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1Glossary




 XE "User Name " \* MERGEFORMAT 

 XE "User " \* MERGEFORMAT 

 XE "Send:email " \* MERGEFORMAT 

 XE "Send " \* MERGEFORMAT 

 XE "Refer " \* MERGEFORMAT 

 XE "Reason " \* MERGEFORMAT 

 XE "Password " \* MERGEFORMAT 

 XE "Other " \* MERGEFORMAT 

 XE "Login " \* MERGEFORMAT 

 XE "Logging:In " \* MERGEFORMAT 

 XE "Logging " \* MERGEFORMAT 

 XE "Log On " \* MERGEFORMAT 

 XE "Link:Firebird " \* MERGEFORMAT 

 XE "Link " \* MERGEFORMAT 

 XE "In:Logging " \* MERGEFORMAT 

 XE "Firebird login " \* MERGEFORMAT 

 XE "Firebird application:access " \* MERGEFORMAT 

 XE "Firebird application " \* MERGEFORMAT 

 XE "Firebird:link " \* MERGEFORMAT 

 XE "Firebird " \* MERGEFORMAT 

 XE "Email:send " \* MERGEFORMAT 

 XE "Email " \* MERGEFORMAT 

 XE "Appears " \* MERGEFORMAT 

 XE "Access:Firebird application " \* MERGEFORMAT 

 XE "Access " \* MERGEFORMAT Logging In

1. Click on the link to the Firebird web site.
The Firebird login screen appears.

2. Click Login and follow the Safe Document Signing Process.
or

3. Enter your User Name and Password in the appropriate fields and press Log On.
The Firebird application appears.  Refer to Password Security for rules regarding password use and creation.

Note:  After three (3) unsuccessful login attempts, your user name will be locked out of the application.  Your account must be cleared.  If this occurs, or if you are unable to login for any other reason, send an email to: ncicb@pop.nci.nih.gov.

Depending on the access privileges granted to you through your user account, you may have full, limited, or no access to the Firebird application.  For more information on access privileges, refer to Security Roles.

Managing an Investigator Profile

 XE "Tab " \* MERGEFORMAT 

 XE "Refer " \* MERGEFORMAT 

 XE "Investigator Profile:Completing " \* MERGEFORMAT 

 XE "Investigator Profile " \* MERGEFORMAT 

 XE "Investigator " \* MERGEFORMAT 

 XE "Completing:Investigator Profile " \* MERGEFORMAT 

 XE "Completing " \* MERGEFORMAT Completing an Investigator Profile

Completing an Investigator Profile requires completion of information contained in eight associated tabs.  Each of these tabs contains information that must be entered for an investigator profile.  Steps to complete each of these tabs and complete an investigator profile are contained in the following sections.

· Entering Personal Information
· Entering Preferences
· Entering Affiliations
· Entering Labs
· Entering IRB Information
· Entering Sub Investigator Information
· Updating CV Information
· Selecting Delegates
· Managing Documents
For more information on tabs, refer to Understanding the Firebird Screens.  

 XE "Type " \* MERGEFORMAT 

 XE "Tab " \* MERGEFORMAT 

 XE "Suffix " \* MERGEFORMAT 

 XE "Status " \* MERGEFORMAT 

 XE "Save Changes " \* MERGEFORMAT 

 XE "Save " \* MERGEFORMAT 

 XE "Refer " \* MERGEFORMAT 

 XE "Prefix " \* MERGEFORMAT 

 XE "Persons " \* MERGEFORMAT 

 XE "Personal Information Block " \* MERGEFORMAT 

 XE "Personal Information:Entering " \* MERGEFORMAT 

 XE "Personal Information " \* MERGEFORMAT 

 XE "Personal " \* MERGEFORMAT 

 XE "Person Specialties Block " \* MERGEFORMAT 

 XE "Person Degrees Block " \* MERGEFORMAT 

 XE "Name " \* MERGEFORMAT 

 XE "Middle Name " \* MERGEFORMAT 

 XE "Login username " \* MERGEFORMAT 

 XE "Login " \* MERGEFORMAT 

 XE "Last Name " \* MERGEFORMAT 

 XE "Investigator Profile " \* MERGEFORMAT 

 XE "Investigator " \* MERGEFORMAT 

 XE "Ies " \* MERGEFORMAT 

 XE "First Name " \* MERGEFORMAT 

 XE "Firebird menu " \* MERGEFORMAT 

 XE "Firebird " \* MERGEFORMAT 

 XE "Es " \* MERGEFORMAT 

 XE "Entering:Personal Information " \* MERGEFORMAT 

 XE "Entering " \* MERGEFORMAT 

 XE "Display " \* MERGEFORMAT Entering Personal Information

Personal information must be entered and kept current for each investigator.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering your personal information.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

Note:  If the Personal tab is not the active tab, click on the tab to bring it to active status.  

