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Study Procedures: Main Study

Recruitment

• Verbal Consent

• Baseline Form

• Randomization

Intervention Group Control Group

• Health education sessions (4)

• Patient navigation/goal-setting

• Reminders (medication, retest, 

surveys)

• Sharing resources

• Follow-up survey (2 months)

• Follow-up survey (6 months)

• CHW Evaluation

• Reminders (retest, surveys)

• Follow-up survey (2 months)

• Follow-up survey (6 months)

Data Collection (e-PDF Save to Pt Folder): 

Anna, Alice, Stephanie, Angel, George, Stacy

Data Entry (email when ready): 

Stella enter into REDCap)

Randomization: Stella

**All Gift Cards:

Notify Yi-Ling and Janet 

when address is confirmed 

in Participant ID

Weekly Calls:

Alice (Dr. Hu)

Anna (Dr. Xiao)

Daily Check:
Yi-Ling, Stella, Janet (EPIC)
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Study Procedures: Substudy

Recruitment for Biosample Substudy
• Information about the study

• Option of oral sample collection, fecal 

sample collection, or both

Interested in main 

study (Stomach 

Cancer Prevention 

Study)

Informed Consent
• Informed consent for both main study and 

substudy

Study Kits
• Confirm address

• Connect with Yi-Ling/Janet/Stella to mail 

study kits within 1 day

• Follow-up with participants to confirm 

receipt of study kits and to answer any 

questions; participants to mail kits back

• Repeat study kit mailing in approximately 2 

months

• Mail gift card

Main study enrollment 

procedures
• Baseline survey

• Randomization

• Education sessions

2-month follow-up
• Follow-up survey

• Re-test confirmation
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• Tracking Eligible Participants referred from Doctors

• Add any participants referred from Doctors; notify Janet, Stella and Yi-Ling

• Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\Eligible Participant Tracking 

Notes.xlsx

ELIGIBLE PARTICIPANT (RECRUITMENT)
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• If you speak with the participant and he/she decides not to enroll or is ineligible, 

document this in the Not Enrolled Log 

• Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\Not Enrolled Log.xlsx

NON-ENROLLMENT (RECRUITMENT)
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• If participant is interested and enrolled (Verbal Consent/Baseline):

– Inform Team

– Add Participant Information into Enrolled Participant Tracking Sheet

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants

– In “CHW Surveys & Encounter Reports”:

• Create new Participant Folder and new CHW Encounter Log

– Complete CHW Encounter Report to note enrollment encounter

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\CHW Encounter 

Reports

• When address is confirmed, add to Participant ID sheet in Enrolled 

Participant Tracking Sheet. 

• Stella/Yi-Ling will mail via participant tracking sheet: 

– ClinCard and CinCard Letter

– Patient Health Education Materials

– Substudy biosample collection kit (if applicable)

WHAT TO DO AFTER RECRUITMENT/ENROLLMENT
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• Tracking Participants that are enrolled into the study

– Enrollment Date

– Intervention or Control Group Assignment

– (If intervention case) Session Dates

– Upcoming And Completion dates for Baseline, 2-mos & 6-mos Follow-up Survey and (if 
intervention) CHW Survey

– Lead CHW

– Next Steps/Status Updates/Reminders

– Address in “Participant ID” Sheet

• Substudy: Note if Participant agreed to Substudy or Declined & Reason (Next 2 slides)

• Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\Enrolled Participant Tracking 

Sheet.xlsx

ENROLLED PARTICIPANT TRACKING SHEET
(ENOLLMENT)
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Documenting Substudy Participants: 
Enrolled Participant Tracking Sheet

Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\Enrolled Participant Tracking Sheet.xlsx
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• If you meet with the participant and he/she decides not to enroll or is ineligible, document 

this in the Participant ID tab of the Enrollment Participant Tracking Sheet.

Substudy NON-ENROLLMENT

Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\Enrolled Participant Tracking Sheet.xlsx
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Reasons for Non-Enrollment

Be as specific as possible!

• Not interested in study

• Not interested if unable to get individual results

• Does not want to give samples/discomfort with collecting samples

• No time to mail samples back

Substudy NON-ENROLLMENT
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Substudy Participant UID and Enrollment Tracking
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• During the 2-month follow-up with participant (for main study), confirm that we will mail 

another study kit to the same address. 

• Remind participant to send back the same type of sample(s) they collected the first time.

• Once the second study kit is received at NYU, we will mail the gift card.

Substudy Follow-Up Tracking
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• Located on Drive: 

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\CHW Surveys & Encounter Reports

PARTICIPANT FOLDER (Surveys-ePDF, Encounter 
Reports/Logs)
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New Participant: Create an Encounter Log & Participant Folder

• Encounter Logs:

– This is to log any phone calls, voicemails, text messages, etc.

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants

Ongoing Participant:

• Add to Encounter Logs

• Complete CHW Encounter Reports:

– Complete a report for each meeting with participant

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\CHW 

Encounter Reports

ENCOUNTER LOGS & CHW ENCOUNTER LOGS (During 
ENROLLMENT & FOLLOW-UP)
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Filename: Encounter Log Template.docx

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\CHW 

Encounter Reports

ENCOUNTER LOGS
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Filename: Encounter Log Template.docx

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Participants\CHW 

Encounter Reports

CHW ENCOUNTER REPORT
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EXAMPLE FROM CHW PARTICIPANT FOLDERS
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GOAL SETTING – REFER TO CHW TRAINING SLIDES
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• Mail the participant a Clincard (Stella/Yi-Ling)

• CHW inform participant when it is mailed and inform team when 

it is received by participant and review Clincard with participant

• Stella/Yi-Ling will load GC onto Clincard for survey completion

• Complete Gift Card Receipt (indicate “Mailed/Loaded [DATE]” 

on receipt, if gift card mailed)

✓Document date and amount

✓Participant signature (If In-Person)

✓Study staff name (If Loaded/Mailed)

• Update Gift Card Log

J:\CSAAH\Gastric Cancer\U54 MAIN STUDY\Study forms\Gift 

Cards

Compensation
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