is the case, you may have to enable editing to do the review.

1. Open the model consent with Adobe & click on View.
2. Then click on Compare Documents.
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After you have both files listed for the consents, click ok. You will also want to make sure you
have the box, Compare text only checked.
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5. Adobe will compare the two documents, and highlight any word that is different. You may scroll
through the document or click on, Get started first change.
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Differences exist between documents.

New Document: Old Document:
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Used to display results.

No pages were deleted
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How to read this report

R inclicates a change.
Peleted indicates deleted content.
mdicates pages were changed,
indicates pages were moved.
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If only the formatting has changed, such as font or size it will look like the box below. You can
hover over the highlighted text with your curser to see what was changed.
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What is the usual approach to my lung cancer?

Squamons cell lang cancers are about one-fourth of lung cancers diagnosed. To treat advanced
squamous cell lung cancer, after a tumor has continued to grow despite treatment with initial
chemotherapy. docrors usnally use single drug FDA-approved anti-cancer weatments,
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This smdy is being conducted by SWOG. a national research group. and the Columbus
Community Clinical Oncology Program (CCOP). in cooperation with the physicians at

What are my other choices if I do not take part in this study?

If you decide not to take part in this study. vou have other choices. For example:
® Youmay choose to have the usual approach described above =

If something was deleted, you will see a symbol as indicated below; if you hover over the symbol
it will tell you what was deleted. This is usually dates, numbers or wording from the footer of
the model and is not important.
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& Or you could decide not to be treated for cancer. but vou may want to get comfort care,
also called palliative care. This type of care helps reduce pain. tiredness. appetite
problems and other problems cansed by the cancer. Tt does not weat the cancer directly,
but instead tries o improve how you feel. Comfort care tries 1o keep you as active and
comfortable as possible. | <
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cancer patients, we don’t know whether resting can identify patients who will or will not benefit
from treatment. | The purpose of the treatment part of this study is to compare the effects. zood
and bad. of these investigational agents to the usual approach to treating your type of cancer. It
may be possible that yon will not be able to participate in the treatment part of this sdy. This

Panent Inmnals: Page Lof 12 Consent Version: 06/10/2014

Comparing documents with Adobe and Word




8. Pay attention to the blue highlighting, as this indicates something has been added to the model
consent. If working has been added, that is not in the model consent, it must be in the sites

CIRB approved Boilerplate Local Context Document. If not — this is a deficiency.

o L ==
File Edt View Window Help o
o [ Been- B EH geovhbhEe cuomize = | o
T @[ g | IR =[] | HE | RS Tools | Fil&sSign = Comment
,L‘ e 'ﬂT‘ IO P V. OOTTOTS USTEITY ST SIE IS T, PP -
7 = o R This study is being conducted by SWOG, a national research group, and the Columbus

4 || inchude changes to:
A Ten
o < Images
Annetatin:
=) Feematting
4 HerdersFesters
2 Bathgrennds
Cument Color Scheme
& (EEEE
mE
L B
Opacity

INEW: Consent - SWOG 51400 |
Bcreening 2014-06-10 PDF

Community Clinical Oncology Program (CCOP). in cooperation with the physicians at

What are my other choices if I do not take part in this study?

If you decide not to take part in this stdy. vou have other choices. For example:

*  Youmay choose to have the usual approach described above

* You may choose to take part in a different smudy. if one is available

s Or you could decide not to be treated for cancer. but vou may want to get comfort care,
also called palliative care. Tlus type of care helps reduce pain, tiredness, appetite
problems and other problems caused by the cancer. It does not treat the cancer directly.
but instead tries to mprove how you feel. Comfort care tries to keep you as active and
comfortable as possible. |

Why is this study being done?

The purpose of this study screening step is to perforn genetie tests onyour wmor sample for
certain feamres that investigational targeted agents used in this stdy are specificglly desie
work against. Then the purpose is 1o assign you o a treaty Sompse: that 15 chosen based on
the results (zenes and proteins called “biomarkers™) of thi“gensnc” stng on your mmor sample.
This study related “research rest™will be done in a special lab. The system of assigning a
treatment sub-study based on genetie testing of cancer is investigational: in squamous cell lang
cancer patients, we don’t know whether testing can identify patients who will or will not benefit
from treatment. | The purpose of the treatment part of this study is to compare the effects. good
and bad. of these mvestigational agents to the usual approach to weating your type of cancer. It
may be possible that vou will not be able 1o participate i the weaunent part of this study. This
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9. You can also search the sites boilerplate language for what was inserted in the local version of
the consent to check that it is approved. Open the CIRB boilerplate document with Adobe and

click on search.
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1. Drug interactions

Rights
1. Confidentiality
5. Injury
6. Costs
7. Risks

11. Other

The boilerplate language and institutional requ;
listed below. Mo changes to either the boile’ *... 1. orinstitutional requirements may be

implemented without prior CIRB approval. ... t be reported promptly to the CIRB for review
and approval prior to implementation.

The Signatory Institution Local Context boilerplate language includes the following. We propose inserting
our language into the NCI CIRE consent form.