Personal Information Block

3. Type your first name in the * First Name field.

4. Type your middle name in the Middle Name field.

5. Type your last name in the * Last Name field.

Note:  The name files will be pre populated based upon the login username.

6. Type any prefix in the Prefix field.

7. Type any suffix in the Suffix field.

Person Degrees Block

8. Click in the appropriate box(es) to select the applicable degree(s).

Person Specialties Block

9. Click in the appropriate box(es) to select the applicable specialty(ies).

10. Click Save Changes.
The entered information is saved.

 XE "Zip/Postal Code " \* MERGEFORMAT 

 XE "Yes:delete " \* MERGEFORMAT 

 XE "Yes " \* MERGEFORMAT 

 XE "Type " \* MERGEFORMAT 

 XE "Tab becomes " \* MERGEFORMAT 

 XE "Tab " \* MERGEFORMAT 

 XE "Submit Changes " \* MERGEFORMAT 

 XE "Submit " \* MERGEFORMAT 

 XE "Street " \* MERGEFORMAT 

 XE "State/Province " \* MERGEFORMAT 

 XE "Select Close Window " \* MERGEFORMAT 

 XE "Select Back:Search Result " \* MERGEFORMAT 

 XE "Select Back " \* MERGEFORMAT 

 XE "Search Result:Select Back " \* MERGEFORMAT 

 XE "Search Result " \* MERGEFORMAT 

 XE "Search " \* MERGEFORMAT 

 XE "Save " \* MERGEFORMAT 

 XE "Return " \* MERGEFORMAT 

 XE "Refer " \* MERGEFORMAT 

 XE "Records " \* MERGEFORMAT 

 XE "Provides " \* MERGEFORMAT 

 XE "Primary Organization Block " \* MERGEFORMAT 

 XE "Primary Organization:Delete " \* MERGEFORMAT 

 XE "Primary Organization " \* MERGEFORMAT 

 XE "Primary Contact Block " \* MERGEFORMAT 

 XE "Primary Contact:Delete " \* MERGEFORMAT 

 XE "Primary Contact " \* MERGEFORMAT 

 XE "Preferences:Entering " \* MERGEFORMAT 

 XE "Preferences " \* MERGEFORMAT 

 XE "Phone " \* MERGEFORMAT 

 XE "Personal " \* MERGEFORMAT 

 XE "Organizations " \* MERGEFORMAT 

 XE "Organization zip " \* MERGEFORMAT 

 XE "Organization Type " \* MERGEFORMAT 

 XE "Organization state " \* MERGEFORMAT 

 XE "Organization Name " \* MERGEFORMAT 

 XE "Organization Details " \* MERGEFORMAT 

 XE "Name " \* MERGEFORMAT 

 XE "Lists " \* MERGEFORMAT 

 XE "Investigator Profile " \* MERGEFORMAT 

 XE "Investigator " \* MERGEFORMAT 

 XE "Firebird menu " \* MERGEFORMAT 

 XE "Firebird " \* MERGEFORMAT 

 XE "Fax " \* MERGEFORMAT 

 XE "Entering:Preferences " \* MERGEFORMAT 

 XE "Entering " \* MERGEFORMAT 

 XE "Email " \* MERGEFORMAT 

 XE "Edit " \* MERGEFORMAT 

 XE "Display " \* MERGEFORMAT 

 XE "Delete:Yes " \* MERGEFORMAT 

 XE "Delete:Primary Organization " \* MERGEFORMAT 

 XE "Delete:Primary Contact " \* MERGEFORMAT 

 XE "Delete " \* MERGEFORMAT 

 XE "Country " \* MERGEFORMAT 

 XE "City/Town " \* MERGEFORMAT 

 XE "Cancel " \* MERGEFORMAT 

 XE "Appears asking " \* MERGEFORMAT 

 XE "Appears " \* MERGEFORMAT 

 XE "Address " \* MERGEFORMAT 

 XE "Add Primary Organization " \* MERGEFORMAT 

 XE "Add Primary Contact " \* MERGEFORMAT 

 XE "Add Contact Details dialog " \* MERGEFORMAT 

 XE "Add Contact " \* MERGEFORMAT 

 XE "Add " \* MERGEFORMAT Entering Preferences

Preferences must be entered and kept current for each investigator.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering your primary organization and primary contact information, or, preferences.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Preferences tab.
The Preferences tab becomes the active tab.

Primary Organization Block

4. Click Add Primary Organization.
The search dialog box for Organizations appears.  Enter known information as search criteria.

Note:  If a primary organization currently exists, click Edit to edit the existing information for the primary organization.  For an edit, only the organization address may be edited.
5. Type the organization name in the Organization Name field.

