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Learning Objectives

 Understand how AURORA is integrated with CTEP Clinical Oncology 
Research Enterprise (CORE) CTMS Applications to streamline NCI 
clinical trial conduct

 Identify at least two benefits of AURORA that will aid clinical trial sites 
in their record-keeping processes

 Recognize that some process workflows at clinical trial sites will 
change to incorporate the new functionality in AURORA 

 Understand when use of AURORA is required
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Important Note

AURORA consists of several modules, including:
1. Agent Ordering and review of order status (replaces OAOP)

2. Access to PMB provided documents (stock recovery notices, IB, and MSDS)

3. Creation and Maintenance of the PSD (Primary Shipping Designee) shipping 
addresses and Primary Ordering Designees

4. Enhanced communication tools to connect with PMB

5. Creation and maintenance of electronic NCI Investigational Agent (Drug) 
Accountability Records (eDARF) and associated inventory management practices

When we talk about AURORA, it is not just eDARFs.
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Frequently Asked Questions

AURORA FAQs – PMB will develop and post online a list of FAQs for AURORA

1. AURORA Implementation Plan FAQ – For compliance on NCI-sponsored clinical 
trials using PMB-supplied agents

2. General FAQs

First requirement: Transition from OAOP to AURORA in approx. early August 
2022.

 eDARFs will be released several weeks later but use is not required yet.

 No changes needed – the same people with access to OAOP will have access to 
AURORA (same access to agent ordering and review of order status, access to 
stock recovery notices, IB, MSDS – based on your role)

 New enhancements – multiple shipping addresses!  Many satellite dispensing 
areas can become control locations.
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NCI-CTEP AURORA Training Online Course
AURORA Training Videos in CLASS (https://classlms.org)

1. There will be an initial series of training videos available on the CLASS 
website and registered A/AP/NPIVR/IVR with an active CTEP IAM user 
account will be invited by email to access the videos at any time.

2. Many of your questions can be answered by watching these videos or by 
using the Help button within AURORA.  

3. Please review these before contacting PMB.

4. They are arranged in the recommended order but can be watched in any 
order.

Requirement date: Completion of this course is not required to access 
AURORA yet but will be required at a future date.  Completion is 
electronically documented by CLASS so the certificate of completion is for 
your records only.

https://classlms.org/
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AURORA Introduction



7

What is AURORA?

AURORA is the NCI’s innovative and centralized agent inventory management 
system

What is changing?

 Agent inventory management system is centralized at PMB and sites

 Agent ordering and accountability tasks are electronic and paperless

 Communication tools between PMB and sites are enhanced 

What is not changing?

 Access to investigational agents and requirement for site inventory management

 Support of agent inventory management activities

 High-quality level customer service from PMB
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Goals of Building AURORA

 Consolidates PMB’s outdated inventory management system and 
activities with clinical trial sites’ inventory management activities

 Applies to all NCI-sponsored clinical trials using PMB-supplied 
agents

 Provides consistent record-keeping processes and oversight across 
2000+ clinical trial sites within NCI’s clinical trial networks, including 
international trial sites

 Provides accessibility to sponsor-required documentation
 Integration with CORE applications like IAM, RCR, RSS, START, 

OPEN, CTMB’s Audit Information System
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High Level Benefits of AURORA
 Elimination of all paper records = no lost papers

 Improved sponsor and site compliance with regulatory requirements= 
system validation throughout trial conduct reduces audit and inspection 
findings

 Prevention of medication dispensing errors and common accountability 
errors = improved patient care

 PMB-determined agent expiration dates are populated on the eDARF = no 
missing stock notifications



10

High Level Benefits of AURORA, continued

 AURORA’s record retention supports straight-forward pharmacy 
monitoring and auditing = reduced # pharmacy findings on audit

 Electronic access for pharmacy monitoring and auditing = improves 
compliance by allowing central and remote auditing

 Efficient inventory management and accountability record storage and 
retention = push button reports on demand

 Streamlined communication between trial sites and PMB = reduced email 
volume
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Process Workflows
Getting Started in AURORA
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Process Workflow: Logging into AURORA

System Requirements
• Chrome or Firefox only
• 21 CFR Part 11 compliant

Site user requirements
• Active user account and password

Remember:
• Access is based on user role
• 15-minute timeout warning for 

inactivity
• Saving work creates official sponsor 

records
• Module-specific help links throughout
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Site Setup

AURORA Training Videos in CLASS (https://classlms.org) and FAQs (PMB website)

1. Please review before accessing AURORA. The Getting Started video is the first 
of the series and FAQs will be available after the Q&A session. 

