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Agenda / Objectives

= Why are we doing this?

= What new applications are in the works?

= How do we plan to support the launch of the applications?

= \When will we launch?
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Background — Joint FDA / EMA Audit

Gaps ldentified in Current System

= FDA Form 1572 documentation

« Missing practice sites, labs, IRBs

= No record of study-specific responsibilities assigned at
the practice site level

= Failure to verify that personnel conducting research
activities were qualified to do so on the protocol

= Lack of protocol-specific training
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Credential Repository



NCIl’'s Solutions and Enhancements

» Registration and Credential Repository (RCR)

Provide a self-service online registration application with electronic signature
and submission capability (replaces paper-based annual registration process)

= Define specific Registration Types — Investigator (IVR), Non-Physician
Investigator (NPIVR), Associate Plus (AP), Associate (A), and Associate Basic
(AB)

= Registration Type will dictate documentation requirements — FDA Form 1572,
Financial Disclosure Form (FDF), Biosketch, Designee Form, and enhanced
training requirements

= Registration Type will permit assignment of certain roles for study activities and
access to NCI applications
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Registration Types

IVR = NPIVR AP A  AB

= Investigator (IVR)
= Non-Physician Investigator (NPIVR)

Replaces
Investigator

. ASSOC|ate PIUS (AP) and Associate

Person Types

= Associate (A)

= Associate Basic (AB)

NOTE: All reqgistration types will require an ldentity and Access Management
(IAM) account. IVR, NPIVR, and AP registration types will use their IAM
username and password to access RCR and to electronically sign and
submit registration credentials captured in RCR.

RCR registration is required for IVR, NPIVR and APs



New Registration Types — Documentation Requirements

Documentation Required IVR NPIVR ﬁ A AB

FDA Form 1572 Vv Vv

Financial Disclosure Form v v/ v

Biosketch (education,
training, employment, v v v
license, and certification)

HSP/GCP training Vg v Vg
Agent Shipment Form (if

applicable) v

CV (optional) v v/ v
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Registration Documents: FDA Form 1572

Registering individual will populate their RCR profile with:

* Practice Sites (box 3) queried from CTEP’s Enterprise Core Module (ECM)
application
= will define sites at which an IVR or NPIVR can be requested to be claimed in
RUMS by site administrators or claimed in RSS by NCTN roster owners

= Labs (box 4) queried from Clinical Laboratory Improvement Amendments
(CLIA) web service

* |IRBs (box 5) queried from Office for Human Research Protections (OHRP)
web service

= will define IRBs that can be referenced for both site registrations (Site -
Protocol Pl), patient registrations (consenting and “enrolling” [i.e., credit,
treating, drug shipment] investigator), and patient transfers (receiving
[transfer to] investigator)

= Electronic signature (IAM username and password) and date

NOTE: FDA Form 1572 is intended (pending final acceptance by the FDA) to continue
to be annual and investigator (i.e., not study) specific.
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Registration Documents: Biosketch

Registering individual (or RC) will populate their RCR profile
with:

= Education, Training, and Employment
= Professional License / Certifications
= Board Certifications

= Human Subject Protection (HSP) and Good Clinical Practice
(GCP) training, including a scanned copy of the certificates

= Electronic signature (IAM username and password) and date

NOTE: Information on the current Supplemental Investigator Data Form (IDF) will be
separated into the “Biosketch” and the “Designee Form”.

NOTE: Completion of the Biosketch will be required to ensure a standardized collection of
the required information (Attachment of a CV will be optional)
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Financial Disclosure

Required for IVRs, NPIVRs & APs

Do you currently have or have you at any time in the past year had any financial arrangement entered into ketween the sponsor of the covered study
and the clinical investigator involved in the conduct of the covered study, whereby the value of the compensation to the clinical investigator for
conducting the study could be influenced by the outcome of the study?*

Have you had any significant payments of other sorts made on or after February 2, 1222, from the sponsor of the covered study, such as a grant to fund
engoing research, compensation in the form of equipment, retainer for ongeing consultation, or honoraria?*