6. Click the Organization Type drop-down arrow and select the organization type from the list provided.

7. Type the organization street address in the Street field.

8. Type the organization city or town name in the City/Town field.

9. Type the organization state or province name in the State/Province field.

10. Type the organization zip or postal code in the Zip/Postal Code field.

11. Click the Country drop-down arrow and select the organization country from the list provided.

12. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

13. Click Search.
The List of Values for Organizations reappears.

14. Select an organization from the list.
The Organization Details screen appears.

15. Click Submit Changes.
The changes are reflected in the Primary Organization block.

Note:  Select Back to Search Result to return to the search results to select a different organization.  Select Close Window or Cancel to close the dialog box without saving the changes.

Delete a Primary Organization

16. Click [image: image2.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

17. Click Yes to delete the selection.

Primary Contact Block

18. Click Add Primary Contact.
The Add Contact Details dialog box appears.

Note:  If a primary contact currently exists, click Edit to edit the existing information.
19. Type the primary contact email address in the * Email field.

20. Type the primary contact phone number in the * Phone field.

21. Type the primary contact fax number in the Fax field.

22. Click Add Contact.
The contact is added in the Primary Contact block..

Note:  If this is an edit operation, click Submit to submit the changes.  Click Cancel to close the dialog box without saving the changes.

Delete a Primary Contact

23. Click [image: image3.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

24. Click Yes to delete the selection.
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 XE "Search " \* MERGEFORMAT 

 XE "Save " \* MERGEFORMAT 

 XE "Return " \* MERGEFORMAT 

 XE "Refer " \* MERGEFORMAT 

 XE "Records " \* MERGEFORMAT 

 XE "Provides " \* MERGEFORMAT 

 XE "Primary Organization " \* MERGEFORMAT 

 XE "Personal " \* MERGEFORMAT 

 XE "Organizations " \* MERGEFORMAT 

 XE "Organization zip " \* MERGEFORMAT 

 XE "Organization Type " \* MERGEFORMAT 

 XE "Organization state " \* MERGEFORMAT 

 XE "Organization Name " \* MERGEFORMAT 

 XE "Organization Details " \* MERGEFORMAT 

 XE "Name " \* MERGEFORMAT 

 XE "Modify User's Affiliation " \* MERGEFORMAT 

 XE "Modify " \* MERGEFORMAT 

 XE "Lists " \* MERGEFORMAT 

 XE "Investigator Profile " \* MERGEFORMAT 

 XE "Investigator " \* MERGEFORMAT 

 XE "Firebird menu " \* MERGEFORMAT 

 XE "Firebird " \* MERGEFORMAT 

 XE "Entering:Affiliations " \* MERGEFORMAT 

 XE "Entering " \* MERGEFORMAT 

 XE "Edit " \* MERGEFORMAT 

 XE "Display " \* MERGEFORMAT 

 XE "Delete:Yes " \* MERGEFORMAT 

 XE "Delete:Affiliation " \* MERGEFORMAT 

 XE "Delete " \* MERGEFORMAT 

 XE "Country " \* MERGEFORMAT 

 XE "City/Town " \* MERGEFORMAT 

 XE "Appears asking " \* MERGEFORMAT 

 XE "Appears " \* MERGEFORMAT 

 XE "Affiliations:Entering " \* MERGEFORMAT 

 XE "Affiliations:Delete " \* MERGEFORMAT 

 XE "Affiliations:Add " \* MERGEFORMAT 

 XE "Affiliations " \* MERGEFORMAT 

 XE "Address " \* MERGEFORMAT 

 XE "Add:Affiliation " \* MERGEFORMAT 

 XE "Add " \* MERGEFORMAT Entering Affiliations

User affiliations must be entered and kept current for each investigator.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering your user affiliations.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Affiliations tab.
The Affiliations tab becomes the active tab.

Modify User's Affiliation(s) Block

4. Click Add an Affiliation.
The search dialog box for Organizations appears.

Note:  Query criteria must be entered in at least one query field prior to clicking Search.  

Note:  If a primary organization currently exists, click Edit to edit the existing information.  For an edit, only the organization address may be edited.
5. Type the organization name in the Organization Name field.

6. Click the Organization Type drop-down arrow and select the organization type from the list provided.

7. Type the organization street address in the Street field.

8. Type the organization city or town name in the City/Town field.

9. Type the organization state or province name in the State/Province field.

10. Type the organization zip or postal code in the Zip/Postal Code field.

11. Click the Country drop-down arrow and select the organization country from the list provided.

12. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

13. Click Search.
The List of Values for Organizations reappears.

14. Select an organization from the list.
The Organization Details screen appears.

Note:  Only one organization may be added at a time.

15. Click Submit Changes.
The changes are reflected in the Modify User's Affiliation(s) block.

Note:  Select Back to Search Result to return to the search results to select a different organization.  Select Close Window to close the dialog box without saving the changed.  

