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Agenda

1. General information & role of site coordinator
2. Obtaining Medical Records & release of information (ROI) forms
3. Testing Verification
4. Vaccine Verification
5. Healthcare Utilization Verification
6. Abstraction Quiz



Role of Site Coordinator

Data 
Coordinating 

Center

Participants Site 
Coordinators

Enter facility-
level longitudinal 

data

Invite 
participants

Track participant 
survey 

completion

Complete 
verification 

of event data

Presenter
Presentation Notes
As a review, PREVENT is unique from some studies in that participants are able to upload information directly to the DCC through redcap, however study sites are also required to validate this data and may need to facilitate finding additional records when necessary for verification. At times, site coordinators or designated study staff may reach out to participants directly to clarify specific questions or request documentation. 

Today we will be focusing on the site staff’s role of completion of verification of event data, however you can see there that this responsibility is one piece of a larger picture. 



Medical Records Abstraction
MOP 5.7

Methods outlined in Section 5.7 
of MOP

Goal: minimize bias and maximize 
robustness of data

Study staff must pass short 
Qualtrics Quiz to be approved by 
DCC for abstraction

Presenter
Presentation Notes
Why are we spending a full meeting discussing the methods of medical records abstraction? This is actually a really important piece of ensuring that our end product (or data) is clean and accurate to minimize bias that could be introduced to our study. Our future findings regarding vaccine effectiveness and outcomes related to long covid are directly impacted by the data that is entered and verified in our REDCap database.

This is also why we are requiring that study staff who will be completing data abstraction pass a short qualtrics quiz before access is granted for redcap. 



General Information: 
Manual of Operating Procedures (MOP)

Presenter
Presentation Notes
I’m not sure if many of you have had a chance to review the MOP but I wanted to give a brief overview of the structure to facilitate navigation of the document. The MOP is outlined into different sections- denoted here by the numbers. I will reference these numbers throughout my presentation if you need to refer to the MOP directly to review the information further. These can also be used to search the document to get to the exact section you are looking for. 



General Information: 
Manual of Operating Procedures (MOP)

Presenter
Presentation Notes
The MOP also reviews specific instructions for data collectors related to data fields within the REDCap database. The redcap form specific instructions begin in section 6.0 of the MOP. The alphanumeric identifier listed will also be visible in REDCap with each question field, so if you have a specific question related to a field, the MOP will be the first place to look to gain additional explanation. 



Participant Self-Reported Data Collection

Screening Form Consent Form
Baseline 

Information 
Form

Source 
Documentation

6-Week
Follow-Up

12-Week
Follow-Up

6-Month
Follow-Up

Baseline Enrollment

MOP 5.2.1

Follow-Up

Presenter
Presentation Notes
As a review, there are several forms that are filled out by participants who enroll in PREVENT-II. After each site determines a list of potential participants, they will be sent the screening form to determine study eligibility and interest. 

If participant is interested and eligible to participate according to the screening Form, the Consent Form will automatically be generated and sent to the participant to complete. This contains the informed consent document that the participant will review and sign through Docusign. 

After the consent has been signed, the Baseline Information Form will be generated and sent to the participant
Within this form, participants will report the following: 
COVID-19 symptom start date
COVID-19 testing information (type, number of tests, date, location of test, indication)
Health care utilization
COVID-19 vaccine history (type, number of doses, dates, location of vaccine)
Prompted to upload any supporting documentation (test results, vaccine documentation)

Source Documentation
Vaccination records, COVID-19 Test results, other relevant medical records
ROI form (docusign) for additional records that require documentation

Follow-up documentation
Participants whare are symptomatic, regardless of test result will report the date they started having symptoms and participants who are asymptomatic  controls will report their last negative test date on the screening form. THIS DATE will be used to time out the follow-up surveys. It is not based on the date they were initially enrolled in the study. 



Obtaining Medical Records 

4 ways to obtain medical records:

MOP 5.7.1

Participant provides medical records themselves 

2. Site team receives/extracts records from employee health 
system

3. Site team extracts records from EMR

4. Site team requests information from hospital/clinic 
(transmitted via fax or secure email)

Presenter
Presentation Notes
There are 4 ways to obtain medical records. 
If participant reports they want to upload documentation during their survey, they will be directed to complete the vaccine and/or testing verification form in their survey queue
Bulk reports from employee health will typically contain information regarding employee testing or vaccine administration
If bulk reporting is used, the entire data set should not be uploaded into redcap (to maintain privacy of other PHI) but should be maintained securely at each site for verification by abstractors
This would occur if participant sought medical care from their place of employment where study staff also have access to the EMR. Based on local institutional policies, study staff may access EMR once ROI has been completed by participant
If abstractors are extracting records from their own institutional EMR- they need to make sure that they indicate they were “requested” on the verification form even if they are able to access directly so they don’t end up on the “need to request” report



Obtaining Medical Records

• The abstractor will be responsible for contacting the facility to initiate the request 
of medical records

• Hospital/ED visits  contact hospital medical records office
• Clinic/private practice visits  contact clinic directly

• Protected health information (PHI) must be kept confidential and secure at every 
stage! 

