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The STOP and SIG-COVID Studies

= Both studies look at the early COVID-19
surge (03-05/2020) in MA and SARS-CoV-2
infection among healthcare workers (HCW)

= STOP aims to look at risk factors associated —
with HCW infection and phylogenetics to w b\
identify intra-hospital clusters (Pl Karen

Jacobson, Infectious Diseases)

= SIG-COVID is a point seroprevalence study
looking at SARS-CoV-2 antibody prevalence s wwar os
among HCW (Pl Yachana Kataria, Pathology) = oo

Figure 1. Boston Medical Center SARS-CoV-2 PCR positive

= Both studies performed SARS-CoV-2 COVID-19 Cases.
serology as a study activity
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Eligibility Criteria

B Tested at BMC s
e B
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B Tested positive
Worked on Tested for _
campus SARS-CoV-2
th eftore Iviay e . S
March 13 outside BMC _

m Not eligible
Boston University School of Medicine Eg&g{gl)"}:g

and May 31+




Why one REDCap project?

Overlap in study population of interest
= all STOP participants were eligible for SIG-COVID

Reduced research burden on BMC employees
Enabled co-recruitment (e.g., shared flyers, posters, etc.)
Enabled co-screening (i.e., self-administered screening on REDCap)

Enabled collaboration between two study teams and necessary data/results sharing

= All STOP participants were also SIG-COVID participants, so SIG-COVID had access to STOP
guestionnaire data

Shared phlebotomy station during two-week period
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REDCa
p Flow

Yes

Participant completes consent
Participant schedules blood draw

Participant completes phone
interview

Boston University School of Medicine

Employee follows link/QR code on flyer or email

Employee completes screening form

Eligible for STOP?

Blood Draw
Check-in

RA checks-in participant

Participant completes blood
draw

Results are sent

No

SIG-COVID

Participant completes consent
Participant schedules blood draw

Participant completes self-
administered questionnaire
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REDCap Functions Overview

= Screening
= Calculated field

Consent
= Branching logic; Confirmation email with attached PDF

Scheduling

= Response limit; Confirmation email
Check-in

= REDCap report; Branching logic

Release of results
= Data import tool; Alerts and notifications
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Screening

Yes

Participant completes consent
Participant schedules blood draw

Participant completes phone
interview
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Employee follows link/QR code on flyer or email

Employee completes screening form

Eligible for STOP?

Blood Draw
Check-in

RA checks-in participant

Participant completes blood
draw

Results are sent

No

SIG-COVID

Participant completes consent

Participant schedules blood draw

Participant completes self-
administered questionnaire
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Screening

= Based on eligibility,
participants were deemed
eligible for either STOP, SIG-
COVID, or neither study

= Calculated field was used to
identify which study a
participant was eligible for

Boston University School of Medicine

Edit Field

Field Type: Calculated Field v

Question Number (optional)
Displayed o

y on the survey page
Field Label (J Use the Rich Text Editor [?
Study this person is eligible for:
1=STOP
2=5IG-COVID
O=ineligible
Calculation Equation How do | format the equation?

if([screen_agree]=1 and [on_campus_work]=1 and
[tested]=1 and ([tested_where]=1 or
[tested_where]=3 or ([tested_where]=2 and

[p

ositive]=1)),1, if([screen_agree]=1 and -

Clear calculation

Test calculation with a record: | - select record -- v

Action Tags / Field Annotation (optional)

Leal

@HIDDEN-SURVEY

1 about [OFNGTRERESY or using Field Annotation

Variable Name (utilized in logic, calcs

SR 5o veriabies B -~

Required?* ® No O Yes

* Prompt if field is blank

Identifier? ® No O Yes
Does the field contain identifying information (e.g., name, SSN, address)?

Custom Alignment  Right / Vertical (RV) ~

Align the position of the field on the page

Field Note (optional)

Small reminder text displayed underneath field
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Employee follows link/QR code on flyer or email

Consent

Employee completes screening form

Yes Eligible for STOP? No
SIG-COVID
Participant completes consent Participant completes consent
Blood Draw
Check-in
Participant schedules blood draw Participant schedules blood draw

RA checks-in participant
Participant completes phone Participant completes self-

interview Participant completes blood administered questionnaire

draw

Results are sent
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Consent

Choose method below for the following field: stop_basic_info_english - Basic Information Title ...