Delete an Affiliation

16. Click [image: image4.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

17. Click Yes to delete the selection.

Note:  A primary affiliation may not be deleted.
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 XE "Add " \* MERGEFORMAT Entering Labs

New labs or existing labs may be entered.  And, labs may be deleted.   For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering labs.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Labs tab.
The Labs tab becomes the active tab.

Add/Delete Lab(s) for the User Block

Add a New Lab

4. Click Add a Lab.
The List of Labs dialog box appears.

5. Click Add A new Lab.
The Add a new Lab dialog box appears.

Note:  To add an existing lab, skip to Add an Existing Lab.

5. Type the lab name in the Lab Name field.

6. Type the first line of the new lab's address in the Address Line 1 field.

7. Type the second line (if any) in the Address Line 2 field..

8. Type the organization city or town name in the City/Town field.

9. Type the organization state or province name in the State/Province field.

10. Type the organization zip or postal code in the Zip/Postal Code field.

11. Click the Country drop-down arrow and select the organization country from the list provided.

12. Click Submit.
The changes are reflected in the Add/Delete Lab(s) for the User block.

Note:   Select Close Window to close the dialog box without saving the changed.

Add an Existing Lab

13. Click Add a Lab.
The List of Labs dialog box appears.

14. Select the existing lab(s) you wish to add.

15. Click Submit.
The changes are reflected in the Add/Delete Lab(s) for the User block.

Note:   Select Close Window to close the dialog box without saving the changed.

Delete a Lab

16. Click [image: image5.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

17. Click Yes to delete the selection.
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IRBs must be entered.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering IRBs.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the IRBs tab.
The IRBs tab becomes the active tab.

Add/Delete IRB(s) for the User Block

4. Click Add an IRB.
The Add an IRB dialog box appears.

Note:  If an IRB currently exists, click Edit to edit the existing information.

5. The search dialog box for IRBs appears.

6. Type the IRB name in the IRB Name field.

7. Type the IRB street address in the Street field.

8. Type the IRB city or town name in the City/Town field.

9. Type the IRB state or province name in the State/Province field.

10. Type the IRB zip or postal code in the Zip/Postal Code field.

11. Click the Country drop-down arrow and select the IRB country from the list provided.

12. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

13. Click Search.
The List of Values for IRBs reappears.

14. Select an IRB from the list.
The changes are reflected in the Add/Delete IRB(s) for the User block.

Note:  Select Back to Search Result to return to the search results to select a different organization.  Select Close Window to close the dialog box without saving the changed.  Select the IRB(s) you wish to add.

Delete an IRB

7. Click [image: image6.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

8. Click Yes to delete the selection.
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Sub investigator(s) must be entered and kept current as applicable.   For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail entering Sub Investigators.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Sub Investigators tab.
The Sub Investigators tab becomes the active tab.

Add/Delete Sub Investigator(s) for the User Block

4. Click Add Sub Investigator.
The search dialog box for Sub Investigators appears.

Note:  If sub investigators currently exist, click Edit to edit the existing information.
5. Type the sub investigator's first name in the First Name field.

6. Type the sub investigator's last name in the Last Name field.

7. Type the first line of the sub investigator's address in the Address Line 1 field.

8. Type the second line (if any) in the Address Line 2 field..

9. Type the organization city or town name in the City/Town field.

10. Type the organization state or province name in the State/Province field.

11. Type the organization zip or postal code in the Zip/Postal Code field.

12. Click the Country drop-down arrow and select the organization country from the list provided.

13. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

14. Click Search.
The List of Values for Active Investigators appears.

15. Select an investigator(s) from the list.
The changes are reflected in the Add/Delete Sub Investigators for the User block.

Delete a Sub Investigator

16. Click [image: image7.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

17. Click Yes to delete the selection.
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CV information should be periodically reviewed and kept current.  Review the information on this page and update specific information as needed.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail updating CV information.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the CV tab.
The CV tab becomes the active tab.

CV Summary Block

4. Under Degree> Completion Date, type the year to modify the completion year of a listed degree.

5. Under Degree> Institution - Country, type any changes to the applicable institution's country/state.

6. Click the [image: image8.png]


 to enter your date of birth in the Date of Birth (MM/DD/YYYY) field.
A calendar appears.

7. Select your birth date.
The selected date appears in the Date of Birth (MM/DD/YYYY) field.

8. Type the provider number in the Provider No (UPIN) field.

9. Type the medical license number in the Medical License/ID Number field.

10. Type the place you are licensed to practice medicine in the Licensed in State/Province/County field.

11. Click Yes or No for Board Eligible in the Primary Specialty Practice(s) field(s).

12. Click Yes or No for Board Certified in the Primary Specialty Practice(s) field(s).

13. Click the [image: image9.png]


 in the Date training received in “Protection of Human Research Participants" (MM/DD/YYYY) field.
A calendar appears.

Note:  Completion of this training is mandatory for all investigators.