2. How do I get access to AURORA (see FAQs)? Active user account/password vs. 
RCR Registration Type vs. User Roles

The AURORA eDARF module will be available to everyone several weeks after the 
OAOP transition but the eDARF module is not required to use yet.  

 AURORA Implementation Plan FAQ will be updated as timelines develop.

 Future enhancements under consideration are:

 Inclusion of NCI funded clinical trials with non-PMB supplied agents

 Integration with other electronic DARF systems.

https://classlms.org/
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Process Workflow: AURORA Dashboard
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Process Workflow: Tool Bar
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Accountability: Agent Ordering

 Orders are created from the tool bar link or from the eDARF with similar order 
parameters as OAOP

 Dashboard cards are convenient for tracking for Orders (in process) and Orders 
(Processed)
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Agent Ordering and Document Access
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Flexibility: Primary Shipping Designee (PSD) Worksheet

 PSD accesses the worksheet from the toolbar
 PSD address can be set up or revised as trial site’s needs change
 Revised shipping address may trigger bulk transfers
 PODs are added or removed as needed
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Process Workflow: Site Maintenance
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Process Workflow: Errors and Notifications
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Process Workflow: Dialog Function
The site will use this function to:

 Report temperature excursions to PMB for evaluation and receive PMB response for 
documentation

 Report product complaints to PMB

 Ask protocol or agent related questions

 If required, upload supporting documents in the accountability record relevant to the 
affected agent supply 
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Accountability Process Workflow

• Agent Ordering
• Site set-up in Site 

Maintenance
• Any satellite areas defined
• eDARFs created for first 

time orders/transfers or are 
already available

Getting started and 
transitioning to 

AURORA

• Agent Receipt
• Agent Dispensing
• Agent Transfer

Agent Transport
• Local Destruction
• Patient Returns
• Expiration Dates

Accountability functions 
are managed on the 

eDARF • Site designees 
acknowledge all transaction 
types on eDARF

• PSD updates dispensing 
areas and designees as 
needed 

• AURORA stores all records

Flexible eDARF
maintenance and 
access to records
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Helpful Hints for Initiating eDARFs for the first time
• Collect your current inventory quantity and lot number information 

for each lot prior to initiating eDARFs (Recall that AURORA security 
logs you off after 15 min of inactivity and unsaved work is lost)

• Make sure information entered is accurate before saving since this 
creates official records in the system

• Remember that inventory information you enter will be used by 
AURORA to notify you of expiration notifications

• Help      is available at the top right corner of the toolbar to give step-
by-step instructions

• Generally “Initiate eDARF” function is accessed on dashboard at 
time of agent receipt or agent transfer
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Accountability: eDARF Header

 eDARF names are unique records generated by AURORA
 Ex: C or S-NY158-EA9161-001

 Header is auto-populated for protocols with PMB-supplied agents 
 Once set up, most eDARF header fields cannot be changed

 Add Local Protocol Number to header if desired
 Choose dispensing area from the list of areas already set up in Site 

Maintenance
 Errors, warnings and relevant alerts are provided above header 
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Accountability: eDARF Header
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Accountability: Agent Receipt from NCI
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Accountability: Add Transaction Types from eDARF

Transaction Types

• Dispensing

• Inventory 
adjustment

• Inventory 
verification

• Local Destruction

• Transfer

• Transport (if 
Satellite is set up)
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Accountability: Agent Dispensing in AURORA
• Patient study ID is accessible from OPEN
• Site can assign use-by dates to specific lots (but not required)
• PMB-assigned use-by date will override site’s assigned date
• Agent supply configuration can be converted from container size to unit size if needed

• Example shown converts bottles to capsules
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Accountability: Inventory Adjustment in AURORA

Used for inventory discrepancies (comment is required)
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Accountability: Agent Verification in AURORA

AURORA supports clinical trial site procedure for inventory verification 
and IDS best practices.  This is not a required transaction type.
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Accountability: Local Destruction in AURORA
Local destruction request is the only agent return mechanism within AURORA 
eDARF module for final disposition of PMB supplied agents that are:
• Expired
• Unsuitable for use
• Cannot be transferred to another NCI trial
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Accountability: Agent Transfers in AURORA
Agent transfer requests are for reasons such as:
• Change of site PI
• Change of protocol status and/or patients are off study treatment
• Management of short-dated supplies or urgent medical need
• Blinded study patient is transferred to another site PI
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Accountability: Agent Transporting to Satellite
Control Record

