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1-1 ROSTERS Protocol 

CHAPTER 1: PROTOCOL 

The ROSTERs protocol can be found in the protocol subfolder 
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of the resident’s rotation or soon thereafter 

the question: “Thought about or wanted to commit suicide?” (17i). If t 
“some of the time,” “most of the time” or “all of the time,” a subquestion will appear which asks: 
“Do you have a plan?” If the resident responds “yes”, the following text will appear: 
 

 
f the resident responds that they have thought about suicide “some of the time,” “most of the 

time,” or “all of the time,” regardless of whether they have a plan, the DCC will contact the site 

 



watch consistently, site staff may wait until to the end of the resident’s rotation to 

learning curriculum approved by each participant’s hospital. This curriculum is comprised of 18 

ty hours. OPENPediatrics’ robust analytics will 
allow research staff to track each participant’s submissions as they progress through the 



participant’s results in the control 

stored on IBM’s secure servers, and IBM’s analytic department will control access 

identify the data by removing the user’s name/email. The data will only be 

modify his/her consent from “full 
participation” to “observation only” or 

time to explore the resident’s reason(s) for terminating participation and report any concerns to 



 
                       

  

       

        

 

    

    

 

 

 

 

   

     

  

                  

 

                   

   

  

   

   

 

 

   

 

 

   
          

 

         

 

Study ID # Acrostic Date Form Completed Staff ID # 
/ / 

1. Age:  ___ years 

2. Gender: � M � F 

3. What is your race? 

� American Indian or Alaskan native 

� Asian 

� Black or African American  

� Native Hawaiian or other Pacific Islander  

� White or Caucasian    

� More than one race: please specify:__________________ 

� Other: please specify:_________________ 

� Refused 

4. What is your ethnicity? 
� Hispanic or Latino � Not Hispanic or Latino � Don’t know � Refused 

5. What is your current marital status?   

� married � separated � divorced    � widowed/widower � never married   

6a. Who lives in the same household as you? Please check all that apply: 

�Child/children � Spouse/Partner   � Other family members � Roommate � Pet 

6b. If you have children, how many children live with you?     ___ children 

7. What year of your residency program are you in? 

� PGY2   � PGY3 

8. Which of the following best describes your specialty program for this year? 

� pediatrics 

� internal medicine/pediatrics 

� internal medicine 

� Other: Please specify_____________________________ 

9. In general, would you say your health is: 
� poor � fair � good � very good � excellent 

10. What is your height_____  (feet)  ____ (inches) � Don’t know  
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11. What is your weight_____(pounds) � Don’t know 

12. What is your neck circumference (inches)_____ � Don’t know 

13. On average, how many hours of sleep do you feel you need to feel rested per 24 hours? 
____ hours/24h 

14. On average, how many hours of sleep did you get per 24 hours during your final year of medical 
school? 

hours/24h 

15. Do you have or have you ever had any of the following conditions? 

Never In the past, but 
not now 

Currently, but not 
currently on therapy 

Currently, 
receiving therapy 

Don’t 
know 

High blood 
pressure 

0 � 1 � 2 � 3 � 4 � 

Diabetes mellitus 0 � 1 � 2 � 3 � 4 � 
Depression 0 � 1 � 2 � 3 � 4 � 

Sleep Apnea 0 � 1 � 2 � 3 � 4 � 

Sleep Disorders 0 � 1 � 2 � 3 � 4 � 
Shift-Work 

disorder 0 � 1 � 2 � 3 � 4 � 

16. Do you snore? 
� Yes 
� No 
� Don’t know 

16a. Your snoring is: 
� Slightly louder than breathing 
� As loud as talking 
� Louder than talking 
� Very loud – can be heard in 
adjacent rooms 
� Don’t know 

16b. How often do you snore? 
� Nearly every day 
� 3-4 times a week 
� 1-2 times a week 
� 1-2 times a month 
� Never or nearly never 
� Don’t know 

16c. Has your snoring ever bothered other 
people? 
� Yes 
� No 
� Don’t know 

16d. Has anyone noticed that you quit 
breathing during your sleep? 
� Nearly every day 
� 3-4 times a week 
� 1-2 times a week 
� 1-2 times a month 
� Never or nearly never 
� Don’t know 
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17. How often do you feel tired or fatigued 
after your sleep? 
� Nearly every day 
� 3-4 times a week 
� 1-2 times a week 
� 1-2 times a month 
� Never or nearly never 