14. Select your completion date.
The selected date appears in the Date Completed (MM/DD/YYYY) field.

15. Type any applicable information in the Brief Summary of Relevant Clinical Research Experience field.

16. Click Save Changes.
The entered information is saved.

Note:  Click Cancel to cancel any changes/additions made to the CV.  
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Delegates include registration coordinators, shipping designees, and ordering designees.  For more information on tabs, refer to Understanding the Firebird Screens.  The following steps detail selecting delegates.

Note:  You may choose to preview the CV at any time by clicking on the associated Preview CV button.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Delegates tab.
The Delegates tab becomes the active tab.

Select a Registration Coordinator

4. Click Select Registration Coordinator.
The search dialog box for Persons appears.

5. Type the person's first name in the First Name field.

6. Type the person's last name in the Last Name field.

7. Type the person's street address in the Address Line 1 field.

8. Type any continuing street address in the Address Line 2 field.

9. Type the person's city or town name in the City/Town field.

10. Type the person's state or province name in the State/Province field.

11. Type the person's zip or postal code in the Zip/Postal Code field.

12. Click the Country drop-down arrow and select the person's country from the list provided.

13. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

14. Click Search.
The List of Values for Active Investigators appears.

15. Select a person from the list.
The selected registration coordinator is displayed in the Delegates tab.

Select a Shipping Designee

16. Click Select Shipping Designee.
The search dialog box for Persons appears.

17. Type the person's first name in the First Name field.

18. Type the person's last name in the Last Name field.

19. Type the person's street address in the Address Line 1 field.

20. Type any continuing street address in the Address Line 2 field.

21. Type the person's city or town name in the City/Town field.

22. Type the person's state or province name in the State/Province field.

23. Type the person's zip or postal code in the Zip/Postal Code field.

24. Click the Country drop-down arrow and select the person's country from the list provided.

25. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

26. Click Search.
The List of Values for Active Investigators appears.

27. Select a person from the list.
The selected shipping designee is displayed in the Delegates tab.

Select an Ordering Designee

28. Click Select Ordering Designee.
The search dialog box for Persons appears.

29. Type the person's first name in the First Name field.

30. Type the person's last name in the Last Name field.

31. Type the person's street address in the Address Line 1 field.

32. Type any continuing street address in the Address Line 2 field.

33. Type the person's city or town name in the City/Town field.

34. Type the person's state or province name in the State/Province field.

35. Type the person's zip or postal code in the Zip/Postal Code field.

36. Click the Country drop-down arrow and select the person's country from the list provided.

37. Click the Records per page drop-down arrow and select the number of records to be displayed per search results page.

38. Click Search.
The List of Values for Active Investigators appears.

39. Select a person from the list.
The selected ordering designee is displayed in the Delegates tab.

Delete a Delegate

40. Click [image: image10.png]


.
A dialog box appears asking if you are sure you want to delete the selection.

41. Click Yes to delete the selection.
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The functions involved in managing documents are contained in the following sections.

Uploading Documents
Viewing Documents
For more information on tabs, refer to Understanding the Firebird Screens.  
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This topic contains instructions for uploading documents.  This screen is further organized into two sub tabs: Upload and View.  For more information on tabs, refer to Understanding the Firebird Screens.  The following steps detail uploading documents.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Documents tab.
The Documents tab becomes the active tab.

4. Click the Upload sub tab.
The Upload sub tab becomes the active tab.

5. Click the Document Type drop-down arrow and select Other, Statement of Qualification, or CV - Resume.
The selected option appears in the Document Type field.

6. Click Browse in the Select File field.
The browser is opened on your desktop.

7. Browse, locate, click on the selected file, and click Open in the browser.
The file appears in the Select File field.

8. Click Submit.
The document is submitted and the View Document screen is displayed.  The View Document tab is now the active tab  From this list you may view individual documents, add a document version, and review the document history.
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This topic contains instructions for viewing uploaded documents.  This screen is organized into two sub tabs: Upload and View.  For more information on tabs, refer to Understanding the Firebird Screens.  The following steps detail viewing uploaded documents.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Investigator Profile.
The Investigator > Investigator Profile screen is displayed with the Personal tab as the active tab.

3. Click the Documents tab.
The Documents tab becomes the active tab.

4. Click the View sub tab.
The View Document tab becomes the active sub tab.  The List of Documents for the Investigator is displayed.
From this list you may view individual documents, add a document version, and review the document history.

 

Managing Registrations
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Steps to complete protocol registrations are contained in the following sections.

Managing Existing Protocol Registrations
Managing Self Registrations
For more information on tabs, refer to Understanding the Firebird Screens.  
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This topic contains instructions for managing existing protocol and non-protocol registrations.  This screen is organized into three blocks: Protocol Registrations, Non Protocol Registrations, and List of Protocols as Sub Investigator.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail managing existing protocol registrations.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Manage Registrations.
The Investigator > Manage Registrations screen is displayed with the Manage Registrations tab as the active tab.

