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[bookmark: _Toc362512638]General Instructions
This Data Entry Guideline (DEG) will provide instruction to the project team about study specific Clinical Trial Management System (CTMS) data entry requirements.  This DEG will identify what type of information needs to be tracked and who is responsible.  If a section is not applicable, do not delete the section,add Not Applicable or NA.
An electronic version of this DEG will be stored within CTMS on the Protocol Attachments tab.
This Guideline should be used in conjunction with the CTMS Training Manuals (located on the DCRI intranet website http://dcrihome.dcri.duke.edu/functional-groups/itt/it-training/library).  

[bookmark: _Toc362512639]Access Control
Access to the Protocol must be authorized by the Project Lead (PL), Lead Clinical Research Associate (CRA) or Clinical Trial Manager (CTM).  A CTMS Access request form must be submitted to DCRI Service Desk.  Each person identified will be granted the appropriate level of access to perform their job and role function.

[bookmark: _Toc362512640]Site Management
[bookmark: _Toc362512641]Site Creation
A site should be created for each site participating in the study.
· Regions to be used:
· Site number format:

[bookmark: _Toc362512642]Activity Plans
The Activity Plan is a pre-defined, protocol-specific, list of activities required to be tracked for all sites.
The Activity Plan(s) listed below are to be applied appropriately to Sites.  If only one Activity Plan, it will automatically be applied as sites are created. 
· TBD

The CTA, CTS or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512643]Account Affiliations
A new Account Affiliation should be created for each location that will be involved with the Site.  Select the appropriate address and check that all information is correct.  If information needs to be updated, submit a Global Data Change Request via CTMS.  At a minimum the following locations should be recorded:
IRB
 Add additional Account Affiliations that need to be tracked

Ensure the following fields are populated:
Account Role
Address
Start Date
End Date, once applicable

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512644]Site Contact
The Principal Investigator information is required to create a Site.  At a minimum, if applicable, the following Contacts should also be recorded:
· Study Coordinator 
· IP Shipment Contact
· Sub-Investigators
· Regulatory Contact
· Legal Contact
· Financial (i.e. Budget) Contact

Ensure the following fields are populated:
· Address information, Phone, Fax, Email
· Role End Date, once applicable

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512645]Status History
Upon creating a Site, the default status is Entered.  As the Site progresses through the Trial, the status should be updated in accordance with the below status flow.  Refer to the CTMS Site Management Topics User Reference Guide for definitions and expected progression of each status.
Examples (note: Sub-status is not required):
Approached; Sub-status of Feasibility Questionnaire: to be used when Site is provided questionnaire to assess Site capabilities in performing protocol related activities.
Approached; Sub-status of Interest Questionnaire: to be used when Site is provided questionnaire to assess interest in indication/therapeutic area.
If a Site does not progress to Active, choose the most appropriate Stop status (Approached Stop or Interested Stop).





	Mandatory (default)
	Entered

	
	↓

	Project Defined
	Approached

	
	↓

	
		Feasibility Questionnaire
	Interest Questionnaire

	
	↓

	
	Approached Stop (if applicable)

	
	↓

	
	Interested

	
	↓

	
	Interested Stop (if applicable)

	
	↓

	Mandatory (if Active reached)
	Active

	
	↓

	
	Active Stop (if applicable)

	
	↓

	
	Closed


				
The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512646]Milestones
Add or delete Milestones as necessary.  
Milestones marked with an * are metric based milestones and are required to be tracked as applicable to the protocol.
Planned (if appropriate) and Actual dates should be entered for each Milestone.
Contract Sent – (Auto populates from the Contracts view tab if DCRI has service of negotiating Contracts)*
Contract Executed – (Auto populates from the Contracts view tab if DCRI has service of negotiating Contracts) *
Reg. Pack Sent - Date Regulatory Packet sent to Site*
Reg. Pack Received - Date the first document was received from Site
Regulatory Complete - Date Regulatory Packet receives 2nd Reviewer Approval*
Reg Docs to Sponsor – Date initial regulatory documents sent to sponsor (if applicable)
IRB Submission – 1st Planned and actual submission date
IRB Meeting – 1st Planned and actual meeting date
IRB Approval – Actual final approval date*
Activated for Enrollment*