18. During your waking time, do you feel 
tired, fatigued or not up to par? 
� Nearly every day 
� 3-4 times a week 
� 1-2 times a week 
� 1-2 times a month 
� Never or nearly never 

19. Have you ever nodded off or fallen asleep while driving a vehicle? 
� Yes 
� No 

19a. How often does this occur? 
� Nearly every day 
� 3-4 times a week 
� 1-2 times a week 
� 1-2 times a month 
� Never or nearly never 

20. Do you have high blood pressure? 
� Yes 
� No 
� Don’t know 

For the following questions, please indicate (by checking the appropriate number) your estimate 
of any difficulty, provided that it occurred at least three times per week during the last month: 

21. Sleep induction (time it takes you to fall 
asleep after turning-off the lights) 
� 0: No problem 
� 1: Slightly delayed 

� 2: Markedly delayed 
� 3: Very delayed or did not sleep at all 
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22. Awakenings during the night 
� 0: No problem 
� 1: Minor problem 
� 2: Considerable problem 
� 3: Serious problem or did not sleep at all 

23. Final awakening earlier than desired 
� 0: Not earlier 
� 1: A little earlier 
� 2: Markedly earlier 
� 3: Much earlier or did not sleep at all 

24. Total sleep duration 
� 0: Sufficient 
� 1: Slightly insufficient 
� 2: Markedly insufficient 
� 3: Very insufficient or did not sleep at all 

25. Overall quality of sleep (no matter how 
long you slept) 
0: Satisfactory 
1: Slightly unsatisfactory 
2: Markedly unsatisfactory 
3: Very unsatisfactory or did not sleep at all 

26. Sense of well-being during the day 
0: Normal 
1: Slightly decreased 
2: Markedly decreased 
3: Very decreased 

27. Functioning (physical and mental) 
during the day 
� 0: Normal 
� 1: Slightly decreased 
� 2: Markedly decreased 
� 3: Very decreased 

28. Sleepiness during the day 

� 0: None 
�1: Mild 
� 2: Considerable 
� 3: Intense 
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29. How many miles do you live from your workplace?  ____ miles 

30. What is your predominant means of commuting to and from work? 
� driving a car, truck, or van 
� passenger in a car, truck, or van 
� driving a motorcycle or motor scooter 
� public transport 
� bicycling 
� walking 
� other (Please specify____________________________________________) 

31. How long does your commute take each day? (One direction)  ____minutes 
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tients’ discharge from the PICU 

the fields present on the log EXCEPT the patient’s name, 
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APPENDIX A 

ROSTERS Suspected Event Form 

Instructions: The Physician Observers should complete the first half of the form, through Q13 (the Incident, 
Resident and Patient IDs may be completed by the Research Nurse if not known); the Research Nurse should 
review the entire form and complete Q14-19 and any other unanswered questions.  

1. Incident ID #:  ____ ____ ____ ____ ____ ____ 

2. Date of Incident: ___ ___/___ ___/___ ___ ___ ___ 

3. Time of incident: ___ ___ : ___ ___ � AM � PM � Don’t know 

4. Resident Acrostic:  ___ ___ ___ ___ � Not a resident subject 

5. Resident Subject  ID: __ __ __ __ __ __ __ � Not a resident subject 

6. Patient Study Acrostic ___ ___ ___ ___ 

7. Patient Study ID: ___ ___ ___ ___ ___ ___ ___ 

8. Source of error recognition : 
� Direct Observation (e.g., on rounds) 
� Resident subject report 
� Other staff report 
� Formal hospital incident report 
� Chart review 
� Other: 

9. Descriptive information concerning the suspected harm or error, including period leading up to, during 
and following the incident. If suspected harm, please emphasize data that helps determine if 1) 
reported episode was due to medical care (as opposed to underlying disease process); 2) whether 
harm could have been prevented or mitigated. If suspected error, please emphasize data that helps 
determine whether the error could have caused harm, and the severity of potential harm. 

10.  NCC-MERP Index Harm level (preliminary) 

� E: Temporary harm to the patient and required intervention 

� F: Temporary harm to the patient and required prolonged hospitalization 
harm 

� G: Permanent patient harm 

� H: Intervention required to sustain life 

� I: Patient death 

� B: An error that did not reach the patient 

� C: An error that reached the patient but did not cause harm 

� D: An error that reached the patient and required monitoring or intervention 
to confirm that it resulted in no harm to the patient  

no harm 

1 



APPENDIX A 
11. If harm level was classified as B, C, or D, was the incident preventable? 