Advanced Branching Logic Syntax How to use [ Branching Logic| (DR CIEIT

= 6 different versions built into the same e st

REDCap form based on study and i

preferred language from screening form

= Languages: English, Spanish, Haitian-Creole

u Used branChIng IOglC to route Choose method below for the following field: sigcovid_basic_info_english - Please read below ...

part|c|pants to one of the 6 Vers|ons ®  Advanced Branching Logic Syntax How to use [ Branching Logic] [T

Show the field ONLY if...

u E_Slgnature prOVIded [assigned_study]="2" and [language]="1"
= Confirmation email sent with attached e

PDF of completed form
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Phlebotomy
Scheduling

Yes

Participant completes consent
Participant schedules blood draw

Participant comp etes phone
interview
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Employee follows link/QR code on flyer or email

Employee completes screening form

Eligible for STOP?

Blood Draw
Check-in

RA checks-in participant

Participant completes blood
draw

Results are sent

No

SIG-COVID

Participant completes consent
Participant schedules blood draw

Participant completes self-
administered questionnaire
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Phlebotomy Scheduling

= Drop-down to select a two-
hour time slot

= Used response limit to set
maximum number of blood
draws scheduled for each
two-hour period

[/ Send confirmation email (optional)?

u Conflrmatlon emall Sent Einr'\r;:e/;)therespondenrwherrlheycompfelethe
from REDCap with
selected time

Boston University School of Medicine

Current instrument: Scheduling

Add Field Add Matrix of Fields
& [P (% @ R voriable: time_option

Select slot option

Preview instrument ‘

~

B _ S

_Addreld | | Addmatrix| onday, July 13, 2020 6-8am

Yes v

Provide email subject, email message, and (optionally) an attachment to be sent to
respondent when they complete the survey. 4 How to use Piping here

From: covid19study@bmc.org v
Subject: | Blood draw time

Compose = Preview Send test email

Monday, July 13, 2020 8-10am
Monday, July 13, 2020 10am-12pm
Monday, July 13, 2020 12-2pm
Monday, July 13, 2020 2-4pm
Monday, July 13, 2020 4-6pm
Tuesday, July 14, 2020 6-8am

Tuesday, July 14, 2020 8-10am

Hello [name_first],

You have chosen [time_option] for your study blood draw. The blood
draw will take place in Shapiro 5C. Please arrive within that 2 hour
block. You will be checked in by a research assistant and called in by the

next available phlebotomist. -

& Attachment: | Choose File | No file chosen

[J Include PDF of completed survey as attachment
A WARNING: Since email is not considered a secure form of communication, the PDF
attachment option is NOT recommended if the survey contains questions asking for
identifying information (e.g., PHI).
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Phlebotom
y Check-In

Yes

Participant completes consent
Participant schedules blood draw

Participant completes phone
interview
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Employee follows link/QR code on flyer or email

Employee completes screening form

Eligible for STOP?

Blood Draw
Check-in

RA checks-in participant

Participant completes blood
draw

Results are sent

No

SIG-COVID

Participant completes consent
Participant schedules blood draw

Participant completes self-
administered questionnaire
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Add Field | | Add Matrix of Fields |

Phlebotomy Sovan —

Specimen ID

-
‘ h eC k I n Add Field | _Add Matrix of Fields
-—

& [0 ¥ (% R variable: blood_draw_checkin_2
Date ?O Now |

= RA searched for participant by et ot
last name using REDCap report ST @K rishod sy g s

4

Ly
>
=
g

This participant is enrolled in:

= Specimen ID used as secondary STOP
identifier to distinguish between Narme: (name firse (name last]
the two studies (e.g. STOP-001 L el
or SIGC-001) s e

= Name and chosen time slot
piped into form

7“2k 3 “i 9  vorioble: blood_draw_sigcovid  Branching fogic: [assigned_study]=2 and [language]=1

This participant is enrolled in:

Name: [name_first] [name_last] Date of Birth: [dob]

u COIOr Of Study name text Consent for purple top? [sigcovid_dna]
matched color of requisition e,
forms

N . BOSTON
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Add Field | | Add Matrix of Fields |




Add Field | Add Matrix of Fields |

& [ % (% R vorible: blood_draw_eligible  Branching logic: ([assignad_studyl=1 and [brief_screening agreement_completel=2 ...
Phleb O!:O my This participant is eligible to receive their blood
Check-in draw.