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512647]Contracts
If DCRI has the service of negotiating Contracts, at a minimum the following Contract Types should be recorded:
· Master Agreement and/or Site Agreement and/or  Study Addendum
· Letter of Indemnification (if applicable)
· Site Budget
· CDA (if applicable and not tracked as a Document)

Ensure the following fields are populated:
· Date Sent
· Date Received
· Date Executed
· Status & Status Date

The appropriately trained team member (e.g., Contract Specialist, CV Mega-trials CRA) will be responsible to record this information.

[bookmark: _Toc362512648]Training
Add or delete Training types as necessary.
The following Training events should be recorded for the Principal Investigator and Study Coordinator:
Investigator Meeting
Ensure the following fields are populated:
Last Name
Role
Status
Status Date
Expiration Date, if applicable

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512649]Documents
Refer to Section 4 for a list of which Documents will be tracked and instructions for versioning.  Record other information for each Document, as appropriate (e.g. Name, Role).
Ensure the Status and Status Date of each Essential Document that will be used to Activate a Site is updated after each step in the process.  Each Essential Document should be at an Approved status before the Site Status is Active. 
The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512650]Other Requirements (Optional Tab)
Track here any information that is not a Document, Milestone or Training. 
Types 
· General Site Information 
Example:  Is Site a Rapid Site Network?
· Site Qualification
		Example:  Does site have adequate and secure drug storage cabinet?

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512651]Safety Letters
Trial Safety Letters will be added to the Activity Plan and applied to Sites as appropriate.  The following fields may be tracked if applicable:
· Sent to Site
· Submitted to IRB
· IRB Acknowledgement Received

The CTA, CTS, or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512652]Conversation Log
Create a Conversation Log each time there is an agreement or significant discussion regarding:
· Study administration
· Deviations from the protocol/amendment(s) or investigational plan
· Study requirements or applicable regulations and guidelines
· Study conduct
· Study start-up activities (Regulatory Documents, Contracts)
· Adverse event reporting
Any other items, as appropriate

Ensure the following fields are populated:
· Type
· Activity Date
· Description
· Key Words
· Contact

The CTA, CTS, CRA or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512653]Issue Log
Use to track issues that have been identified outside of a Site Visit.

The CTA, CTS, CRA or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512654]Protocol Deviation (Also displays Protocol Deviations tracked in Trip Reports)
Use to track Protocol Deviations that have been identified outside of a Site Visit.

The CRA or other appointed team member will be responsible to record this information

[bookmark: _Toc362512655]Reports
Define which reports will be utilized for this study. The following reports will be used: 
Refer to list of standard reports located on the CTMS Learning Center - http://dcrihome.dcri.duke.edu/functional-groups/itt/it-training/CTMS/ctms-learning-center.html

Start-up Reports
· 
Study Maintenance Reports
· 
The CTA, CTS or other appointed team member will be responsible to generate the defined reports

[bookmark: _Toc362512656]Attachments (Site)
The following documents should be attached for each Site, once they become available:


The CTA, CTS or other appointed team member will be responsible to record this information.

[bookmark: _Toc362512657]Internal Personnel
A CTMS Access request form must be submitted to the DCRI Service Desk to add or remove Internal Personnel assigned to this protocol.   The following fields are populated on the Internal Personnel tab:
· Name
· Role
· Start Date
· End Date, as appropriate (CTMS Access Form required)

The CTA, CTS, or other appointed team member will be responsible to manage this information.
[bookmark: _Toc362512658]Site Monitoring 
[bookmark: _Toc362512659]Site Visits
Add/remove bullets for each Visit Type that needs to be tracked and the information for each.
The following Site Visits should be recorded:
Selection
Initiation
Periodic Monitoring
Close-Out
Ensure the following fields are populated:
Visit Name
Visit Type
Planned Visit Start Date
Actual Visit Start Date
Actual Visit Completion Date
Visit Status
Time On Site
Travel Time
Planning/Reporting Time

[bookmark: _Toc361321425]Refer to the CMP or equivalent for specific information pertaining to content guidelines, writing/review timelines and Visit frequency.

