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The Oncology Nursing Society competencies for Documentation 1 are as follows:

The oncology clinical trials nurse provides leadership to the research team in ensuring collection of source data and completion of documentation that validate the integrity of the conduct of the clinical trial. 
A. 	Complies with regulations, institutional policies, and sponsor requirements governing source data and documentation. 
B. 	Documents assessment, management, and evaluation in source documents for patients on clinical trials as appropriate to the protocol and role. 
C. 	Educates research and clinical team members regarding appropriate and accurate source documentation for participants in clinical trials. 
D. 	Ensures that relevant data from the source document are abstracted and recorded in the clinical trial case report forms and that every data point can be verified within the source document. 
E. 	Follows appropriate guidelines in making corrections to data entry in clinical records and case report forms as recommended by good clinical practices, standards, or institutional procedures. 
F. 	Ensures that all regulatory documents are processed and maintained per institution, IRB, and GCP regulations. 
G. 	Demonstrates proficiency in the use of clinical and research-related computer programs.

1 Lubejko, B., Good, M., Weiss, P., Schmieder, L., Leos, D., & Daugherty, P. (2011). Oncology Clinical Trials Nursing: Developing Competencies for the Novice. Clinical Journal of Oncology Nursing, 15(6), 637-643. Doi:10.1188/11.CJON.637-643

The CCR has chosen to divide this competency into 3 components:
1. Source Documentation (A, B, C, G)
2. Data Management  (D, E, G)
3. Regulatory Binder (F, G)


SOURCE DOCUMENTATION


DATA MANAGEMENT


REGULATORY BINDER
The CCR ORN has identified 4 behavioral indicators to assess the competency that are related to the regulatory binder. 

Indicator #1: Define the purpose of the regulatory binder.

	Instructions: Ask the Research Nurse to state the purpose of the Regulatory Binder. Paraphrasing the following is acceptable:
Organizes essential documents which are those documents that individually and collectively permit evaluation of the conduct of a trial and the quality of the data produced. These documents serve to demonstrate the compliance of the investigator, sponsor and monitor with the standards of Good Clinical Practice and with all applicable regulatory requirements.

	1
	Requires assistance and supervision
	Unable to define the purpose.

	2
	Requires supervision
	N/A

	3
	Independent
	Able to define the purpose.

	4
	Assists and instructs others
	N/A




Indicator #2: discuss the purpose of 10 documents found in the regulatory binder. 

	Instructions: Ask the Research Nurse to identify 10 types of documents found in the regulatory binder and why they are included.  Use the regulatory binder checklist (see Appendix A). 

If the Research Nurse is rated as independent with this indicator, then ask if they have taught others by giving at least 3 examples.

	1
	Requires assistance and supervision
	Unable to identify any of the documents.

	2
	Requires supervision
	Able to identify 1-5 documents and state the purpose for <50%.

	3
	Independent
	Able to identify all 10 documents and state their purpose without hesitation. 

	4
	Assists and instructs others
	Able to identify all 10 documents and state their purpose without hesitation. Has accurately taught others the purpose and how to maintain a regulatory binder.





Indicator #3: Locate 10 documents in one of their regulatory binders.


	Instructions: Ask the Research Nurse to locate the identified documents from indicator #2.  If not already identified, ask the Research Nurse to locate the following: FDA 1572 forms (if applicable), Investigator Brochure (if applicable), and lab certificates and normal ranges.

If the Research Nurse is rated as independent with this indicator, then ask if they have taught others by giving at least 3 examples.

	1
	Requires assistance and supervision
	Unable to locate any of the documents.

	2
	Requires supervision
	Able to locate 1-9 documents.

	3
	Independent
	Able to locate all 10 documents and the additional documents noted above.

	4
	Assists and instructs others
	Able to locate all 10 documents and the additional documents noted above. Has accurately taught others how to locate documents in the regulatory binder.




Indicator #4: Describe the roles of the Research Nurse and their Protocol Support Office as it relates to maintaining the Regulatory Binder. 