� 1 Definitely preventable  

� 2 Probably preventable 

� 3 Probably not preventable 

� 4 Definitely not preventable 

12. If incident probably or definitely preventable, position of provider who made primary 
error? 

� 1 intern � 6 medical student 
� 2 resident – study subject � 7 nurse 
� 3 resident – not a study subject  � 8 pharmacist 
� 4 fellow � 9 other clinical staff 
� 5 staff physician 

 

 

     
                     

    

    
    
    

   

        
      
      
       

 
  

 

  

 
 

 
 

 
 

 
  

   

  

   

  

  

 
   

 
 
  

  

 
 
 

 

 
 
  

  

13. Incident category (pick one best answer): 
� 1 Medication-related 
� 2 Procedure-related 
� 3 Diagnostic test-related or Related to History and Physical (incorrect, 
delayed, or omitted) 
� 4 Related to therapy other than medication or procedure; 
describe:____________________________________________________ 
� 5 Nosocomial infection 
� 6 Other; describe:___________________________________________ 

13a. If there was an error (i.e., incident was preventable or could have been mitigated 
more effectively), what was the error category (pick one best answer):  

Medication-related 

� 1.1 Wrong medication 

� 1.2 Wrong dose 

� 1.3 Wrong set limits or administered outside limits (ordered and/or policy limits) 

� 1.4 Wrong rate 

� 1.5 Wrong concentration / preparation error 

� 1.6 Wrong patient 

� 1.7 Wrong duration 

� 1.8 Wrong frequency 

� 1.9 Known allergy to medication 

� 1.10 Drug-drug interaction 

� 1.11 Wrong time of day 

� 1.12 Omitted medication 

� 1.13 Med order not discontinued 

� 1.14 Duplicate order / med 

� 1.15 Wrong route 

� 1.16 Other medication error, describe ______________________________________________ 

Procedure-related 

� 2.1 Wrong procedure performed 

� 2.2 Necessary procedure not performed 

� 2.3 Wrong site (e.g., wrong-side surgery or procedure) 

� 2.4 Wrong patient 
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APPENDIX A 
� 2.5 Needed equipment or supplies not available 

� 2.6 Failure to check equipment 

� 2.7 Defective equipment or supplies 

� 2.8 Delay in provision or scheduling of service 

� 2.9 Inadequate patient preparation 

� 2.10 Other procedural error, describe _________________________________________________ 

Related to a therapy/care other than a medication or a procedure  

� 3.1 Wrong therapy/care 

� 3.2 Necessary therapy/care not performed 

� 3.3 Wrong site 

� 3.4 Wrong patient 

� 3.5 Needed equipment or supplies not available 

� 3.6 Failure to check equipment 

� 3.7 Defective equipment or supplies 

� 3.8 Delay in provision or scheduling of service 

� 3.9 Inadequate patient preparation 

� 3.10 Other therapeutic error, describe ____________________________________________________ 

Diagnosis-related (delayed, incorrect, or omitted diagnosis) 

� 4.1 Failure to obtain complete and accurate data from patient history and physical exam 

� 4.2 Failure to use indicated tests 

� 4.3 Failure to follow-up test results 

� 4.4 Failure to act expeditiously on results of tests or findings 

� 4.5 Misinterpretation of data obtained from history and physical 

� 4.6 Misinterpretation of test results 

� 4.7 Other diagnostic error, describe ______________________________________________________ 

Nosocomial Infection 

� 5.1 Catheter-related blood stream infection 

� 5.2 Sepsis/bacteremia unrelated to catheter 

� 5.3 Ventilator-associated pneumonia 

� 5.4 Nosocomial pneumonia, not ventilator-related 

� 5.5 Hospital-acquired UTI 

� 5.6 Hospital-acquired viral illness 

� 5.7 Other hospital-acquired infection, describe _____________________________________________ 

Other 

� 6.1 Other category, describe____________________________________________________________ 

14. Name of the drug: _________________________________________________________ 

15. Category of drug 
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APPENDIX A 
Cardiovascular Intravenous TX 
� 1. Beta-blockers � 21. IVF 
� 2. Antiarrhythmic � 22. Electrolyte concentration 
� 3. Nitrates � 23. Blood products (RBC, plates, 
� 4. IV Vasodilator FFP) 
� 5. IV Vasoconstrictor / pressor � 24. Colloids (albumin, hetastarch) 