The CRA or other appointed team member will be responsible to record this information


[bookmark: _Toc362512660]Subjects 
To record a Subject, either by IVR import or manual tracking, the following minimum information is required:
· Subject ID/ Screening ID
· Subject Initials (System generated placeholder if not captured in IVR import)
· Date of Birth  (System generated placeholder if not captured in IVR import)

For Manual Enrollment, the Subject ID will consist of the concatenation of one or all of the following IDs (choose format):
· Screening
· Randomization
· Enrollment

 [Update the Subject Statuses definitions and diagram according to project specific requirements.  If Subject Statuses will NOT be tracked, delete the definitions and diagram.]

Screened: Subject has given informed consent and the Inclusion/Exclusion criteria are being evaluated.
Screen Failure (requires reasons): Subject has given informed consent and after evaluation it is determined that the Subject does not meet one or more of the Inclusion/Exclusion criteria.
Re-screened: After a Subject has failed screening, they are re-evaluated and re-consented for study participation.
Enrolled: Subject has given informed consent and the Investigator’s intent is for the Subject to participate; however, the Test Article/ Intervention or study procedures may not yet have been administered.
Randomized: Subject has given informed consent and has been assigned to a treatment arm.
Active / On Treatment: Subject is currently receiving the Test Article/ Intervention.
Active / Off Treatment: Subject is not currently receiving the Test Article/ Intervention, but is being followed up.
Discontinued: The Subject is no longer participating due to AE, Death, Lost to Follow-up, Major Protocol Deviation, Subject Non-compliance, voluntary withdrawal, or other SAE.
Completed: Active Subject who completed the defined procedures.





	Optional
	
	Mandatory
	
	Optional
	
	Mandatory

	Re-screen
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Screened
	
	
	
	Enrolled / Randomized
	
	
	
	Active: On Treatment
	
	Active: Off Treatment
	
	
	
	Completed

	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Screen Failure
	
	
	
	Discontinued
	
	
	
	
	
	
	
	
	
	Discontinued




[bookmark: _Toc362512661]Trip Reports and Letters
For each Visit, use the CTMS generated Confirmation and Follow-Up Letter functionality.
[bookmark: _Toc361321428]The DCRI standard report templates for Site Selection, Site Initiation, Periodic Monitoring and Site Close-out will be used for this project.  Select the appropriate report template to complete each Visit report.
Refer to the CMP or equivalent for instruction of how to complete a Trip Report.

[bookmark: _Toc362512662]Checklist Activities
Use the appropriate field to answer each Checklist Activity question.  Refer to the Instructions and Annotations field for additional information to help answer the question.
The CRA will be responsible to record this information.

[bookmark: _Toc362512663]Follow-up Items
Follow-up Items identified during the current Visit can only be recorded on the Current Follow-up tab.  Follow-up Items that are carried over from a previous Visit can be Closed on the All Follow-up tab.
Whenever the following occurs, a Follow-up Item should be created:
Clinical Question
IRB Related
Inclusion / Exclusion Criteria
Informed Consent
Subject Follow-up
Safety Follow-up
Study Supplies
Protocol Deviation (create from the Protocol Deviation tab)
Un-tick the Show on Follow-Up Letter field for items that should not be included on the Follow-up Letter.
The CRA will be responsible to record this information.

[bookmark: _Toc362512664]ICF
Track each ICF for each Subject per Site.
The CRA will be responsible to record this information.

[bookmark: _Toc362512665]CRF
Track each CRF for each Subject Visit per Site.  All CRFs that have been Source Document Verified should be included in the Page # field.
The CRA will be responsible to record this information.

