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A Pre-Screening — Medical
Charts | )
NCORAFP cite chaff may review new
patient |isks or medical reconds o
lderiiy pabi=nts bo approach whao
may meet the following crieria
= 15 years of ape, mcenty
diagnosed, and smoking clgunetes.

Pre-Screening Log
= Ta"rﬂa:erﬁ Access
NCORP cite staff wil recond fie following
characterisiics on al subjecs approached:
age, sex, ace, ethnichy, cancer diagnosis
(cancer iypel, cancer stage, date of
dlagnosis, ECOG P2, angusde spoken.
This may b= col=ded fom medcal recond
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B. Pre-Eligibility Screening —
atients

HCORP cite ciaf wil approach &l
potentally =igible pabents to ask
pemission to comtact Bhem with an
riormational wideo (vitual ciniclan
refemall
For pafents who agrees, al =ligiblEy
crit=ria will be confimed, ard an
email address for reglstation in
OPEN + EAEEE PROC wil b=
colectsd.
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Reasons for Inelgkility or refusal to be
soeemned fom (B) wil also be docamenizd
e

A monthly secure fie transfer will be sent
o BAGH.

CPEN STEP 0 - Screening Step

NCOAF clbe ctafl wil regisier patiens
who agre= inta OFEN STEP 0. They wil
enter in OPEN the Tollowing inTommation on
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C. Recruitment and Consent

HCORF ele ciaff will tolow up (in
clinic or wia phone] with all & lgible
pabenis to assess inberest In
participation

HCORP siis claft will obiain
wriien informed consent and
colect the contact information from
all patients who are Imsresied and
sl =ligikie

al registered: age, sex, moe, ethinicEy,
cancer disgnosls (cancer ypel, cancer
stage, date of diagnosis, ECOG PE,
language spoken, and confirmation of
eigibilEy.

RAVE — Ineligibdity Documentation
Reasons Tor ineligibifty or refusal io

participats from (G wil be domumeni=d n
RAVE

EASEE PRO

OPEN ETEF O regisiration sutomaticaly
creates an accownt in EASEE PRO for the
patient. EAZEE PRC wil Immediately
send an =mall b al registensd patients
requestng they retum fo the secure portal
toi wizw the Virlual Clinician Referral video.

EAZEE PRO wil track and record who Rias
wiswed the video Ink and mofy NCORF
site staff when & video Is walchied to assist
In recrukment outreach.

Oingoing SECUrs dat ransfers from RAVE
to MiEH.

OFEN STEP 1 —Written Consant
o MCORP cits ciaet wil register all patiens
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[t Baseline Survey

Fatients may elect o compiete the
EL survey In cinic with HGDRP
slie ctadl a1 the ime of their wrtten
corsent (Entered Indo secure porial
via efther direct enkny or paper-
baised and enlersd by sie CRA)

CR

DEAU staff wil provide emall
phone cubreach reminders to refurn
to the secure potal io complete the

L survey.

Faflents who do not complete the
BL survey will not conbinue In the
shudy beyond this point

who sign an informesd corsen form Inka
CPEN 3TEF 1.

EASEE PRO

OFEN ZTEP 1 wil trigger EASEE FRO 1o

send emal io participant requesting Ehey

r=fum b the secure porfal o complete the
L survey.

OPEN STEF 2 - Randomization

HCORP cite ciaft wil register all patients

who compleie b EL survey Inlo OFEN

ETEF 2, which will mndomize the patienk
toi & treabment s (WIT vs. EUICL

NCORP 3He ctaffwil send pabent

B Sisivainy
Compatan

E Randomization

HCORP e claff, when motfied of
BL compiefion, mndomiz= paiend
In OPEN.

¥  rcontact information, stady IO, dates of
consent and random zaton, provider
Infermation, and randcmization arm
assignment bo M&H oentraliked study
staifvia secure emall.

Post study, Brown will mengs the data in
the shudy.

EASEE PRO

Completion of the BL wil friggera
completion =mall o the NCORF site sialY
and to MGH.

EASEE PRO

Randomzation o the EUC arm wil irigger
& "Quilline refemar amisl.
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E. VIT Intervention

WOH siudy ctalff coordinases
TeleHealth sel-up and inltiation

EAZEE PRC wils=nd and emall to all patients eguesting
them io refern o e secure porial
complete sarvey at 3-months folow-up.

of counszling SErvices.

WIT subjects will be offered up
iz 11 counceling s=ssions with
3 asniralizad tob

treatment coash at MG H, and

up b 12 wesks of NRT ower
+ approximately & maonths.

F. 3 Month Follow-Up

CEAW Ttaff wil provide emallpnoneiext
putressch reminders o comiplete the sunvey

For subje s who report:

being quit and no concurrent use of NRT
or e-cligarefies, MOH ctudy slaft will
coordinabe a salki sampie coleclon. J2
wil send sallva sample collection resabs
and status slip bo BGH

being quit and concarrent wse of NRT ar
e-Cligarafies, NCORP che oiafl wi
coordinabs £33 sample collection. NGO RP
Gl ctaff documents dats In RAVE and
emalls to MGH

MGH Database

Caniralized Tobasoo treabmant J'

poach wil document all sessions | (5. & Month Follow-up

notes in Access database.
GEAL Etaff wil provide emallphonefext
WGH study ctaff wil document all outnesch rem inders i comiplebs the sunvey
biochemical sample resulls,
mdication fills, snd xit Ineviess
complefed in Access database_

For subje s who report:

being quit and no concurrent use of NRT
or e-cligarefes, MOH ciudy staft will
coordinabe a saliia sample miecon. J2
wil s:end sallva sample colecton resuls
and staus slip ko MGH

belmg quit and comcerrent wse of NRT or
e-Cigareties, NCORP cite ciaff wi
coordinabe CO sample coliection. HCORP
clin sl documents dats In RAVE and
emalls bo MGH