� 6. Inotrope 
Gastrointestinal � 7. Diuretic 

� 8. Digitalis � 25. TPN 

� 9. Other antihypertensive agent � 26. GI-H2 blocker 

� 10. Antilipemic agent � 27. Other GI agent 

CNS/Pain/anxiety Other Categories 

� 11. Non-narcotic analgesic � 28. Thrombolytic agent 

� 12. Narcotics analgesic � 29. G IIb/IIIa inhibitor 

� 13. Muscle relaxant � 30. Anticoagulant 

� 14. Sedative, hypnotic � 31. Antitumor 
� 32. Diabetes � 15. Intravenous anesthetic 

� 16. Anti-seizure � 33. Antidepressant 

� 17. Other CNS agents � 34. Antipsychotic 
� 35. Antiasthmatic 

Infectious Disease � 36. Immunosuppressants 

� 18. Antiviral � 37. Steroids 
� 19. Antifungal � 38. Diagnostic agent (eg. contrast dye) 

� 20. Antibiotic � 39. Antihistamine 
� 40. Other _______________________ 

16. Temporal relationship of incident to ICU course: 
� 1 During transport associated with admission to the PICU 
� 2 During admission to unit (initial 30 minutes after arrival) 
� 3 During ongoing routine care 
� 4 During an emergency intervention 
� 5 During a non-emergent procedure 
� 6 During transport to or from procedure or test 
� 7 During transfer out of the unit to a new patient care area 
� 8 Unable to determine 
� 9 Other; describe:____________________________________ 

17. What was the immediate follow-up response during the 2 hours after the incident?  
� 1 Additional monitoring 
� 2 Change in current medical treatment (eg. increase dosage, decrease dosage or stop 
current medication)  
� 3 Additional (new) medical treatment (eg. naloxone for oversedation, D10 (dextrose) 
for insulin excess, transfusion for procedure-related hemorrhage) 
� 4 Additional procedure(s) 
� 5 Additional test(s) 
� 6 Additional consults (describe service/specialty and number of consults below in 
Q19) 
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APPENDIX A 
� 7 No change  
� 8 Other; describe:___________________________________________________ 

18. If harm occurred (NCC-MERP level E-I), specific harm code (see Specific Harm Code 
table): ___ ___ ___ 

18a. If “Other” (899), please describe:__________________________________ 

19. Final injury / outcome for patient:  

5 
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the duration of the residents’ month

 

· 
· 
· 
· 
· 
· 
· 
· 

 

 



 





“Battery Log Parameters” allows one to customize a warning level and refusal level for 

ice’s battery and remind the user about the approaching refusal level. 

 



4. Adjust the setting in ACT Millennium from the “Com Port” Tab of the 

– 

test circuit that is activated by a button labeled “Loop Test.” 

CONFIGURATION menu and choose “Edit” then choose the Com Port Tab. Make 

The program will instruct you to “Insure that the Loop 
throughout the test.” If you are connected to a properly working serial port 

then a window will be presented indicating “Loop Test Successful.” 

– 



 

Go to the “Actigraph” menu and select “Initialize” or use the initialize icon on the toolbar. 
Switch the toggle switch on (green light will appear). When the “Set Current Time” window 

Hit “Continue” once the correct time appears under “Current Time:” 





The next screen is for entering an ID. Enter the resident subject’s 



 If the following screen appears, click “Reset to Default Values” and click Next. 





“Immediate’ start ups automatically sets the startup time 3 minutes past the current time. 



 “Logging on” is replaced by “Detecting Actigraph Type,” then “Sending Intialization Data” 
step is the longest in duration), followed finally by “Logging off.” 



Ø 

and select “Summary”.  “Battery Runtime Days” can be 

Ø 
new (fresh) battery and begins battery life at “0” days. 

Ø 

 

· 
· 
· 
· 

 

wrist or sweatband may be worn under the watch if it’s more comfortable and to 



 

 
resident subject’s month

 

 –

 

 

well as the resident’

 



select “AMI File Without Application Area”

 

 button or select “Actigraph” and then “Download.” At this point the 

tape residue on the watch’s 4 pins.  This results i 

When download completes, you will see this file summary screen. Click “OK”. 