[bookmark: _Toc362512666]Protocol Deviation 
A Protocol Deviation should be created for each of the following.  Tick the Follow-Up Required field to automatically create a Follow-up Item on the Current Follow-up tab.
Informed Consent Procedures
Include/Exclude Criteria
Concomitant Meds/Therapy
Lab Assessments/Procedures
Study Procedures
Serious Adverse Event
Rando Procedures/IP Dosing
Visit Schedule/Interval
Efficacy Rating/Q of Life

The CRA will be responsible to record this information.

[bookmark: _Toc362512667]Trip Report Attachments
At a minimum, the following documents should be attached to each Trip Report.
Confirmation Letter
Approved Trip Report
Follow Up Letter

The CRA will be responsible to record this information.

[bookmark: _Toc362512668]
 Document and Version Date Definitions
Throughout this list of Documents, when referencing IRB, it is implicit Independent Ethics Committee (IEC) is included.
Items in Bold are identified as Essential Documents.
Only version dates and expiration dates of complete and accurate regulatory documents will be entered into CTMS.
Delete from the table Documents that will not be tracked.  The table must include all Documents in the Activity Plan(s) as well as any Documents that will be tracked at a sub-set of sites.
Add or Delete Statuses as appropriate in the Status Instruction column.
	
	Documents
	Document Description
	Field/Value to be Used for  Version Date
	Exp. Date
Used
	Ess. Doc.?
	Status Instructions
	Additional / Instructions and Comments

	1 
	Adverse Event Report
	Add Study Specific Description
	Date of letter / report
	No
	No
	
	

	2 
	Advertisement 
(Subject recruitment Material)
	Add Study Specific Description

i.e. Newspaper Ad
	Date of advertisement
Date of advertising run
Date of receipt for each item
	Yes
	No
	
	

	3 
	Approval to Ship Drug

	Approval to Ship Drug

	Date of approval
	No
	No
	
	

	4 
	Assent
	Assent
	IRB approval date
or
Assent version date

	Yes
	Yes
	Received from Site
Sent to Sponsor
Received from Sponsor
Approved by Sponsor
Returned for Revision
Sent to IRB by Site
Approved by IRB
Approved by DCRI
	

	5 
	BioSketch 
	PI BioSketch 
OR
Sub-I BioSketch
	Date of persons signature 
Version date
OR
Date of last entry 
	No
	Yes (PI)
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	6 
	CAP Certification
	CAP Certification
	Effective Date
	Yes
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	.

	7 
	CLIA Certification
	CLIA Certification
	Effective Date
	Yes
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	.


	8 -
	CLIA Certification Waiver
	CLIA Certification Waiver
	Effective Date
	Yes
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	9 
	Clinical Trial Resp Log
(Canadian Document)
	Clinical Trial Resp Log

	Date of Form
Date of signature
	No
	No
	
	

	10 
	Clinical Trial Site Info Form
(Canadian Document)
	Clinical Trial Site Info Form

	Date of commencement 
	No
	Yes
	
	PT/Sponsor responsible to complete

	11 
	Confidentiality Agreement (CDA)
	Confidentiality Agreement
	Date of site signature
	No
	Yes
	Received from Site
Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
	Track as document if not tracked under Contracts Tab.

	12 
	Conflict of Interest
(NIH required document)
	PI Conflict of Interest 
OR
Sub-I Conflict of Interest
	Date of signature
	Yes
	Yes (PI)
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Sent to Sponsor
Approved by DCRI
	Approved by DCRI Definition: The COI has been received from site, reviewed and is completed per DCRI instructions (no missing required fields) and without conflicting data.