	Instructions: Using the regulatory binder checklist (see Appendix A), ask the Research Nurse to state who is responsible for maintaining the document type.

If the Research Nurse is rated as independent with this indicator, then ask if they have taught others by giving at least 3 examples.

	1
	Requires assistance and supervision
	Able to identify <25% of the documents that the Protocol Support Office (PSO) or the Research Nurse are responsible for maintaining.

	2
	Requires supervision
	Able to identify between 25-49% of the documents the PSO or the Research Nurse are responsible for maintaining.

	3
	Independent
	Able to identify all the documents that the PSO or the Research Nurse is responsible for maintaining.

	4
	Assists and instructs others
	Able to identify all the documents that the PSO or the Research Nurse is responsible for maintaining. Has accurately taught others the roles associated with maintaining the regulatory binder.



	

Appendix A
CCR Research Nurse Competency Checklist
 Regulatory Binder: Documents and Purpose
(* Per ICH GCP E6 Sections 8)

	Title of Essential Document
	Purpose 
	Who Maintains
[Protocol Support Office (PSO) or RN]
	√

	Protocol Versions and Protocol Information

	Protocol & Amendments*

	To document revisions of trial related documents that take effect during trial. 
	PSO
	

	Investigator & Institution Information

	FDA form 1572 or investigator agreement (all versions)
	To document the investigator’s agreement to conduct the study according to the protocol and GCP.
	PSO
	

	Current Curriculum Vitae (CV)  and copy of medical license, as appropriate, for the PI and each sub-investigator*
	To document qualifications and eligibility to conduct trial and/or provide medical supervision of subjects.
	PSO
	

	Training Certificates
	To document that there is adequate training for all staff participating in the conduct of the study. 
	General HSP & GCP: PSO

Protocol specific: RN
	

	Delegation of Authority Log and Signature Form*
	To demonstrate which study-related tasks the Principal Investigator (PI) has delegated to others. To document signatures and initials of all persons authorized to make entries and/or corrections on CRFs.
	RN
	

	Financial Disclosure/ Certification Statements
	To document that the investigators are compliant with FDA regulations 21 CRF312.64 (d).  
	PSO 

RN, if PSO not copied on the correspondence
	

	Financial Aspects* [e.g., Clinical Trial Agreement, Material Transfer Agreement (MTA), Cooperative Research and Development Agreements (CRADA)or other contract] 
	To document the financial agreement between the investigator/institution and the sponsor for the trial
	PSO, if they receive it. 
	

	Investigator Brochure/ Device Manual

	Investigator’s Brochure (IB) (all versions)* 
	To document that relevant and current scientific information for investigational product has been provided to the investigator in a timely manner.
	PSO
	

	Approved ICD and Information given to Subjects

	Informed Consent Documents (all versions)*
	To document the informed consent. 
	PSO
	

	Advertisements, Recruitment and Patient Education Materials* 
	To document that subject will be given appropriate written information to support their ability to give fully informed consent. To document that recruitment measures are appropriate and not coercive.
	PSO
	

	Insurance statement (where required)*
	To document that compensation to subject(s) for trial-related injury will be available
	PSO
	

	IRB Documentation

	Federal Wide Assurance  Number & Expiration date
	To document that the institution is registered with the Office of Human Research Protections (OHRP). 
	PSO
	

	IRB Membership Roster*
	To document that the IRB is compliant with GCP 
	PSO
	

	IRB approvals and correspondence including: initial review, continuing review, advertisements, subject compensation, and other reporting requirements (e.g., unanticipated Problems, protocol deviations and non-compliance). *
	To document that the trial has been subject to IRB review and given approval. To identify the version number and date of the documents.