• Upload medical records into REDCap

MOP 5.7.1

4. Site team requests information from hospital/clinic (transmitted 
via fax or secure email)



Release of Information and DocuSign

ROI Generated

Triggered by COVID-19 
testing or health care 

reported in 28-day 
window on baseline 

survey

Sent to 
participant

ROI sent to participant 
via email for electronic 

signature

ROI sent back 
to REDCap

Once signed, 
completed ROI is 

electronically sent back 
to REDCap in 

participant’s record

Medical 
records 
requests

Abstractors may print 
completed ROI forms 

from REDCap as-
needed

MOP 5.7.1.1

Presenter
Presentation Notes
As a reminder, unless you are obtaining medical records directly from participant upload OR bulk documentation from employee health, a release of information form must be completed by the participant. This is required if you are accessing the local EMR directly or if you have to send records requests to offsite providers. 

Electronic medical records release form will automatically generate using information provided by the participant any time they report receiving COVID testing or health care (14 days prior to onset of symptoms to 14 days after onset of symptoms)
IF a participant reported healthcare utilization: A separate ROI will generate for each facility they report visiting
Forms will be pre-checked to indicate which records that should be requested
Participants will have the option to manually uncheck any records they wish to not have shared on the ROI form (Except COVID testing and vaccination records as these are required for participation)
Auto-filled forms will be emailed to the participant via DocuSign for electronic signature
Once signed, the forms will be sent back to REDCap and uploaded into the participant’s record
Abstractors may print forms from REDCap as-needed for medical records requests



Manually Initiating an ROI Form

The following information must be entered on the medical record 
requests form: 

1. Name of facility or provider (e.g. Mercy Family Medicine)
2. Information to be requested (e.g. COVID-19 testing)
3. City and State of the facility or provider (e.g. Cedar Rapids, IA)

MOP 5.7.1.2

Presenter
Presentation Notes
IF a participant indicates in their survey that they will manually upload records themselves, an ROI is not automatically generated. If it is determined later that the participant is unable to provide the necessary documentation, the ROI may be manually generated by study staff for participants to complete. 
To manually generate the ROI form, select patient record in REDCapand click on “Medical Record Requests”
On the medical record requests form, the site must enter the name of the facility or provider, information to be requested, and the city and state of the facility/provider
IE: Mercy Primary Care Clinic, COVID-19 Test, Iowa City, Iowa




Participant Uploads Incorrect/Insufficient Documentation

• Abstractor is responsible ensuring 
documentation that is uploaded 
contains all information required 
by the project

• If the test cannot be verified, 
select the most appropriate reason

MOP 5.7.1.3

Presenter
Presentation Notes
We will be reviewing the requirements for verification in the next section. If the records cannot be verified by the abstractor with available information there are 3 possible choices for documenting why they cannot verify the record. 
The reported data was out of the specified date range. This should hopefully occur less often as REDCap has hard-stops associated with reporting COVID testing and healthcare utilization outside specified date ranges
Inadequate documentation provided. In this circumstance the next step for the study coordinator would be to reach out to the participant to provide additional documentation if it was uploaded by the participant, OR to complete a medical records request.
OR- no documentation available. This should ONLY be selected if the abstractor has exhausted options to obtain medical records to verify the report.
 
We will discuss specific components of confirming medical records are complete and accurate in the following verifications sections. 