	13 
	CV
	PI CV 
OR 
Sub-I CV
OR
Key Personnel CV
	Date of persons signature
Version date
OR
Date of last entry
	No
	Yes (PI)
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	If CV addendum present, document in comments field with date- “CV addendum dated DD-MMM-YYYY”

	14 
	Data Use Agreement
(Sponsor Specific)
	Data Use Agreement

	Date of signature
	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	15 
	DEA Form 223
(Only if Test Article is a controlled substance and for IND or Govt studies)
	PI DEA Form 223
OR
Sub-I DEA Form 223
OR 
Site DEA Form 223 
	Date of issue
	Yes
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	Note: license required from only one person at the site 

	16 
	Debarment Letter
	Debarment Letter
	Date of letter
Date of debarment
	No
	No
	
	

	17 
	Drug Destruction Policy Form
	Drug Destruction Policy Form
	Policy/Form version date
Policy/Form effective date 
Date of signature
	No
	No
	
	

	18 
	EDC Assessment
	EDC Assessment
	Date of Assessment
Date of signature
	No
	No
	
	

	19 
	Electronic Signature Form
	Electronic Signature Form
	Date of authorization
Date of signature
	No
	No
	
	

	20 
	Enrollment Log
	Enrollment Log
	Date of receipt 
Date of last entry on the form
Date of signature
	No
	No
	
	

	21 
	FDA 1572
	FDA 1572
	PI signature date
	No
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	22 
	FDA Compliance Letter
(NIH agreement signed by the site to indicate compliance with FDA regulations)
	FDA Compliance Letter

	Date of letter
	No
	No
	
	

	23 
	Feasibility Questionnaire
	Feasibility Questionnaire
	Date of receipt 

	No
	No
	Received from Site

	

	24 
	Financial Disclosure
	PI Financial Disclosure
OR
Sub-I Financial Disclosure
	Date of signature
	No
	Yes (PI and Sub-I)
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	25 
	FWA Assurance Number
(Assigned by OHRP to a Facility doing research conducted or supported by DHHS to indicate their compliance)
	FWA Assurance Number

	
	Yes
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	Only track expiration date

	26 
	Gender & Minority Enroll Form
(NIH Document)
	Gender & Minority Enroll Form
	Date of form
Date of signature
	No
	No
	
	

	27 
	HC No Objection Ltr
(Canadian document from Regulatory Affairs Division to the person submitting a Clinical Trial Application indicating there is no objection to this application)
	Health Canada No Objection Letter
	Date of letter

	No
	No
	
	This is per study, not per site

	28 
	HIPAA Authorization
	HIPAA Authorization
	Authorization version date 
	No
	Yes
	Received from Site
Sent to Sponsor
Received from Sponsor
Approved by Sponsor
Returned for Revision
Sent to IRB by Site
Approved by IRB
Approved by DCRI
	Track if separate from main ICF

	29 
	Human Subj Protection Training
	Human Subj Protection Training Certificate
	Date of training
	Yes (if applicable)
	Yes
	
	

	30 
	Informed Consent Form (ICF)
	Informed Consent Form (ICF)

Study Specific:  If multiple consents include type:
e.g. 
Informed Consent Form (ICF)-Main
Informed Consent Form (ICF)-Future Use
	IRB approval date 
OR
Version date
	No
	Yes
	Received from Site
Sent to Sponsor
Received from Sponsor
Approved by Sponsor
Returned for Revision
Sent to IRB by Site
Approved by IRB
Approved by DCRI
	

	31 
	Instructions for Use
(Device Studies Only, i.e. Device Manual)
	Instructions for Use

	Version date of instructions
	No
	No
	Sent to Site
	

	32 
	Investigator Agreement
(Document signed by Investigator agreeing to terms and conditions of a Protocol, for IDE studies.)
	Investigator Agreement

	Date of signature
	No
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	33 
	Investigator Drug Brochure
	Investigator Drug Brochure
	Version date of brochure
	No
	No
	Sent to Site
	This is included in the Initial Regulatory Packet

	34 
	IDB Amendment
	Investigator Drug Brochure Amendment
	IDB Amendment Version Date

	No
	No
	Sent to Site
	

	35 
	Investigator Drug Brochure Sign Page
	Investigator Drug Brochure Signature Page
	Date of signature
	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	36 
	Inv Summary of Patient Data
	Investigator Summary of Patient Data
	Date of signature
	No
	No
	
	