	PSO
	

	Safety Information

	Copy of Serious Adverse Event (SAE) reports sent to Sponsor*
	To document that the sponsor was notified of all SAEs and related reports.
	RN
	

	IND safety reports* 
	To document that the sponsor informed the investigator of new safety data (e.g., unexpected SAEs related to the product). 
	RN
	

	Safety and Data Monitoring Committee Reports and Correspondence

	To document compliance and actions related to safety monitoring. 
	RN
	

	Other Regulatory Authority Documentation

	Correspondence with Regulatory authorities [e.g., FDA, Radiation Safety Committee, Office of Biotechnology Activities (OBA)
Institutional Biosafety Committee (IBC)] regarding safety information (if applicable)*
	To document appropriate authorization/approval/
notification by the regulatory authority(ies) has been obtained prior to initiation of  the trial in compliance with the applicable regulatory requirement(s).

	PSO 

RN, if PSO not copied on the correspondence
	

	Clinical Trial Material Documentation

	Instructions and Shipping Records of Clinical Trial Material (CTM) and Trial-related Materials*
	To document instructions needed to ensure proper storage, packaging, dispensing and disposition of investigational products and trial-related materials (if not in protocol).

To document shipment dates, batch numbers and method of shipment of investigational product(s) and trial-related materials. Allows tracking of product batch, review of shipping conditions, and accountability.
	Pharmaceutical Development Service (PDS)
	

	Samples of labels attached to investigational product containers (if applicable)*
	To document compliance with applicable labelling regulations and appropriateness of instructions provided to the subjects. 
	Pharmaceutical Development Service (PDS)
	

	CTM Dispensing/Accountability Records*
	To document that investigational product(s) have been used according to the protocol.
	Pharmaceutical Development Service (PDS)
	

	Documentation of CTM destruction if performed at site.*
	To document destruction of unused investigational products by sponsor or at site.

	Pharmaceutical Development Service (PDS)
	

	Biological Samples Documentation

	Record of retained body fluids/tissue samples including transmittal forms and other correspondence (if applicable)*
	To document location and identification of retained samples if assays need to be repeated. 

	RN
	

	Laboratory Documentation

	Laboratory certification and/or accreditation including updates (e.g., College of American Pathologists ( CAP ), or Clinical Laboratory Improvement Amendment Accreditation (CLIA)]*
	To document the competence of the facility performing protocol specific tests and support reliability of the results. 
	PSO – for NIH Labs

RN – for outside labs
	

	Laboratory Normal Reference Ranges including updates*
	To document normal values for lab tests to be performed for the clinical trial. 
	PSO – for NIH Labs

RN – for outside labs
	

	Subject Accountability Records

	Subject Screening and Enrollment logs*
	To document identification of subjects who entered pre-trial screening and those then that were enrolled.
	RN
	

	Subject Identification Code List*
	To permit identification of all subjects enrolled in the trial in case follow-up is required. 
	RN
	

	Decoding Documentation (for blinded trials)*
	To document how, in case of an emergency, identity of blinded investigational product can be revealed without breaking the blind for the remaining subjects' treatment.
	RN
	

	Monitoring Activities

	Site Initiation Visit report*
	To document that trial procedures were 
reviewed with the investigator and the 
investigator’s trial staff 
	RN
	

	Monitoring Log and Reports including close-out visit*
	To document site visits by, and findings of, the monitor. 
To document that all activities required for trial close-out are completed, and copies of essential documents are held in the appropriate files.
	RN
	

	Documentation of CRF Corrections*
	To document all changes/additions or corrections made to CRF after initial data were recorded.
	RN
	

	Sponsor Correspondence*
	To document any agreements or significant discussions regarding trial administration, protocol deviations/violations, trial conduct, adverse event (AE) reporting.
	PSO 

RN, if PSO not copied on the correspondence
	

	General Documentation

	Notes to File
	To provide documentation of unusual events which occur during the course of a clinical trial.
	RN
	

	Note: Adapted from Grant, N. & White, T. (in press).  Creating and Maintaining a Regulatory File. In A.D. Klimaszewski, M.A. Bacon, E.A. Ness, J.G. Westendorp, & K. Willingberg (Eds.), Manual for Clinical Trials Nursing 3rd edition). Pittsburgh, PA: Oncology Nursing Society.
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