 

   

“Yes” and save the file as “ ” (using the ID a 

as an “AMI file without application area”, you can do this by using the pull down box 

Before you close the file, go under “File”, then “Summary” to list “Battery Run Days”.  



file by “DAYS” by clicking on the “SUN” icon in the menu 

 

When you save the data (remember to save it as an ‘.ami’ file 
saved as ‘ .ami’ (ex. 

DCC’s 

· 
· Click on the “Actigraphy” folder. Choose “Upload file” 
· Browse for the file you wish to upload and then click “Upload” 

 

hed Motionlogger User’s Guide 
is displayed on the watch and installation of batteries are described in the User’s guide. 



 

the watch’s two visual functions, battery life and voltage readings, use of interface unit, and 
cautions related to the watch’s sensitive inner workings.  Only personnel who meet these 

 

 

 Overview of AMI’s Motionlogger User’s Guide 



 

 

 

 

 

 

 

 





 
 

 
 

 
 
 
 

 
 

 
 
 
 

 



 
 

 
Thank you for agreeing to participate in the ROSTERS Study. 
 
You will be wearing the actigraph for the duration of your month-long residency in the 
PICU in order for us to monitor sleep quality and your activity. 

 
Things to Remember About Wearing the Motionlogger:  

· The watch measures motion.  It will tell us when you are sleeping quietly or restlessly 
and how active you are during the day.  The Sleep/Work Diary is used to interpret 
this information correctly. 

· Appearance of the watch:  The watch displays the time-of-day, allowing you to keep 
track of time without needing to wear another watch.  The watch buttons on the side 
may get bumped, changing the time display.  Do not worry if the display is altered, 
we are still getting the motion information that we need and at the time it occurs.  
Continue to record the times for your diary using any clock and call a staff person to 
help you correct the display. 

· Wearing the watch:  The watch should be worn at all times, except when it may be 
submerged in water, as when swimming or taking a bath. You may shower with the 
Miotionlogger.  It should be worn on the non-dominant wrist and should fit snuggly 
enough so that it doesn’t slide around.  (You may wear a wrist/sweat band under the 
watch band if you experience any discomfort.)  

· You will wear the watch day and night starting at the beginning of your rotation and 
complete your first Sleep/Work Diary entry the following morning.  

· If you are sitting for a long period of time watching TV or reading, make sure to 
jiggle your wrist every few minutes to show you are not napping.  

· You should treat it as you would an expensive watch and do not subject the 
Motionlogger to excessive impact.  

· 

 



   
      

 

  

    
 

 
  

 

· You will receive a schedule of when you’ll need to meet with the 
perform your weekly data downloads. You will need to do this three times prior to 
returning the actigraph at the end of your rotation. 

to 

· On the last day of your rotation, return the actigraph to the . 

· Contact Information: If you have questions about wearing the watch or about 
filling out the diary, please call: 

___________________________________________________________ 
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ROSTERS 

ACTIGRAPHY TRAINING CHECKLIST 

PICU name: 

Staff member name: _________________________ Staff ID #: ____________ 

CHECKLIST 

q Read and study Operations Manual Chapter 5: Actigraphy 
q Attend training session on techniques (or observe administration by experienced 

examiner) 

q Configure the Motionloggerâ software (Act Millenium) 

q Initialize Motionloggerâ in the interface unit (IU) 

q Use correct settings for: 

q Current time (military time), actigraph type, octagonal mode, epoch, ROSTERS 

ID, startup conditions. Place tape over 4 pins.  After 3 minutes, observe that arc 

is moving. 
q Correctly keep track of actigraph, battery life (days) and data downloads using 

worksheets in the Device Log 
q Explain the procedures for wearing the Motionlogger the participant 

q Complete Actigraphy Checklist on ROSTERS website to record distribution of 

actigraph to Resident 

q Download data from Motionloggerâ, recording battery life, and saving file correctly 

q Log in DCC IVE site and upload file. 

Trainer Name:  ______________________________ Date:____________ 

Trainer Signature:  ____________________________________________ 



 

  

   

Today’s Date: 

List each: when you woke and for how long? [put extra awakenings under ‘Comments’] 

List each: when the nap started and when it ended [put extra naps under ‘Comments’] 





 This is an example of a watch with “fading” problems. Notice after around 09:22 on 







   

 
 

   
 

 
 

6-1 ROSTERS Optalert 

CHAPTER 6: OPTALERT 

The optalert is a drowsiness monitoring system. The collection of this data was 
discontinued early on in the study. 



o 7 days after the previous week’s test. If your site is currently 

 

testing that could have affected the participant’s vig 

tudy ID from a list of stored ID’s. 