Note:  If the Manage Registrations tab is not the active tab, click on the tab to bring it to active status.  

Protocol Registrations Block

This block provides the Sponsor name, Protocol Number, Registration Status, and Date, for each protocol listed.

3. Click on a protocol number link.
Details of the selected protocol are provided.  Links are also provided to additional, related documents.

4. Click on the FDA-1572 Form link.
The first section of the FDA 1572 Form associated with the protocol is displayed.

Note:  If a section has been previously saved, the next chronological section (1 through 8) will be displayed.

5. Click on the Financial Disclosure Form link.
The Financial Disclosure Form associated with the protocol is displayed.

6. Click on the CV Form link.
The Curriculum Vitae Form information associated with the protocol is displayed.

7. Click on the Investigator Data Form link.
The Investigator Data Form associated with the protocol is displayed.

8. Click the Back to List button to return to reviewing new protocols.

Non Protocol Registrations Block

This block provides the Sponsor name, Registration Status, and Date,for each new, draft protocol listed.  Refer to the previous instructions to review and/or edit the associated non protocol registrations.

List of Protocols as Sub Investigator

This block provides the List of Protocols as Sub Investigator for each protocol listed.  The FDF is the only form to be completed as a sub investigator.  Refer to the previous instructions to review and/or edit the associated sub investigator protocols.

Forms
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This form contains eight sections.  The active section is indicated at the top of the screen.  The first section is displayed if this is a New form.  Otherwise, the 1st incomplete section is displayed.  Edit the information as required.

Note:  If the form is in Draft Form, you may proceed to Generate the PDF, Send Notification, and Sign the Form.

Section 1 - Name and Address of the Investigator

The name and address of the investigator is supplied in this section.  

Note:  Click Save & Exit on this form at anytime to save any modified information and return to reviewing protocols.

1. Click Edit Address to modify the displayed information.  
The Preferences tab becomes the active tab.  Follow the directions within that tab to modify the required information.

2. Click Back to Form from the Preferences tab to return to the FDA 1572 Form.

3. Click Next to move to the next section of the FDA 1572 Form
The education and experience of the investigator is supplied in this section.

4. Click in the checkbox indicating the appropriate documentation for this investigator.

Note:  If no documentation is on file, for this investigator, you will be informed that no documents are on file for this user.  

5. Click Next to move to the next section of the FDA 1572 Form
The Education and Experience of the investigator are supplied in this section

Section 2 - Education and Experience of the Investigator

6. Click in the checkbox for Curriculum Vitae or Other Statement of Qualification..
The specified document is indicated by document name.

7. Click in the checkbox associated with the document name.

8. Click Attach Document.
The specified document is attached.
OR
9. Click Manage Document.
You may browse and choose a different document using this button.  The document type fields appear.

10. Click the Document Type drop-down arrow and select Other, Statement of Qualification, or CV - Resume.
The selected option appears in the Document Type field.

11. Click Browse in the Select File field.
The browser is opened on your desktop.

12. Browse, locate, click on the selected file, and click Open in the browser.
The file appears in the Select File field.

13. Click Submit.
The document is submitted and the View Document screen is displayed.
From this list you may view individual documents, add a document version, and review the document history.

14. Click Back to Form to return to the FDA 1572 Form.

15. Click Next to move to the next section of the FDA 1572 Form
The affiliations of the investigator are supplied in this section.

Section 3 - Affiliations of the Investigator

16. Click Edit Affiliations to modify the displayed information.
The Affiliations tab becomes the active tab.  Follow the directions within that tab to modify the required information.

17. Click in the Affiliation checkbox(es) to indicate where the clinical investigation(s) will be conducted.

18. Click Next to move to the next section of the FDA 1572 Form
The labs to be used for the specified study are supplied in this section.

Section 4 - Labs used in the Study

19. Click Edit Labs.
The Labs tab becomes the active tab.  Follow the directions within that tab to modify the required information.

20. Click Back to Form from the Labs tab to return to the FDA 1572 Form.

21. Click in the Lab checkbox(es) to indicate which laboratory facility(ies) will be used in the study.

22. Click Next to move to the next section of the FDA 1572 Form
The IRB details are supplied in this section.

Section 5 - IRB Details

23. Click Edit IRBs.
The IRB tab becomes the active tab.  Follow the directions within that tab to modify the required information.

24. Click Back to Form from the Labs tab to return to the FDA 1572 Form.

25. Click in the IRB checkbox(es) to indicate which IRB(s) is responsible for the review and approval of the study.

26. Click Next to move to the next section of the FDA 1572 Form
The Sub Investigator details are supplied in this section.

Section 6 - Sub Investigator Details

27. Review the information

Note:  The information may not be modified by the investigator on this screen.