Verification of Self-Reported Records

COVID-19 
Testing

Health Care 
Utilization

COVID-19 
Vaccinations

MOP 6.0

Presenter
Presentation Notes
There are three domains of information that are verified in the PREVENT-II study
COVID-19 testing
COVID-19 vaccinations
Heatlh care utilization

We will first review verification of COVID-19 testing



COVID-19 Testing Verification
MOP 5.7.2

Index Date*14 days prior 
to onset

14 days 
after onset

*Index Date Definition
1. Start of symptoms (symptomatic cases and controls)
2. Index test (asymptomatic controls)

Presenter
Presentation Notes
The prevent II study uses SARS-CoV-2 or “COVID-19” RT-PCR or antigen testing test results. Please note that antigen testing can be used for positive cases (positive for COVID-19) but negative tests cannot be used for controls (negative for COVID-19)

COVID-19 tests should be obtained and recorded (from 14 days prior to onset of symptoms or index test date through 14 days after onset of symptoms or index test date). An abstractor will verify all test results (type of test/assay, date of test, result) Please note: a participant’s self-report of a RT-PCR test result alone will be insufficient, but a self-reported home SARS-Co-V-2 antigen test is sufficient)

Index test date reported by participant on screening form

*Prevent I- used start if symptom date as index date as there were no asymptomatic controls, prevent II uses asymptomatic controls, so index test will be used for those participants



COVID-19 Testing Verification - Laboratory

RT-PCR SARS-CoV-2  or antigen test results from a laboratory must be 
verified using one of the following sources: 

1. Medical record of occupational health/employee health/health system (MAY 
include a dataset with bulk reporting of COVID-19 test results)

2. Medical record of primary care physician or another testing center
3. Participant submitted photograph or test result 

MOP 5.7.2

Presenter
Presentation Notes
If data are obtained from an employer or clinic through a bulk download process for which verification of methods have already been performed, then the project team attestation will meet the requirements for verification.
Further source documentation is not required if bulk dataset available



COVID-19 Testing Verification - Laboratory

Lab testing source documents must contain all the following:
• Official result from health care provider
• Participant identifier (Name)
• Date of test
• Identifying information about the organization reporting the test
• Type of assay performed (e.g., RT-PCR). 
• Test result (Samples that are positive for COVID-19 may be reported as “Positive,” 

“Present,” or “+.”) 

MOP 6.1

Presenter
Presentation Notes
If data are obtained from an employer or clinic through a bulk download process for which verification of methods have already been performed, then the project team attestation will meet the requirements for verification.
If the type of assay cannot be confirmed, the issuer may be contacted by project personnel to confirm the type of assay





08/09/22
11:15 AM

08/09/22   
2:05 PM

Patient Name: Hawkeye, Herky
DOB: 01/31/1980
MRN: 0807654

POSITIVE

COVID-19 Testing Verification - Laboratory
MOP 6.1

Official result from health care provider/ 
Reporting Agency

Presenter
Presentation Notes
We will now go through an example of how the required information could be presented on a test result




COVID-19 Testing Verification - Laboratory
MOP 6.1

08/09/22
11:15 AM

08/09/22   
2:05 PM

Patient Name: Hawkeye, Herky
DOB: 01/31/1980
MRN: 0807654

Participant Identifier

POSITIVE

Presenter
Presentation Notes





08/09/22
11:15 AM

08/09/22   
2:05 PM

Patient Name: Hawkeye, Herky
DOB: 01/31/1980
MRN: 0807654

POSITIVE

COVID-19 Testing Verification - Laboratory
MOP 6.1

Date of Test

Presenter
Presentation Notes





08/09/22
11:15 AM

08/09/22   
2:05 PM

Patient Name: Hawkeye, Herky
DOB: 01/31/1980
MRN: 0807654

POSITIVE

COVID-19 Testing Verification - Laboratory
MOP 6.1

Type of Assay Performed

Presenter
Presentation Notes





08/09/22
11:15 AM

08/09/22   
2:05 PM

Patient Name: Hawkeye, Herky
DOB: 01/31/1980
MRN: 0807654

POSITIVE

COVID-19 Testing Verification - Laboratory
MOP 6.1

Test Result

Presenter
Presentation Notes





COVID-19 Testing Verification - Home

Antigen home tests resulted at home require a photograph or image of the test. It 
does not require test result.
Acceptable documentation includes: 

MOP 5.7.2, 6.1

https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas

Presenter
Presentation Notes
May include photograph of the box patients had at home or image downloaded from the internet. Note that all of these examples include the manufacturer NAME of the test for study staff to verify. It is the responsibility of the study staff to confirm that the patient reported home antigen that has received FDA emergency use authorization. The FDA website for tests is linked here but is also available in the MOP


https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-vitro-diagnostics-euas


Select: Molecular 
Diagnostic Tests for SARS-
CoV-2



Search for test 
manufacturer to 
confirm EUA 



Verification of Index COVID-19 Test Date

All participants will be prompted to self-report their COVID-19 test date 
in the screening form.

Presenter
Presentation Notes
The DCC wants to specifically address verification of Index COVID-19 test date. This date is reported by participants in the initial SCREENING form and must be verified within + or – 1 day of a COVID-19 test. The definition for indext COVID-19 test date is DIFFERENT depending on whether patients had a positive or negative test. 

