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Delegation of Authority (DOA) Quick Guide

The purpose of the DOA log is to have a record of all individuals with Pl-delegated study-related tasks. Those exclusively performing standard of care
duties are not required to be listed.

The DOA log is an essential regulatory document and must ALWAYS be kept current and legible per ICH E6R2.

The numbers below correspond with numbers on the DOA log template on the following page.
1. Institution: List full Institution name.
2. Site #: List CIBMTR Center Number (CCN) or NMDP Donor Center (DC) number.
3. Name and Credentials: List first name, last name, and credentials (when applicable), of those participating in this specific study.
4. Role in Study: List the study role of participating staff. Ensure the Primary Coordinator and Pl are listed and identified. Common study roles

are below.
Role Definition

Principal Investigator (PI) A clinician with demonstrated qualifications who is responsible for the supervision and conduct of the
trial. (The Pl must be delegated all responsibilities, i.e. 1,2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14)

Sub-Investigator (Sub-I) Assists the Pl in the conduct of a trial. They have delegated responsibilities, but do not have overall
responsibility for the study. (Commonly delegated responsibilities: 1, 2, 3,4, 5,6, 7, 8, 12, 14)

Clinical Research Coordinator Handles most of the administrative responsibilities. If trained and qualified can also perform additional

(CRC) delegations that do not require a medical license. (Commonly delegated responsibilities: 1, 5, 6, 7, 8,
10, 11, 13, 14)
RCI BMT requires each study site to designate a Primary CRC for site activation. The Primary CRC
is listed on the DOA log and serves as the main point of contact for all administrative aspects of the
study.

Clinical Data Manager (CDM) Carries responsibility for data handling and entry (Commonly delegated responsibilities: 7, 8)

Regulatory (Coordinator, Affairs, | Assists with regulatory or IRB/REB submissions, helps maintain the Investigator Site Files (regulatory

or Specialist) binders), and maintains regulatory items for the trial. (Commonly delegated responsibilities: 10, 11)

5. Study Responsibilities: Each responsibility refers to a task someone can be delegated on the study and perform if qualified and trained. The
responsibilities must be delegated and approved by the Principal Investigator. Refer to the "Responsibilities” key at the bottom of the log to
ensure each person at your site is performing their designated responsibilities accordingly.

NOTE: To be granted access to the Electronic Database System (EDC) or other study-related systems, this responsibility needs to be designated
on the DOA.

6. Signature and Initials: Must be signed and initialed by the corresponding study personnel.
EXCEPTION: If a separate wet ink signature log or signature page is available, the signature and initial columns are not required. If
signatures/initials will not be captured on the DOA log, it should be noted in this column by referencing where those signatures can be located.
Example, “See separate signature log” or “See individual signature pages”. Please submit wet ink signatures for review along with the DOA log.
Wet ink signature and initial samples are required by RCI BMT to reference when reviewing and reconciling source documentation.



7. Start Date: This date must be on or after protocol training has been conducted and the RCI BMT study team confirmed that all qualifications are
current.

8. Principal Investigator Initial/Date: The Pl initials and dates acknowledge study responsibilities are being delegated to the specified individual.
An individual cannot conduct delegated study-related tasks until the Pl provides their initials and dates. This date MAY NOT be before the start
date of that specified individual.

9. End Date: This is to be left blank for all those who are currently performing study activities. The DOA will be updated with an end date if an
individual leaves the study, leaves the organization, or at study closure.

10. Page Numbers: (Please refer to the example below) The first blank page number (Page X of _) should be the corresponding number of that
page of the DOA throughout study execution (e.g., Page 1 of _, Page 2 of _, etc.). The second page number (Page _ of X) is left blank until the
end of the study. Leaving the second page number blank allows for additional pages to be added to the DOA log throughout the study.

Study Execution: Study Closure:
Page 1 of Page 1 of 5

11. Principal Investigator Signature (Study Close): The PI signature at the bottom is ONLY completed once the study is ready to be closed at your
site and all study activities have ceased. The Pl signs the log after all end dates have been entered.

Updating the DOA Log:

e ltis essential to inform the RClI BMT team immediately when there is a change in the study Pl. RCI BMT will review regulatory requirements for
the Pl change and provide guidance on how to update the DOA log.

¢ When someone new is added to the study, notify RCI BMT within five business days. The RCI BMT study will review qualifications, training, and
personnel requirements. The DOA log should be updated according to the instructions listed above.

¢ When someone leaves the study, enter their end date on the designated line and return to the RCI BMT team within ten business days.

e If delegated responsibilities for an individual change during the study, this should be documented by entering an end date denoting when the
previous responsibilities were discontinued. A new line will then need to be added to the log for the individual documenting their new
responsibilities.

e When sending the DOA Log to RCI BMT study team, ensure that all pages are labeled and submitted in PDF format as one document.

REMINDER: When site personnel are added to the study, the RCI BMT study team requires (at a minimum) the following regulatory items:

Pls & Sub-Is: Coordinators & Other Study Staff:
e Medical License o GCP Training Certificate
e Curriculum Vitae (CV) ¢ Documentation of Sponsor or PI-
e GCP Training Certificate led Protocol Training
¢ Documentation of Sponsor or PI-

led Protocol Training
e Study-specific Financial Disclosure
Form

Good Documentation Practices:
The Delegation of Authority log, both paper and electronic, must follow Good Documentation Practices and ALCOA Standards.
Please refer to: (https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3121265/).



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3121265/

Institution Mame:
[Protocol Name] o Site #

[Protocol Number]

The following is a complete list of all persons authorized to be part of the institution’s study staff. This document is a required essential document that must be
maintained throughout the life of the study and be kept current and legible. Inform your RCI BMT Study Team with any updates to the log for departrures.

*Principal [nvestigator Initial/Date is the acknowledgement of personnel’s delegations and study start date

**PLEASE PRINT LEGIELY IN ALL COLUMMNS EXCEPT FOR SIGNATURE AND INITIAL COLUMN 5+

Name and Credentials E ROIEF?" gt;my o . Start Date Principal End Date
First name, last name, and c I'IerdIJ_I'E ¢ an id“l‘ﬂ;ﬁﬁfd Study Responsibilities Signature Initials for Study Investigator for Study
credentials "ﬁ"e '"Gigl’ d?;gim"*‘"m & (Refer to key below) (dd-mmm- Initial/Date™ {dd-mmm-
(ie.MD, RN) Sub-l, Data Manager) yyy) yyyy)

Responsibilities:

1. Obtain Informed Consent 6. Perform Study Procedures 10, Investigator Study File Adminisfration 14. Sample Collecticn/Processing/Shipment

2. Determine Subject Eligibility 7. Data Collection 11. Prepare/Submit Regulatory Documents 15. Other:

3. Adverse Event Reporiing 4.  CRF Completion 12. Invesfigational Product dispensing/administration 16. Other;

4. Adverse Event Assessment (AE/SAE) 9. CRF Review/Sign Off 13. Investigational Product Accountability 17. Other:

5. Perform Subject Assessments

Principal Investigator’s Signature
(To be signed only at Close Qut): Date:
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