28. Click Next to move to the next section of the FDA 1572 Form
The Protocol names and code numbers (if any) are supplied in this section.

Section 7 - Protocol Names and Code Numbers

29. Review this information.

Note:  The information may not be modified by the investigator on this screen.

30. Click Next to move to the next section of the FDA 1572 Form
The protocol information to be attached is supplied in this section.

Section 8 - Protocol Information to be Attached

31. Click in the checkbox(es) to indicate the protocol information that is to be attached.

32. Click Upload Document.
You may browse and choose a different document using this button.  The document type fields appear.

33. Click the Document Type drop-down arrow and select Other, Statement of Qualification, or CV - Resume.
The selected option appears in the Document Type field.

34. Click Browse in the Select File field.
The browser is opened on your desktop.

35. Browse, locate, click on the selected file, and click Open in the browser.
The file appears in the Select File field.

36. Click Submit.
The document is submitted and the View Document screen is displayed.
From this list you may view individual documents, add a document version, and review the document history.

37. Click Back to Form to return to the FDA 1572 Form.

38. Click Next.
The Commitments notification Appears.

Section 9 - Commitment Notification

This Commitment notification must be read and responded to prior to signing the form.

39. Click in the I AGREE TO HAVING READ THE ABOVE checkbox.

40. Click Next.
The FDA 1572 Form appears. 

Complete FDA 1572 Form Steps

41. Click Generate PDF.
This generates a PDF document that may also be printed.  The document may now be signed.

Note:  This form must be signed (original signature required) and dated and submitted with your signed Financial Disclosure Form and Supplemental Investigator Data Form (signature required) as part of your Firebird registration packet. Completed forms will be maintained as part of your confidential investigator registration file.  If a form is to be signed at a later time, the form may also be accessed by Signing a Form.

42. Click Start Signing.
The Safe Document Signing Process begins.

43. Click Send Notification.
Notification is sent to the investigator.
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The FDA requires that all the following confidential financial disclosure information be collected for all investigators.  Any pharmaceutical company that submits a marketing application for any drug, biologic product, or device is required to submit certain information concerning the compensation to, and financial interests of, any clinical investigator participating in any clinical study submitted in the marketing application. The CTEP is collecting this confidential information annually for all NCI-registered investigators. 

Complete the form as follows:

1. Click Yes or No for Do you currently have or have you at any time in the past year had any compensation made to you by a pharmaceutical company in which the value of the compensation could be affected by the study outcome?
2. Click Yes or No for Do you currently have or have you at any time in the past year had a proprietary interest in any drug, biologic product, or device, including, but not limited to, a patent, trademark, copyright, or licensing agreement?
3. Click Yes or No for Do you currently have or have you at any time in the past year?
4. Click Yes or No for Do you currently have or have you at any time in the past year had significant payments of other sorts totaling $25,000 or more from any single pharmaceutical company to you or to your institution to support activities exclusive of the costs of conducting clinical studies, such as a grant to fund your ongoing research, compensation in the form of any equipment not directly related to the conduct of the clinical trial, or retainers to you for ongoing consultation or honoraria?
5. List any applicable pharmaceutical companies in the Pharmaceutical Company(ies) box.

6. Click Submit.
A screen appears suggesting that a PDF document be generated.

7. Click Generate PDF.
This generates a PDF document that may also be printed.  The document may now be signed.

Note:  This form must be signed (original signature required) and dated and submitted with your signed FDA Form 1572 (SAFE digital or original signature required) and Supplemental Investigator Data Form (signature required) as part of your Firebird registration packet. Completed forms will be maintained as part of your confidential investigator registration file.  If a form is to be signed at a later time, the form may also be accessed by Signing a Form. 

8. Click Start Signing.
The Safe Document Signing Process begins.

9. Click Send Notification.
Notification is sent to the investigator.
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This screen provides a list of the uploaded investigator's CVs contained in the investigator's profile as well as a list of the investigator's CV(s) that have not been uploaded.  From this screen, CVs may be attached and uploaded.  To sign the CV, go to Signing a Form.

1. Click in the checkbox of a CV that has not been uploaded and click Upload New CV.
The CV is uploaded and appears in the list of uploaded CVs.

2. Click in the checkbox of the uploaded CV that is to be attached.

3. Click Attach.
A screen appears indicating that the checked CV has been attached.
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This form is displayed in PDF format and must be signed before completion of the registration process.  The information is pre-populated during completion of the investigator profile information.

1. Click Start Signing.
The Safe Document Signing Process begins.

2. Click Send Notification.
Notification is sent to the investigator.
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This topic contains instructions for managing non protocol registrations.  For more information on tabs and blocks, refer to Understanding the Firebird Screens.  The following steps detail managing registrations.

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Manage Registrations.
The Investigator > Manage Registrations screen is displayed with the Manage Registration tab as the active tab..