To upload the files, go to to the DCC’s secure portal: 

Upload the files to the “PVT” folder. 

At the end of each participant’s rotation, the DCC will use information gathered from the 

a human is able to respond to a stimulus). Each trial will “time out” after 30 seconds if 



    

          

   

 

        

             

     

  

 

        

          

      

      

            

          

          

   

      

        

     

           

     

    

     

APPENDIX A: PVT Test Administration Instructions 

Logging in: Login to PVT Test on the dedicated ROSTERS computer. Enter your username and password. The PVT test 

software will automatically boot up. 

Adding New Subject: The following screen will appear after the software opens. If a new subject needs to be added click 
the “Add a Subject” box. Enter the resident subject ID and acrostic (for example, IDACROSTIC – or – 91001ABCD)in the 

test box to the right of the “Add a Subject” text. Once entered click the “Add a Subject” box to the right of the Subject 

Code List field. 

Starting a new Test: You will be directed to a screen with four selectable boxes. Confirm that the current subject, listed 

at the top of the screen, is the subject being administered the test. You can now turn over control to the subject. Have 

subject click the “Run ROSTERS” box to begin the test. The subject will first be prompted to answer the following 

question; “Please indicate your sleepiness during the 5 minutes before this rating by clicking the mouse and pressing 

enter on the appropriate phase”. The subject will select an answer whose key will appear in the text box at the bottom 

of the screen. The subject will then press enter to proceed to the next screen. The next screen will inform you that the 

PVT response box functionality will be tested, additionally at the end of this test the subject will be asked to select their 

dominant hand. You will first be asked to test both the right and left button by holding them down with your thumbs 

when prompted and releasing them when prompted. If any errors occur the software will inform you that one or both of 

the tests have failed. If the test fails, check the connectivity of the device. The same screen will then prompt the subject 

to press and hold the button with the same designation as their dominant hand; this will be the button the subject 

should press during the test. The opposite button will work however and the results will be logged as an inappropriate 

button pressed. Once completed the test landing page will appear. Double check that the instructions here match the 

subject’s handedness. When subject is ready and the room cleared of distractions, have subject press the space bar to 
begin the test. 



 

 

       

        

        

      

       

     

  

 

        

       

        

  

Test Responses: An empty white rectangle will be present in the center of the testing screen. Subjects should press the 

appropriate button when the counter appears in the middle of the rectangle. This will record the subject’s response time 

in milliseconds. If the button is pressed prematurely the word “Anticipation” will appear in the center of the rectangle. 

The test will last for 10 minutes with varying lengths of time between responses. If for any reason a disturbance occurs, 

see “PVT CHECKLIST” below, the test must be allowed to run out and can then be retaken by clicking the “Redo a Test” 

box on the test start page. The test cannot be exited during administration. 

Test Competition: After the test is completed (More than 80% done “8 minutes”, with no disturbances) the subject will 

be prompted to again respond to the question “Please indicate your sleepiness during the 5 minutes before this rating 

by clicking the mouse and pressing enter on the appropriate phrase”. Once a response has been entered, the Test is 

complete. 



   

 

          

          

         

        

      

          
 

        

       

 

        

  
 

            

     

         

     
 

           

 
     

    

     

     

     

 

      

        

    
      

    

 

               

         

  

           

   

        

      

           

   
 

         

       

   

       

     

   

    

PVT Checklist Instructions 

A checklist list should be completed each time the resident completes a PVT test. Each resident should complete tests 

during one of their scheduled shifts per week. Tests should be taken at the beginning and end of the shift, as well as 

every 5 hours in between, for a total of 4‐7 tests per shift. If possible, tests should be administered as close as possible 

to 7 days after the previous week’s test. If your site is currently running the intervention schedule, tests should be 

administered on alternating shifts each week (Day, Night, Day, Night). If your site is currently running the traditional 

schedule, tests should be administered once a week as normal, but ONLY on call shifts. 

Checklists may be accessed through “Expected Forms” for each enrolled resident. Click on the form for the appropriate 

week and test number for a specific resident and those fields will be prefilled on the checklist. 