Add Fleld | | Add Matrix of Fields |

u Branching Iogic used to alert & Fu T :*‘ R vorioble:blood draw_no_screen  Bronching logic: [brief screening agreement_complete] 1= 2
RA to any incomplete forms his participant is not yet eligible to receive their blood
draw. The screening form is incomplete.

= Participants were instructed to
complete forms before
returning for blood draw

Add Fleld | | Add Matrix of Fields |

u-" ’—u v :5' x Varioble: blood_draw_no_consent Branching logic: [consent_form_complete] = 2

_ his participant is not yet eligible to receive their blood
= When all required forms were draw. The consent form is incomplete.
Complete’ the RA WOUId S€e a Add Fleld | | Add Matrix of Fields |

message that partiCipant iS & ’—u T :" x Varioble: blood_draw_no_survey  Bronching logic: [assigned_study]=2 and ([symptom_screen_and_medical_history_sur...
eligible for blood draw (top) his participant is not yet eligible to receive their blood

draw. The Symptom Screen and Medical History Survey is
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Returning
Results

Yes

Participant completes consent
Participant schedules blood draw

Participant completes phone
interview
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Employee follows link/QR code on flyer or email

Employee completes screening form

Eligible for STOP?

Blood Draw
Check-in

RA checks-in participant

Participant completes blood
draw

Results are sent

No

SIG-COVID

Participant completes consent

Participant schedules blood draw

Participant completes self-
administered questionnaire
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Returning Results

= Uploading Results

= Results data imported using Data
Import tool

= Lab data was uploaded to a serology
results form, then the interpretation field
was piped into a survey which
participants could access

= Survey included information on the test
and how to interpret results

Boston University School of Medicine

Add Field | | Add Matrix of Fields |

Your Result

Add Field | | Add Matrix of Fields |

Bk 3 j’ ¥ vorioble: interpretation_1

[name_first] [name_last]
Result Interpretation: [interpretation]

Add Field | | Add Matrix of Fields |

What is the SARS-CoV-2 IgG assay?

Add Field | | Add Matrix of Fields |

0T (R woriable: purpose 2
The test is designed to detect antibodies in a blood sample that would indicate that you may have current or prior COVID-19
infection.

Add Field | | Add Matrix of Fields |

x

What does it mean if | have a negative test result?
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UNIVERSITY



Returning Results

TEP 3: Message Settings

Email From:

= Dissemination of Results

(STOP)

* must provide value

= Alert created to automatically send + Show more og
results link if serology results were
uploaded and gquestionnaire was
complete

Subject:

* must provide value

Message:

* must provide value

Title of this alert: STOP Return of Results

Prevent piping of data
- STEP 1: Triggering the Alert for Identifier fields
How will this alert be triggered? (O When a record is saved on a specific form/survey*
When a record is saved on a specific form/survey with conditional logic*
() Using conditional logic during a data import or data entry

Trigger the alert...
when | "STOP Questionnaire” v | issaved with any form status v | (excludes data imports)

while the following logic is true:

[assigned_study] ='1" and [interpretation_stop] <> " and [stop_esp_nosuccess] =""

Boston University School of Medicine

covid19study@bmc.org v

x [email_screen] "Email address"

Or manually enter emails:

COVID-19 Antibody Test Result

Paragraph B 7 &

BE- A

'
[l
il
]
b3

= 1= =
a— i | 4=
e— im | ==

H o I

Please use the link below to view your results to your COVID-19 antibody test:
[survey-link:stop_return_of results]

.
(]

B3

If the link above does not work, try copying the link below into your web browser:
[survey-url:stop_return_of results]

If you would like to have a PDF copy of the results, please hit submit at the end of the

ciirvau naga and van will hava the antinn ta downlaad 2 PDF canug

In the subject or message, you may use ELLN [%] Smart Variables
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Thank youl!

Sarah Weber: sarah.weber@bmc.org

Lizzy Ragan: elizabeth.ragan@bmc.org
Liz Duffy: elizabeth.duffy2@bmc.org
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