

































































































































































































































































Confidential
Page 3 of 3
Does the participant have other relevant history, including pre-existing conditions?
[ Yes
[J No
[] Don't know

Please describe:

Outcome (at time of this report):

[] Recovered completely

[] Recovered with residual effects
[] Continuing

[] Death

Was the SAE related to study intervention/participation?

[J Not related

[] Unlikely to be related
[] Possibly related

[] Probably related

[] Definitely related

NOTE: If the SAE was Possibly, Probably or Definitely Related, please send any supporting documentation (e.g.,

discharge summary, autopsy report, lab or other test results, pathology report, radiology report) to the Data Coordinating
Center.

www.project-redcap.org QE Dcap
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Screening ID Examples: 9901
9902
Etc.
10.4 DATE FIELDS

All date fields in this study will use the following format: MONTH/DAY/YEAR.

Example: December 1, 2010 = 12/01/2010

10.5 CASE REPORT FORMS
There are a few different categories of Case Report Forms (CRFs) in this study:

e Site Coordinator Forms
Enrollment Form

Actigraphy Checklist

PVT Checklist

Resident SAE Form

Resident Withdrawal Form
Missed Observation Shift Form
Protocol Deviation Form

O O O O O O O

e Resident Subject Forms
o Baseline Survey
o End-of-rotation SurveySleep/Work Diary

e Physician Observer and Research Nurse Forms

- Suspected Event Form

- Patient Days Log

- Observer Shift Summary (Physician Observers Only)
e Physician Reviewer Forms

- Event Classification Form

All forms will be completed electronically, which paper copies available as a back-up, which
may be data entered following data collection.

10.5.1 Site Coordinator Forms

The Site Coordinator is responsible for submitting the Enrollment form for newly enrolled
residents, following their consent. The Enrollment form is the “gold standard” form and must be
received in the data system prior to all other resident-related forms. The Site Coordinator will
also submit other resident-related forms, such as the Actigraphy Checklist, Resident SAE Form,
and Resident Withdrawal Form. The Site Coordinator or the Physician Observer may submit the
PVT Checklists for the residents” PVT tests. Lastly, the Site Coordinator is responsible for
reporting Protocol Deviations, should they arise, and documenting missed observation shifts.
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10.5.2 Resident Subject Forms

Resident subjects will be required to complete a Baseline Survey at the start of their rotation,
daily Sleep & Work Diaries and twice daily Drive Diaries (if they drive to/from work)
throughout their rotation, and finally an End-of-Rotation Survey.

10.5.2.1 Baseline and End-of-rotation Surveys
Resident subjects will access their forms through a ROSTERS Resident Portal website:
http://rds.sfcc-cpmce.net/

The resident will need to know a common user name and password (the shared username will be
unique to the clinical site and the shared password will be changed with each rotation of
residents). The usernames and passwords will be available in the Resident Portal Password
Tracking Report on the main ROSTERS Keeptrack website.

Once on the website, the residents will need to know their unique 5 digit ID and 4 letter acrostic
in order to complete the forms.

10.5.2.2  Sleep & Work and Drive Diary

The diary will all be made available on a dedicated website (WEBSITE), where the data may be
entered electronically and securely submitted to the DCC. The residents will be required to know
their 5 digit study ID number and 4 letter acrostic in order to complete these forms. The
electronic diary will require a response to all main questions; sub-questions will only appear (and
be required) based on the response to a main (parent) question, to avoid skip pattern errors. The
forms will also be designed to prevent inconsistent responses and flag out-of-range data.
Residents may log into the website and complete forms on a computer (desktop/laptop), tablet or
smart phone. Forms must be completed in their entirety before they may be submitted.

Residents who drive to work will be required to complete a Drive Diary entry after each drive to
and from work. After logging in to the diary website (WEBSITE) with their ID and acrostic, the
Resident may select “Drive Diary” rather than “Sleep & Work Diary” to complete these entries.

10.5.3 Physician Observer and Research Nurse Forms

The main form for collecting the data on potential events is the Suspected Event Form. Staff will
be able to access this form by logging into the main study website. The Physician Observers will
have tablets to access and initiate this form while observing residents. They will complete as
much of the form as possible and save the partially completed form. The Research Nurse will
then be able to log into the study website, access the form through the Save & Return report and
enter any remaining details for the event. Once complete, the Research Nurse will submit the
complete form. The Physician Observers are also responsible for completing an Observer Shift
Summary for each of their shifts.