Satellite Record



34

Clinical Trial Site Flexibilities
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Flexibility: Recording Patient Returns in AURORA
Patient return of unused agent can be recorded on the line of dispensing
• Indicated to the right of the dispensing line once completed
• Multiple returns can be documented on same dispensing line
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Flexibility: Bulk Agent Transfers

 Dispensing areas for all Control records need to be established before 
setting up the first eDARF

 Any street address, city or zip code change could trigger bulk agent transfers

 Agent transfer transactions are completed simultaneously in AURORA eDARF
module

 Address change on PSD worksheet can be done at the time of relocation
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Flexibility: eDARF Search Module

 Powerful search function allows user to locate eDARFs by specific 
search criteria. Examples:
 Inventory on hand by agent, protocol or investigator

 All expiring agent inventory by date range

 All agent/strength on hand in case urgent need for agent transfer

 All inventory for an ordering investigator who has left the site

 All inventory on hand when control dispensing area is re-locating and all 
agents need to be transferred

 Results can be exported as excel or pdf document



38

Flexibility: eDARF Search for Agent/Lot
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Flexibility: eDARF Search Results for Agent/Lot
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Process Workflows
Record Retention and Site Auditing
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Process Workflow: Record Retention

 Accountability records include:
 Shipment records

 eDARFs (includes receipt, dispensing, transfers, local destructions)

 Notes to file

 All authorized personnel can access past site records even if not 
authorized at the time the records were created

 eDARF OMB Form Number and expiration date will still exist and print 
automatically and updated by PMB within AURORA.  Sites will no 
longer need to monitor eDARF expiration for AURORA generated 
eDARFs.
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Process Workflow: Site Auditing

AURORA:
 Improves site compliance with pharmacy audits 

 Retains accountability records indefinitely

 Allows records to be accessible to authorized site personnel and off-site 
auditors

 Produces on-demand records when needed

 Accountability records can be saved and uploaded in advance of an 
audit or submitted for remote monitoring
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Future Enhancements Under Consideration 
and Resources
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Planned and Future Enhancements Under Consideration

 Management of multiple shipping addresses
 eDARF set-up for all NCI studies (including non-PMB supplied agents)
 Specialized reports on-demand
 Integration with other electronic accountability systems
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Resources for AURORA

 NCI/CTEP AURORA Training online course
 Full AURORA Overview video and slides
 PMB Frequently Asked Questions (FAQ) webpage
 Help button on AURORA dashboard provides step-by-step help
 PMBAfterHours@mail.nih.gov – send emails with subject: AURORA
 PMB general phone: 240-276-6575

mailto:PMBAfterHours@mail.nih.gov
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Summary

1. First requirement is transitioning from OAOP to AURORA for drug ordering, 
viewing orders, accessing PMB supplied documents (approx. early August 
2022)

 No changes in the agent ordering process or individual access

 Implementation Plan FAQ for future announcements of requirements

2. eDARFs module in AURORA available several weeks after OAOP transition 
 Use is not required by sites yet but available if desired.  (See Implementation Plan FAQ)

3. Review the NCI-CTEP AURORA Training video series available in CLASS 
website – look for email invite soon

 Attend the July Q&A session with any questions after viewing

Contact: PMBAfterHours@mail.nih.gov or 240-276-6575

mailto:PMBAfterHours@mail.nih.gov
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Acronyms
 PMB Pharmaceutical Management Branch

 CORE Clinical Oncology Research Enterprise

 NCI National Cancer Institute

 CTMS Clinical Trials Monitoring Service

 MSDS Material Data Safety Sheet

 RCR Registration and Credential Repository 

 DTL Delegation of Task Log

 CTEP-AERS Cancer Therapy Evaluation Program-
Adverse Event Reporting System

 OAOP Online Agent Order Processing application

 RCR Registration and Credential Repository 

 OPEN Oncology Patient Enrollment Network 

 IAM Identity and Access Management

 RSS Regulatory Support System

 START Study Abstraction Review & Tracking

 CTMB Clinical Trials Monitoring Branch

 CFR Code of Federal Regulations

 POD Primary Ordering Designee

 IDS Investigational Drug Service

 PI Principal Investigator

 OMB Office of Management and Budget

 CTEP Cancer Therapy Evaluation Program



www.cancer.gov www.cancer.gov/espanol
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