If you are accessing the PVT Checklist through “Documents & Forms,” you will need to fill in the ID, acrostic, week 

number and PVT test number. 

Study ID: Enter the 5 digit participant ID number that you have assigned to this resident on your internal Resident 

Subject Log (located in your site Rosters Folder). 

Acrostic: Enter the four character acrostic you have assigned this resident from the Resident Subject Log. 
Staff ID: Enter your four digit assigned ID. 

Residency Week Number: From the drop‐down menu, select which week of the rotation the Resident is currently in. For 
example: 

Week 1 = Day 1 through 7 of rotation 
Week 2 = Day 8 through 14 of rotation 

Week 3 = Day 15 through 21 of rotation 
Week 4 = Day 22 through 28 of rotation9 

Week 5 = Day 29 through 35 of rotation 

PVT Test Number: Enter the number of the PVT test for the week. For example, during the PVT test day during the 

Resident’s first week, the first test of the shift would be “1”, the second test would be “2” etc. At the subsequent weeks, 

the numbering should restart. For example: 
Week 1: PVT Test #1, PVT Test #2, PVT Test #3 and PVT Test #4 
Week 2: PVT Test #1, PVT Test #2 and PVT Test #3 

Date Resident completed the PVT test: Select the date from the calendar or enter a date in (or MM/DD/YY) format. 

Time resident completed the PVT test: Select both the hour (0 – 24, military time) and the minute from the drop‐down 

menus. 

Was the resident able to complete the entire PVT test: Indicate Yes or No; If the resident has completed at least 80% (8 

minutes) of the test, select “Yes”; otherwise, select “No.” 
NOTE: If the resident completed more than 80% of the test (or 8 minutes), as determined by the study staff who noted the 

test start time, the resident does not need to re‐do the test. If it is less that 80% complete, please have the resident restart 

the test. Please note if the resident was holding the device correctly. If not all responses will be logged as given by the 

wrong hand. 

Were there any disturbances during the test?: Indicate Yes or No. 

If Yes, the following subquestions, detailing types of disturbances, will appear. Select Yes or No for each question: 

o Staff entered the room during testing 

o Staff attempted to speak with the resident during testing 

o Phone/pager rang (hospital’s or resident’s) 

o Code alert or alarm sounded during testing 
o Participant was frequently adjusting posture 



    

   

 

            

        

        

 

   

 

 

  

  

     

 

   

     

   

    

   

 

        

     

 

o Participant was not looking at monitor 

o Other: please describe 

Please use the below space to document any other events that you fee may have impacted the integrity of the testing 

data: If applicable, use this space to describe any events, issues or circumstances that may have impacted the test. This 

question will appear whether you have indicated there were specific disturbances or not. 

Saving and Uploading PVT Data Files 

Location: 

Computer Login “optalert” password: “2optalert4” 

My Computer\C:\Online\ 
Each Participant will have a folder (ID Number) 

PVT Testing Data is presented in four file types: 

· Vpvt1 (Raw File, each trial within a session 90-120 trials) 

· Vpvtlog (Program issues log) 

· Vpvtall (Summary file containing some summary statistics) 

· Kss(Scales used to ask subjects to rate their performance) 

All files should be uploaded to the DCC following the residents’ rotation. Authorized users may upload files to the “PVT” 

folder using the following link: WEBSITE 



  

 

   

 

 

 

 

 

   

     

 

 

     

   

 

 

   

  

    

sample. No explanation will be required and this will not affect the participant’s eligibility to 

The participant opens the collection 

vessel and begins to spit in the bottom 

portion. 

Participant spits into the vessel until it 

is filled to the marked line with saliva 

Carefully screw the cap back onto the 
base (now containing saliva). 

Shake the now sealed container to mix 
the saliva and the preservative 

chemicals (now released from the cap). 



o 

labeled “01” and the second one should be labeled “02”. If you are unsure if a 
orted for a subject, go to “Data Inventory” on the study 

website, enter the ID number, and select “SAE Report Form” from the drop 

o 
o 

o 



o 

o 

hospital, you may mark “Continuing.” 

o 

o 

o 

o 

 

 



by each site’s research study coordinator; 3 or more responses o 
driving will trigger a follow up by each site’s principle investigator. Specifically in 

“Over the past two weeks, how often have you thought about 
suicide?” with “Some of the time,” “Most of the time,” or “All of the time,” regardless of 
whether they respond “Yes” or “No” to “Do you have a plan?”, the following message 
will appear on the form:  “Your response to the previous quest 

rules and standards.” These criteria were d

 



Does the participant have a history of this type or a similar SAE? Yes/No/Don’t 

Yes/No/Don’t Know 
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Resident SAE Report Form 

Please complete the survey below. 