10.5.4 Physician Reviewers Forms

The Physician Reviewers will review the suspected events via the Suspected Event Adjudication
report link on the website and complete an online Event Classification Form. Each event will be
reviewed by two reviewers and discrepant cases will be assigned to a third reviewer. Reviewers
will not have access to the classifications of the other reviewer(s).
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10.6 DATA MANAGEMENT

10.6.1 Data Inventory, Rejected, and Expected Forms
During the daily website checks, clinical sites should check the following sections on the study

website:

1. Data Inventory (for each participant (resident or patient))
- to ensure that all of their forms have been accepted by the data system.

2. Rejected Forms
- Even when a CREF is successfully submitted to the system, it may not be added to
the database.
- This report will show the reason why the form was rejected by the system. There
are three reasons why a form may be rejected:

1) Participant ID does not match Gold Standard ID
Explanation: ~ This means that the Study ID # on a CRF is not “valid”.
E.g, there is no randomized participant on record with this
Study ID #.
Action: If the ID # on the rejected form is incorrect, contact the
ROSTERS HelpDesk to fix it.

2) Acrostic does not match
Explanation:  Acrostic is not filled out or is incorrectly filled out.
Action: Contact the ROSTERS HelpDesk to fix it

3) Duplicate
Explanation: A form with the identical ID #, acrostic and other unique

information (e.g., date) is already in the database.

Action: Contact the ROSTERS Helpdesk to determine if the
duplicate form contains the same information as the one in
Data Inventory. If so, the rejected form will be “hidden”; if
not, the data from the two forms may need to be reconciled.

3. Expected Forms
- This report will list CRFs which are expected but have not been received.
- E.g., if aresident subject has not completed a PVT test for a particular week.

10.6.2 Queries
The CC runs a query-generator program regularly each day. Clinical sites will edit the data from

the CRFs on the website. As part of the data editing system, the website will also include pages
that closely resemble the CRFs. Clinical sites will access their data via these pages and address
edit queries. Access to these pages will be restricted to authorized personnel.
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¢ Go to the Resolve Queries section of the study website.
e When you check your clinical Site’s queries, it is recommended that you choose to
view all and address all queries on a daily basis.
e These queries attempt to support the logic of the form:
“Stem” questions are considered to be “required,” so if any of them have no data,
the query generator will create a “missing” query.

- Questions that should or shouldn’t be answered depending on the answer to some
other question or questions will be noted as “missing” if the earlier question
requires that they be answered or “inconsistent” if the response to the earlier
question indicates that the secondary question should not be answered.

- More complex queries will have their own unique description.

- The three primary types of errors are described below:

Error type Description

Missing The question should be answered, but there is no data. The correct answer
to the question should be filled in.

Out of range The value for the data is not within the allowable range. For instance, a
date of 06/15/2031 would be noted as out of range. The correct value
should be inputted.

Inconsistent  The question has been answered, but should not be or is incorrect, based
on a response to an earlier question. Answering this question is logically
inconsistent with the answer to an earlier question. Either the answer to
this question should be deleted/changed, or the answer to the earlier
question should be changed.

10.6.2.1 Addressing Queries
NOTE: you must address queries via the website. You can NOT make a change by re-
submitting an updated version of the CRF, as the form will be rejected as a duplicate.

To address a query by changing the answer to a question (on a CRF after it has been submitted):

e Begin by clicking the red “fix” box next to the listed query. This will bring you to the
page containing the data that needs fixing.

e The question with a potential error will be highlighted in yellow.

e Fields consist of drop-down lists that allow the user to choose from a list of allowable
answers. However, some must be filled in directly. With these fields, it is possible to
type in something that is inappropriate for the respective field. If an inappropriate
entry 1s made, it will not be saved to the database. A message will state that the
change was not saved.

e Any field on the screen can be changed.

e In order to save the changes, you must click on the “Save Change” button above the
first question on the page.
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e “Inconsistent” errors will be displayed with both of the related questions highlighted
in yellow. Make the desired changes and click on the “Save changes” button at the
top of the page.

e Note that the query listed in the Edit Report disappears immediately upon saving the
changes. This does not stop the query report from testing this data again the next time
it runs to make sure that it is still not breaking any of the “rules” set forth for this data.

e NOTE: It will not always be the highlighted field that will need to be changed.
Indeed, any field on the screen can be changed. No changes are saved until the “Save
changes” button at the top of the page is clicked.

10.6.2.2 Making “Comments” to Address a Query
Comments should be used only when a query cannot be addressed with the correct data. They
will cause the query to be removed from the edit report. There are currently three possible
choices for the comment field:

Not an error

Irretrievable

Other

If, for example, a query is erroneous, you should choose the comment “Not an error” from the list
of comments on the same line as the query. For these specific comments, the CC will review the
edit system and make appropriate changes.