2. Birth control language
3

§. Required Signature section (participant/LAR, person presenting consent, and treating investigator,;
no witness, release of information)

9. Use of Consent Addendums for reconsenting versus Full Consent form Reconsents

10. HIPAA Authorization Form

Find

. _‘:;ignatcry Institution approved by the CIRB are

The CIRB-approved the following boilerplate language on November 6, 2013 and Is to be inserted into
the CIRB-approved consent form(s) by the Investigator:

LOCAL CONTEXT

Comparing documents with Adobe and Word _



10. After entering the text in the find box, click next and Adobe will find the text in the approved

Ianguage if it is there, and highlight it.
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1. DRUG INTERACTIONS, insert as needed:

There may be significant interactions among certain medications, including over the counter L
medications, with the study drug. Before enrolling in the study, your doctor will review with you a list
of medications that you should avoid while taking part in this study. You should also inform your
pnyspc.ran and study doctor before you begin taking any new drugs, including over the counter

ns or

2. REPRODUCTIVE LANGUAGE, repl. tion with paragraph below:
Due to the fact we are a Catholic institution; the language below is to allow Catholic women and
men with the potential for producing children the opportunity to decide whether they would like to
participate in the study, based on the religious teachings of the Church. We are not allowed to list
the various methods of ‘birth control’, and have instead elected to use ‘pregnancy precautions'. If
the study drug used is Lenalidomide or Thalidomide, we do not modify the consent to the Catholic
language, as those drugs are known to affect an unborn child. Additionally if the sponsor adds
comments such as, “particif must use p ion for up to 3 months after stopping study drug”,
we do insert that into our bolded language below.

Because the medications used in this study may Mm ETOTSTY
evaluate any decision to proceed with participating in this study. It is strongly recommended that

you inguire about counseling and obtain more ion about p i prior to

participating in this study. You should also discuss with your srudy d'octcrany precautions you are

If wording is found in the local consent that is not in the CIRB approved document or the CIRB
approved model, the site must either remove the wording or amend their boilerplate language
with the CIRB.

You can also compare documents utilizing Microsoft Office Word. The screens though are busy.
1. Open the Model Consent in word.
2. Click on the Review tab & then on the Compare tab. Then choose to compare two versions of a
document.
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Jinformed Consent Model for 51400 — Screening Step
(This is to be used for patients who are being sereened after progression
on previous treatment)

*NOTES FOR LOCAL INSTITUTION INFORMED CONSENT AUTHORS:

Thiz model nformed consent form has bom reviewed by the DCTDVNCT and is the official
conzent doctiment for this study. Local IRB changes to this document ave allowed. (Institutions
should attempt to use sections of this docioment that are in bold bpe in their entirety, ) Editorial
changes fo these sections may be made as long as they do not change information or intent. If
the institutional IRB insists on making deletions ar mare substantive modifications to the risks or
alternarives sections, they may be justified in writing by the fnvestigator and approved by the
IRB. Under these circumstances, the revised language, jusification and o copy of the IRE
mintes must be forwarded fo the SWOG Operations Office for approval before a pattent may be
registerod to this study,

Piease particularly nole thal the questions related fo banking of specimens for future study are
in balded ype and may not be changed in any way withou! prior approval from the SWOG
Operations Offce.

tatistics:

Flesch Reading Ease $7.9  (targeted above $5)
Flesch-Kincaid Grade Level 9.7 (1arpeted balow §.5)

. i consen in fitalics].
* Ablankline, - indicates that th i adethe
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participant.
. The term "stucly doctor” has been used throughout the model becanse the kocal
investigator fora cancer treatment trialis a physician. If this mode] is used for a trial in
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In the box, choose the file location by clicking on the file next to the box.

Compare Documents

Original document

]

sed document

|MCF 1400 6-1-2015 [Compatibility ME' =]

T

Comparison settings

m

Insertions and deletions

Moves
Comments
Formatting
Case changes
White space

7 show changes

e

Show changes at:
(0 Character level
@ word level

§

|_51400 screening Izl ﬁ

ST Choose the Model Consent for the
= original document.

[ ok ][ cance |

[¥] Tables

|| Headers and footers i )

[E] Footnotes and endrotes Choose the site consent for the

[¥] Textboxes .

Blrdds i revised document

P

Show changes in:

() Original document
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For the comparison settings you can remove formatting and case changes, but keep tables
headers and footers, & text boxes.

Show changes in: Any of these are acceptable. Below is the screen if you choose New

Document.

The new document is in the middle of the screen with the Model Consent at the top right & the
site consent at the bottom left. As you scroll through the new document in the middle, the
other two documents move also, so you can Iook back at the others as necessary.
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Line Therapy of Squamous Cell Lung Cancer (Screening Step)”

What ks the nsual approach to my lung cancer?
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Anything that has been changed will be highlighted. The line through indicates the site has
removed this from their consent. If something has been changed it will be in blue after the line

out.

New wording is generally in green.
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5. If you hover over the highlighted text, it will indicate whether it has been deleted or inserted.
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What are my other choices if T do ol take part in this study?
I you decide et to take part i this study, vou have other choices. For example:

Tt local informed coniest muit
state vehich parties may inspect the
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L, the deug. fex

*  You may choase to have the uswal approach described above

* Vou may choose to take part in a different siudy, if oue is available

®  Or you could decide not 1o be treated for cancer, bt you may want 1o go
comfort care, alo called palliative care. This tvpe of care helps reduce pain,

investigational studies, sy
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informed consent form) and SWOG.
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instead tries to improve how you feel Co-smmmmhqmm.:mudmrmm:umum
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tirvduess, blems and other the cancer. It does
mot treat the camcer directhy, bt invtead tries to improve hon you feel Comfort
care tries to keep you as active and cemfortable a5 possible.
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efl Jung cancers we abous one-founh of fung cancers diagnosed To mear
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with initial chemetheagy, dostans wisally uie single drug FDA-spproved anticascer
treatments,

What are my other choices if T do not take part in this study?

1f you decide nee to take pant in this shedy, vou kave other cholees For example:
*  Youmay choose to have the usual described above
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