Thank you! 

A Serious Adverse Event (SAE) is any untoward medical occurrence that results in death; is life 

threatening; requires or prolongs hospitalization; causes persistent or significant 

disability/incapacity/permanent damage; requires medical, surgical, or other intervention to prevent 

permanent impairment or damage; a cancer diagnosis; congenital anomaly or birth defect; or other 

serious medically important event. 

Complete a separate form for each SAE reported for a resident. Please complete and submit this form 

within 24 hours of learning of the event. Please review all information with the Site PI before 

submitting the form. Follow your site IRB guidelines for the internal reporting of SAEs for the study. 

Study ID: 

Acrostic: 

(Please enter four letters) 

Staff ID: 

SAE Report Number (SAEs should be numbered by participant, starting with #1): 

Date notified of SAE: 

Date of onset: 

Date of diagnosis: 

Is the SAE continuing? 

Yes 
No 

Date stopped: 
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Classification of SAE: 

Death 

Yes 
No 

Life threatening 

Yes 
No 

Hospitalization 

Yes 
No 

Persistent or significant disability, incapacity, or permanent damage 

Yes 
No 

Required medical, surgical, or other intervention to prevent permanent impairment or damage 

Yes 
No 

Cancer 

Yes 
No 

Congenital anomaly / birth defect 

Yes 
No 

Other serious medically important event 

Yes 
No 

Date of death: 

Diagnosis: 

Describe event, event chronology, symptoms, and treatment: 

Does the participant have a history of this type or a similar SAE? 

Yes 
No 
Don't know 

Please describe: 
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Does the participant have other relevant history, including pre-existing conditions? 

Yes 
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? 

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. 
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site will be the study’s data collection hub.  Log 



 

 

 

2) Click on the “ ” 
in using the individual’s user name and password.
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range of participant IDs for your site with fields to record the participants’ acrostic 

study.  A participant’s acrostic 



All patients who’s information will be included in the study will be 

your site with fields to record the participants’ a
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residents, following their consent. The Enrollment form is the “gold standard” form and must be 

PVT Checklists for the residents’ PVT tests. 



 

 

 

Resident may select “Drive Diary” rather than “Sleep & Work Diary” to complete these entries. 

 

 



 
 

 
 

 

This means that the Study ID # on a CRF is not “valid”.  

Data Inventory. If so, the rejected form will be “hidden”; if 

 

 
 
 

 



· 
· ’s queries, it is recommended that you choose to 

· 
 “Stem” questions are considered to be “required,” so if any of them have no data, 

the query generator will create a “missing” query. 
 r 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 

 
 

· Begin by clicking the red “fix” box next to the listed query. This will bring you to the 

· 
· 

· 
· In order to save the changes, you must click on the “Save Change” button abo 



· “Inconsistent” errors will be displayed with both of the related questions highlighted 
Make the desired changes and click on the “Save changes” button at the 

· 

it runs to make sure that it is still not breaking any of the “rules” set forth for this data. 
· 

“Save 
changes” button at the top of the page is clicked. 

“Comments” 

le, a query is erroneous, you should choose the comment “Not an error” from the list 

comment “irretrievable." For “missing” queries that reflect questions intentionally not answered 
because a participant was found to be ineligible, the comment “participant ineligible” shou 

the “rules” set forth for this data. Therefore, 
enter a “comment” if a query can be addressed. 

The majority of queries will be identified by the CC using the “rules” set forth in the data query 



· Go to ‘Post Query’ on the study website 
· 

· Click on the red “fix” bubble listed next to the form desired. 
· Type in the problem or concern in the ‘problem box.’ 
· Click on ‘post query.’  It will show you the field you want to make a change on, as 

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 

thing in that “How many times” box, you would 
generate an “inconsistent” edit when the edits run again.  

· 
· Click on ‘save change’ and the edit to the database will be saved.
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DCC on a periodic basis. All files will be labeled with the resident subjects’ 

will occur via the DCC’s secure website.  Secure remote access to 

· 

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



 

 

All changes made to the database are tracked and recorded in an “Audit Trail” for your review.  
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