	37 
	IRB Adv Approval Letter
	IRB Approval Letter for Advertisement
	IRB approval date
OR
Date of letter

	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	38 
	IRB Amendment Approval Letter
	IRB Approval Letter of Protocol Amendment
	Date of IRB approval
	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	39 
	IRB Approval Letter
	IRB Approval Letter
	Date of IRB approval
	Yes
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	40 
	IRB Close-Out letter
	IRB Close-Out Letter
	Date of letter
Date of IRB closure stamp
	No
	No
	
	

	41 
	IRB Membership Roster
	IRB Membership Roster
	Roster date
	Yes
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	42 
	IRB Registry Number
	IRB Registry Number
	
	Yes
	Yes
	Approved by DCRI
	Track Expiration date only

	43 
	IRB Renewal Letter
	IRB Renewal Letter
	Date of IRB approval
	Yes
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	44 
	Lab Certification
	Lab Certification
	
	Yes
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	This is used for State Laboratory Licenses (e.g. NY labs, VA labs, and WA State labs)

	45 
	Lab Normals
	Lab Normals
	Date on form
Version date
	Yes
	No
	
	

	46 
	Medical License
	PI Medical License 
OR
Sub-I Medical License
	
	Yes 
	Yes  (PI)
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	Internet verification print out acceptable per DCRI SOP

	47 
	Memo
	Memo regarding xxxx
	Date of memo
	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	Be specific in what the memo is in regards too.  (e.g. Memo regarding Affiliation)

	48 
	NIH MOA, MOU
	NIH MOA, MOU
	Date of agreement 
Date of signature of approving office
	No 
	No
	
	Typically on a study level is an agreement between NIH and DCRI on what the scope design is and agreed upon

	49 
	Package Insert
	Package Insert
	Date of Package Insert
	No
	No
	Sent to Site
	This is included in the Initial Regulatory Packet

	50 
	Personnel Report
(NIH document listing all Site Personnel participating in a specific study – also referred to as Key Personnel)
	Personnel Report
	Date of receipt
	No
	No
	
	Study Level Document submitted to NIH


	51 
	Protocol
	Protocol
	Protocol date
	No
	No
	Sent to Site
	This is included in the Initial Regulatory Packet

	52 
	Protocol Amendment
	Protocol Amendment
	Protocol amendment date
	No
	No
	Sent to Site
	

	53 
	Protocol Amendment Sign Page
	Protocol Amendment Signature Page
	Date of signature
	No
	No
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	54 
	Protocol Signature Page
	Protocol Signature Page
	Date of signature
	No
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	55 
	Qualified Inv Undertaking 
(Canadian Document)
	Qualified Investigator Undertaking 

	Signature of Investigator
	No
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	1 per site location

	56 
	REBA
(Canadian Document - Research Ethics Board Attestation: can be either the Form or Letter)
	REBA

	Signature date of research ethics board representative
	Yes
	Yes
	Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
Approved by DCRI
Sent to Sponsor
	

	57 
	REBA Waiver
(Canadian Document)
	REBA Waiver

	Signature date of research ethics board representative
	No
	No
	
	Generally collected for registry and minimal risk studies

	58 
	SCOTT Approval 
(NZ Ministry of Health Document)
	SCOTT Approval
	Date of letter
Date of Approval
	No
	Yes
	
	

	59 
	Signature Log/Auth Form
	Signature Log/Authorization Form
	
Date of final signature
	No
	No
	
	

	60 
	Site Information Sheet
	Site Information Sheet
	Date determined by trial team
Date completed
	No
	No
	Received from Site
Reviewed-Correct
Reviewed-Incorrect
Reviewed-Incomplete
	

	61 
	State Required Document
	
	Date of letter
Date of signature
	Yes
	Yes
	
	

	62 
	State/Provincial Certification
	
	Date of certification
Date of letter
	Yes
	Yes
	
	

	63 
	TGA Approval
(AU Approval of Clinical Trial Notification)
	TGA Approval

	Date of letter
	No
	Yes
	
	

	64 
	Trial Specific Document
(Any document that will not be added to the Standard List but is required to be tracked by a particular Protocol – The description field will further identify the exact document)
	
	Date of document
Date of letter
	No
	No
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