3. Click the Self Registration tab.
The Self Registration tab becomes the active tab.

4. Click the Organization Name drop-down arrow and select the organization name from the list provided.

Note:  The organizations that appear in this list are organizations you are not yet registered at, to include organizations a sponsor has set up for annual registration, where the annual registration has not been completed.

5. Click Next.
The Protocol Registration Checklist block displays the protocol details and lists the required forms.  The Sub Investigator Details block provides sub investigator information.

Note:  Forms that require input are displayed as links.  Completed forms contain no link.

6. Click on the FDA-1572 Form link.
The first section of the FDA 1572 Form associated with the protocol is displayed.

7. Click on the Financial Disclosure Form link.
The Financial Disclosure Form associated with the protocol is displayed.

8. Click on the CV Form link.
The Curriculum Vitae Form information associated with the protocol is displayed.

9. Click on the Investigator Data Form link.
The Investigator Data Form associated with the protocol is displayed.

10. Click the Back to List tab to return to reviewing protocols.
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This topic provides instructions for signing a form.  All forms must be signed to complete the registration process.  

1. Click Investigator to expand the Firebird menu.
The menu expands to reveal all menu options.

Note:  The previous step is not necessary if the menu is already expanded.

2. Click Signing Inbox.
The Signing Inbox > Registration Forms to be Signed screen is displayed.

Signing Inbox Block

This block provides the Sponsor, Protocol Number, and a list of Forms to be Signed.  Each listed form is assigned a status of New, Draft, or Sign.  Only the forms with a status of Sign have an active link.

3. Click the Sign link associated with the form to be signed.
A PDF version of the document is displayed.  The signature includes your pre-populated name as well as your agreement to attest to the accuracy of the document.

4. Click Start Signing.
The Safe Document Signing Process begins.

5. Click Send Notification.
Notification is sent to the investigator.

 

Glossary

A

Administrator: - Administrator for the Firebird application.

C

CV: - Curriculum Vitae - A summary of one's education, professional history, and job qualifications

F

FDA: - Food and Drug Administration - The FDA is the ultimate authority for assuring the safety of the public in matters relating to drugs and medical devices. FDA regulations are specific implementations of the Food, Drug, and Cosmetic Act and define the terms under which clinical work with experimental agents may proceed. All those involved in clinical trials with Investigational agents, including the NCI, pharmaceutical firms, and investigators must heed these regulations.

Firebird: - Federal Investigator Registry - First module of the Mission Phoenix project. Automates existing FDA Form 1572 registration process and enables investigators to register online with NCI and other sponsors, including pharmaceutical companies, thus removing paper based latencies and infrastructure cost and allowing investigators to centrally maintain and manage all 1572 registrations. Through a single web-based platform, investigators may maintain a secure profile of the most common information required when participating in drug trials.

I

Investigator: - An experienced clinical researcher who prepares a protocol or treatment plan and implements it with patients. A physician who assumes full responsibility for the treatment and evaluation of patients during research protocols, and for the integrity of the research data.

IOTF: - Interagency Oncology Task Force (IOTF) - Leverages the expertise and capabilities of FDA and NCI for the express purpose of streamlining and accelerating the overall development of diagnostic, preventive, and therapeutic interventions for cancer.

IRB: - Institutional Review Board - Committee constituted according to NIH Office for Human Research Protections requirements, and having responsibility for reviewing, approving, and monitoring the conduct of clinical research protocols for their institutions.

M

Mission Phoenix: - Electronic infrastructure, consisting of several modules, that supports all electronic submisions to the FDA.

N

NCI: - National Cancer Institute - The NCI, with respect to agent development, acts both as a funding agency and as a sponsor of clinical research. The NCI funds a clinical trial network that includes Cooperative Groups, new agent development contractors, and other investigators at cancer centers and university hospitals.

P

Principal Investigator: - PI - Primary investigator associated with a protocol.

Protocol: - Written, detailed action plan providing the background, specifying the objectives, and describing the design and organization of a clinical trial. Every site in the trial uses the same protocol to ensure consistency of procedures, enhance communication, and ensure that results from all sites can be combined and compared.

Protocol Number: - The unique number assigned to a protocol.

R

Registration Coordinator: - The administrative person at a site who is solely responsible for managing investigator registration centrally for all investigators participating on Clinical Trials at that site.

Registration Status: - Status assigned to an investigator registration. The possible statuses are: Draft, New, and To be signed.

S

Sponsor: - An individual company, institution, or organization which takes responsibility for the initiation, management, or financing of a clinical trial, but does not actually conduct the investigation.

Sub Investigator: - Person who assists in conducting the investigation according to the protocol. Obtains informed consents, provides case histories, discloses financial interest, and reports all adverse events to the PI.

U

UPIN: - Unique Physician Identification Number - The is the unique number assigned to a physician involved in a clinical trial as a provider. Sometimes called the provider number.
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