This is defined for positive participants/cases as the first postitive COVID-19 test in the last 60 days. 
This is defined for negative participants/controls as MOST RECENT negative COVID-19 test. 

REDCap has hard stop for positive COVID dates reported >60 days



Verification of Index COVID-19 Test Date

This self-reported 
index COVID test date 
will also appear in the 

Project Completion 
Tracking form

Presenter
Presentation Notes
The CDC has required that this index COVID test date (which is patient reported) be verified by study staff within +/- 1 day of report. You can view the reported date (index covid test date) in the project completion tracking form. 

In this case the index COVID test date and the Index date are different in this circumstance because this is a symptomatic patient (either case or control). If the patient was an asymptomatic control, the index COVID test date would = index date.



Asymptomatic Controls



Verification of Index COVID-19 Test Date

The CDC requires that all Index COVID test dates are verified within +/- 1 
day. If the site is unable to verify this date on the testing verification form, 
select the following reason: 

Presenter
Presentation Notes
If the patient is reporting a positive home antigen test, you may select “yes” as we exclusively rely on patient reported dates and results for these tests. 



Verification of Self-Reported Records

COVID-19 
Testing

Health Care 
Utilization

COVID-19 
Vaccinations

MOP 6.0



Vaccine Verification
MOP 5.7.3

Index Test
6-Week 

Follow-Up
12-Week 

Follow-Up
6-Month

Follow-Up

All COVID-19 vaccine doses 
received prior to index test are 

reported by participant and 
verified by study staff

All COVID-19 vaccine doses 
received after index test may be 

reported by participants on 
follow-up surveys but are not 

required to be verified.

Presenter
Presentation Notes
If the participant received a COVID-19 vaccine after their index test, they do not need to provide documentation. The abstractor does not need to verify this health record and should mark the question on the Vaccine verification form ‘Was this record able to be verified?’ as “No, out of date range.” If the abstractor is unable to obtain the vaccine documentation, they should mark the response “No, no documentation available

The reason we want all vaccines verified prior to the index test is all vaccine effectiveness is considered relative to the patient’s covid status on the index test. 



Vaccine Verification

COVID-19 vaccination prior to index COVID test must be verified using at 
least one of the following sources: 

1. Medical record of the occupational health/employee health or health 
system (bulk reporting from employee health clinical will be sufficient for 
source verification); 

2. Medical record of the primary care physician or other vaccination center; or
3. State or federal vaccine registry (state Immunization Information System, 

Vaccine Administration Management System, or other vaccination registry).
4. Letter documenting trial arm allocation if participant was in a vaccine study

MOP 5.7.3

Presenter
Presentation Notes
#2- includes CDC vaccination card



Vaccine Verification

For participants that provide source documents that provide vaccine 
verification, the document must include the following: 

1. Identifying information about the organization that administered the vaccine
2. Participant identifier (Name)
3. Date of administration of the vaccine(s)
4. Manufacturer or product name of the vaccine administered
5. Lot number recorded if known but not required

**Complete a separate form for each vaccine dose administered

MOP 6.2

If lot unknown, enter “9999”

Presenter
Presentation Notes
If a participant was vaccinated as part of a clinical trial, a letter with trial arm allocation can be used to provide source documentation verification 





Vaccine 
Verification
MOP 6.2 Rabbit, Rodger DOB: 04/04/1975



Vaccine Verification: non-vaccination

• All sites must have process to verify the absence of vaccination in 
patients who report they did not get the COVID-19 vaccine

• Site specific plans to verify: search local employee health or state 
vaccine registry 

• To record verification, create a new vaccine verification form
• “What is this participant’s vaccination status?”  No vaccine

MOP 5.7.3.1



Verification of Self-Reported Records

COVID-19 
Testing

Health Care 
Utilization

COVID-19 
Vaccinations

MOP 6.0



Health Care Utilization Verification
MOP 5.7.4

Index Date*14 days prior 
to onset

14 days 
after onset

All health care utilization reported by 
participants in this 28-day window is 

verified by study staff

*Index Date Definition
1. Start of symptoms (symptomatic cases and controls)
2. Index test (asymptomatic controls)

Presenter
Presentation Notes
Healthcare utilization does NOT include: 
Skilled nursing care (nursing home), rehabilitation, mental health/psychiatric admissions, long-term care, post-acute care
Mental health visits 
Visits for testing only (with no corresponding clinical evaluation)
Telehealth