H. Exit Interviews
MEGH study staft will offer a
subzet of S-month sureey
completers the chance 1o

paricipals in an =xit inieniew
Wi 3y Investigairs,
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EAZEE PRC wils=nd and emall ko all patienis eguesting
them fo return o the s=cure portal o
complete sursey at E-months folow-up.
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NCORP Site Staff Schema
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1. For each NCORP site, the CCDR lead will identify 8-10 multidisciplinary staff members to participate in this study.
2. Site staff must complete baseline survey prior to first patient enrollment.
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3. Participant Selection

3.1 Selection of NCORP Site Staff Participants

In order to achieve Aim 3, we will enroll a subset of staff (h=approximately 110)
from a minimum of 11 participating NCORP sites. We are seeking to elicit
implementation process perspectives from key stakeholders (clinicians and
research administration staff) who would most likely be instrumental in making
tobacco use assessment and treatment routine part of cancer care. Guided by
his/her knowledge of key stakeholders’ roles and responsibilities, the Cancer
Care Delivery Research (CCDR) Leader and site Pl from each participating site
will be responsible for identifying approximately 10 multidisciplinary staff
members to complete brief (approximately 15 minute) surveys and participate in
focus group interviews (approximately 45-60 minutes). Although specific site staff
participant composition will vary somewhat by site, we envision participation of
the CCDR Leader, the Site PI, 2-3 oncology nurses, 2-3 additional medical
oncologists and 2-3 additional staff members.

In terms of eligibility criteria, eligible NCORP site staff participants will be English-
speaking, employed at the NCORP site for at least three months, and able to
provide informed consent to participate in this study (see Informed Consent for
NCORP Staff). Given the minimal risk, minimal burden and broad relevance of
this research to CCDR priorities for enhancing high quality cancer care, we do
not anticipate any difficulty recruiting staff participants. In the event that there is
staff turnover, the CCDR Leader will be responsible for identifying one or more
replacement staff participants who will provide 12 and 24-month follow-up
surveys and participate in the focus group interview. Given our assumption that
the selected staff represent key site stakeholders and that the quantitative
(baseline, 12 and 24-month follow-up surveys) and qualitative data (focus group
interview) will be analyzed at the level of the site, some variation in pre- and post-
trial participants will is allowable and will not diminish the accomplishment of Aim
3.

3.1.1 Staff Eligibility Criteria
3.1.1.1 Must be English speaking
3.1.1.2 Must be employed at NCORP site for at least three months

3.2 Selection of Patients

Each of the criteria in the checklist that follows must be met in order for a patient
to be considered eligible for this study. Use the checklist to confirm a patient’s
eligibility. For each patient, this checklist must be photocopied, completed and
maintained in the patient’s chart.

In calculating days of tests and measurements, the day a test or
measurement is done is considered Day 0. Therefore, if atest is done on a
Monday, the Monday four weeks later would be considered Day 28.

ECOG-ACRIN Patient No.
Patient’s Initials (L, F, M)

Physician Signature and Date
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NOTE: NCI Policy does not allow for the issuance of waivers to any protocol
specified criteria
(http://ctep.cancer.gov/protocolDevelopment/policies deviations.htm).
Therefore, all eligibility criteria listed in Section 3 must be met, without
exception. The registration of individuals who do not meet all criteria
listed in Section 3 can result in the participant being censored from
the analysis of the study, and the citation of a major protocol violation
during an audit. All questions regarding clarification of eligibility
criteria must be directed to the Group's Executive Officer
(EA.ExecOfficer@jimmy.harvard.edu) or the Group's Regulatory
Officer (EA.ReqgOfficer@jimmy.harvard.edu).

NOTE: Institutions may use the eligibility checklist as source documentation if
it has been reviewed, signed, and dated prior to
registration/randomization by the treating physician.

3.2.1 Patient Eligibility Criteria Step 0
3.2.1.1 Inclusion

3.2.1.2 Age = 18 years.
3.2.1.3 Patient presenting with any type of cancer with a date of
diagnosis within the past 4 months.
Recurrence, diagnosed within the last 4 months, of tumors
in patients with past cancer diagnoses will be considered
eligible. Patients with a new primary cancer, diagnosed
within the last 4 months, who have been treated previously
for other types of cancer will also be considered eligible.
“In situ” cancers, diagnosed within the past 4 months, will
also be considered eligible.
3.214 Patient must be a current smoker. Current smoker is
defined as any cigarette smoking (even a puff) in the past
30 days.
3.2.15 Patient must be fluent in both, written and spoken, English
or both, written and spoken, Spanish.
3216 Patient must have telephone, web and e-mail access.
NOTE: The restriction to those with web and e-mail
access is based on the primary intention of the
study; to assess the implementation of the
virtual intervention in the NCORP network.

3.2.2 Exclusion (Subject must not meet any of the criteria listed here)

3.2.2.1 Patient has an ECOG performance status of 3 or above, or
is deemed medically unable to participate by study
investigators or oncology clinician (i.e., referral to hospice).

3.2.2.2 Patient has no intention to receive their cancer care or
monitoring at an NCORP community cancer site.

3.2.3 Eligibility Criteria Step 1

3.2.3.1  Patient must still meet all criteria outlined in Step 0
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3.24 Eligibility Step 2 (Randomization)

3.24.1 Patient must have completed Baseline Survey in EASEE-
PRO within 1 month (30 days) of the date of Informed
Consent (Step 1).

Physician Signature Date

OPTIONAL: This signature line is provided for use by institutions wishing to
use the eligibility checklist as source documentation.
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