If data is indeed missing, but there is no way to retrieve the information, you should choose the
comment “irretrievable." For “missing” queries that reflect questions intentionally not answered
because a participant was found to be ineligible, the comment “participant ineligible” should be
chosen.

When the query-generator runs it inspects the entire database. If a query has been addressed
properly, it will not be re-generated by the program, 1.e., it will disappear from the edit report the
next day and will no longer be subject to the “rules” set forth for this data. Therefore, do not
enter a “comment” if a query can be addressed.

10.6.2.3 Posting a Query & Updating Data

The majority of queries will be identified by the CC using the “rules” set forth in the data query
system about required fields, skip patterns and ranges for numbers such as height. However, in
some cases, clinical Sites may want to generate their own queries, via the Post Query selection.
Queries should only be generated if data on a form has been changed since it was submitted to
the CC. The process of originating a query is as follows:
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e Go to ‘Post Query’ on the study website

e Enter the selection criteria for the participant for which you want to address a query.
In this case, you cannot select all, you must list a specific participant and form.

e Click on the red “fix” bubble listed next to the form desired.

e Type in the problem or concern in the ‘problem box.’

e Click on ‘post query.” It will show you the field you want to make a change on, as
well as other fields that are related. In the following example you see that the “How
many times” is related somehow to “Are you taking...” This is because the “how
many times” question is not supposed to be answered unless the previous question is
yes. So, if you were to put something in that “How many times” box, you would
generate an “inconsistent” edit when the edits run again.

e Make the necessary changes to the data.

e Click on ‘save change’ and the edit to the database will be saved.

10.7 REVIEWING AND UPDATING RESIDENT DIARIES

Site Coordinators will be responsible for reviewing the sleep/work diaries on a daily basis
(Monday — Friday) to ensure that residents are completing the diaries accurately. The DCC will
check all resident diaries on a weekly basis to ensure that sites are keeping up with diary reviews.

10.8 TRANSMITTING DEVICE DATA

As described in the earlier related chapters, actigraphyand PVT data will be transferred to the
DCC on a periodic basis. All files will be labeled with the resident subjects’ study ID and
acrostic and date data was downloaded (eg, 91001ABCD_15NOV2013). The file extension will
indicate which type of data it is.

Transfer of device data files will occur via the DCC’s secure website. Secure remote access to
the website is provided by the Juniper Networks Instant Virtual Extranet (IVE) appliance which
sits behind our network firewall.

Authorized users will be given a login id and password:

e Log onto our secure website (see below): WEBSITE

e Click on the appropriate folder (Actigraphy, Optalert or PVT).
e Choose “Upload file”

e Browse for the file you wish to upload and then click “Upload”

The DCC will track the receipt of files and notify the sites if expected files are missing or if there
1s a problem with the file. These data will also be subject to periodic QA reviews to determine if

data is being collected accurately and appropriately. The DCC will be in contact with the sites to

discuss any findings.
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10.9 DATA CLEANING THE DEVICE DATA

10.9.1 Form Data

In addition to the edit checks programmed into the forms and data system, study statisticians will
write additional cleaning code prior to the start of data collection to be run on a daily basis
against the study data. DCC staff will follow-up with clinical sites on any additional data edits
that need to be addressed, based on the output of these programs.

10.9.2 Device Data

The DCC will develop internal procedures detailing the protocol for cleaning the actigraph and
PVT data. In general, the DCC will monitor and track the receipt of data files on a regular basis
and conduct a preliminary check of the files as they arrive to determine if there were any
collection or transmission issues. The device data will then be systematically cleaned once the
DCC has received all data files for a given participant (eg, at the end of his/her rotation).

10.10 AUDIT TRAIL

All changes made to the database are tracked and recorded in an “Audit Trail” for your review.
The audit trail includes the user ID of the person who made the change, the date and time, a
description of the item changed, the old value, the new value, and the reason the change was
made (name of the query). This report is primarily of interest to any auditors of the study.

10.11  QUALITY ASSURANCE (QA) REPORTS AND CALLS
Monthly QA calls will be held with site research assistants as well as DCC and CCC staff to
discuss protocol and data issues. Sites may compare strategies for ensuring complete
and accurate data collection and report on any issues they are having. The DCC and
CCC will similarly use the calls to communicate study issues that have come to their
attention. Site PIs and other staff are welcome to attend the calls and additional calls with the
sites research nurses will be scheduled as needed. The following reports will be shared on these
QA calls, as well as on Steering Committee and Executive Committee calls:
e Time to Submission Monthly Reports:
o Observer Shift Summary
o Patient Days Logs
o Missed Shifts
o Suspected Events
e Shift Coverage Summary (by week, run monthly)
e PVT and Actigraphy Quarterly Reports
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