Health Care Utilization Verification
MOP 5.7.4

Health Care Utilization to Include:
• Inpatient or observation hospital 

admission
• ED, urgent care, or other 

unscheduled clinic visits (excluding 
visits for mental health)

• Outpatient clinic appointments 
(only in relation to current 
symptoms of COVID-19 infection)

Health Care Utilization to EXCLUDE:
• Admissions to skilled nursing 

facilities, rehabilitation, long-term 
care, post-acute care

• Inpatient or outpatient visits for 
mental health

• Visits for testing only (no 
corresponding clinical evaluation)

• Telehealth visits  

Presenter
Presentation Notes
Healthcare utilization does NOT include: 
Skilled nursing care (nursing home), rehabilitation, mental health/psychiatric admissions, long-term care, post-acute care
Mental health visits 
Visits for testing only (with no corresponding clinical evaluation)
Telehealth (even those that are for COVID illness)



Health Care Utilization Verification 

Records abstraction
• Participants will receive a ROI form when they report 

utilization of health care in baseline survey
• Source documents should be uploaded into REDCap. 

They must be uploaded as a single document for 
each encounter

• Each health care encounter will have an associated 
verification form. 

• Note! emergency department visits and inpatient 
hospitalizations count as separate encounters, even if 
the patient is admitted to the hospital through the ED

MOP 5.7.4

Clinic notes
Emergency department record
Hospital admission notes
Radiology reports
Lab results
Vitals signs
Vaccination records
Medication lists
Problem list

Presenter
Presentation Notes
All components listed will be requested via ROI unless participants manually elects to de-select one of the requested records
Each health care encounter should have an associated form. 
If a patient is admitted to the hospital from the ED, they will require a completed form for their ED visit as well as their inpatient hospitalization. If they were transferred directly from another hospital, they will need a form for the OSH and the transfer facility




Health Care Utilization Verification 
MOP 6.3

Presenter
Presentation Notes
Underlying medical conditions
BiPAP/CPAP use/ HFNC used/ Intubated/ ECMO
Vasopressor therapy initiated
Development of acute neurological dysfunction
Results of chest imaging
New diagnoses




Medical Records Abstraction – MOP Resources
MOP Appendix E.

Table 1. Common Immunosuppressants



REDCap Reports to Track Medical Record 
Abstraction

1. Medical records to request
2. Medical records requested but not received
3. Medical records abstractions to complete
4. Vaccine verification
5. Testing verification

MOP 5.7.5

Presenter
Presentation Notes
1) Medical records to request
Signed ROI received from DocuSign but no documentation of chart request
2) Medical records requested but not received
Medical records requested but not received within 7 days
3) Medical records abstractions to complete
Medical records have been received but have yet to be abstracted
4) Vaccine verification
COVID-19 vaccine documentation uploaded by participant or provide by medical records but not yet abstracted
5) Testing verification
COVID-19 testing documentation uploaded by participant or provided by medical records but not yet abstracted 




Questions for DCC?

• Record item number for the question (e.g. ef4242)
• Record survey number for participant (e.g. 134) 
• Email: EmergencyIDNet-Prevent@uiowa.edu

MOP 5.7.6

mailto:EmergencyIDNet-Prevent@uiowa.edu


Data Abstraction Certification Quiz

• All study personnel that will be 
completing data abstraction must 
take and pass the Data Abstraction 
Certification Quiz 

• 80% required to pass
• https://uiowa.qualtrics.com/jfe/form

/SV_8hM8WBS8EHBXG1U

MOP 7.5.1

Presenter
Presentation Notes
All site team members who will be abstracting medical records must complete training and be approved to abstract prior to site launch. Training will initially occur via an all-site meeting and the video will be posted at www.prevent-project.org. After the training session, team members will complete a short quiz to ensure competence. This short quiz will include a mock patient file and will include test results, vaccine information and records from a health care encounter. The abstractor will be given approximately one week to complete the test and submit their answers to the DCC. If the abstractor does not pass the quiz, they will receive individual feedback on the incorrect answers and will be provided with a second mock file and quiz. If the second quiz is not passed, the data abstractor will not be approved, and the site will need to select a replacement who will undergo the same training and testing. Sites will not be released to do medical record abstraction until at least one team member has passed training. The training will be recorded, and a video will be posted on the project website (www.project-prevent.org) for team members to review as needed. 

*Speak to number of staff trained at each site for abstraction- maintain small group to ensure quality of abstraction but have plan to increased bandwidth in case of increased case load


https://uiowa.qualtrics.com/jfe/form/SV_8hM8WBS8EHBXG1U
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