Do you currently have or have you at any time in the past year had any proprietJ% interest in the product tested in the covered study held by the
clinical investigator?*

Do you currently have or have you at any time in the past year had any significant equity interest, as defined in 21 CFR 54.2(b), held by the clinical
investigator in the sponsor of the covered study?*

Requires responses to 4 questions
and electronic signature




Registration Documents: Shipping Information Form

Registering investigator will populate their RCR profile with:

Shipping CTEP site code and site name

Shipping address and contact information (phone, email)
Shipping Designee (SD)

Ordering Designees (OD)

Standardized suggestions (e.g., “Primary Shipping Designee”
address or “Preferred Shipping Address™) will be offered based on
Practice Sites selected

Electronic signature (IAM username and password) and date

NOTE: Only available for IVR registration type and only required if requesting

shipment of investigational agent from PMB.
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Registration Type — Investigator (IVR)
IVR

Roles (application)
= Protocol Pl for CTEP or DCP sponsored protocols

= Site - Protocol PI (i.e., IRB PI) for CTEP or DCP sponsored studies
(Regulatory Support System [RSS])

= Consenting or “Enrolling” (Credit, Treating, Drug Shipment)
Investigator (Oncology Patient Enroliment Network [OPEN])

= Drug Shipment investigator (Online Agent Order Processing [OAOP])

= Receiving (transfer to) investigator (Transfer and Update Module
[T&UM])

= Site Investigator (RAVE)
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Registration Type — Non-Physician Investigator (NPIVR)
NPIVR

Roles (application)

= Protocol Pl for select DCP or CTEP sponsored studies
= protocol flagged by sponsor as “NPIVR eligible as Protocol PI”

= Site - Protocol Pl for select DCP sponsored studies (RSS)
= protocol flagged by sponsor as “NPIVR eligible as Site / Protocol PI”

= Consenting or “Enrolling” (Credit, Treating) investigator for select DCP
sponsored protocols (OPEN)

= protocol flagged by sponsor as “NPIVR eligible as Enrolling Investigator"

= Receiving (transfer to) investigator for select DCP sponsored studies
(T&UM)

= Site Investigator for select DCP sponsored studies (RAVE)

NOTE: NPIVR cannot be a drug shipment investigator in OPEN or OAOP.
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Registration Type — Associate Plus (AP)
AP

Roles (application)
= Registrar role (OPEN)
= Rave CRA, CRA (Lab Admin), SLA roles (RAVE)

= Primary site roles such as Site Administrator, Data Administrator,
LAPS Administrator, NCORP administrator (RSS)
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Registration Type — Associate (A)
A

Roles (application)

= Administrative roles (RSS / CIRB / TRIAD)

CTSU website access

Shipping Designee (OAOP)

Ordering Designee (OAOP)

Registration Coordinator (RCR)

Rave Read-Only (RAVE)

NOTE: No change to the current IAM registration process.
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Registration Type — Associate Basic (AB)
AB

Roles (application)

= Personnel (e.g., pharmaceutical company employees) who need to
register; but, who cannot be granted system or web access

Administrative roster (RSS)

Biospecimen protocol Pl (PATS)

Biospecimen proposal Pl (NCI NAVIGATOR)

NOTE: No change in the current IAM registration process.

NOTE: IAM account will not be authenticated for system access.
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Migration Activities: Person Types to Registration Types

Person Types of Associate and Investigator will be replaced with the
five Registration Types in CTEP, DCP, CIRB, and CTSU systems

New persons will be given a unique CTEP ID and existing persons will
retain their assigned CTEP ID

= Updates to Registration Type will not change a person’s CTEP ID
Investigator records will be migrated to the IVR Registration Type

Users currently registered as Associate and assigned as a Protocol Pl
or Site-Protocol PI for nontreatment studies will be migrated to the
NPIVR Registration Type

Users currently registered as Associate and assigned the OPEN
Registrar or Rave CRA, CRA (Lab Admin), or SLA roles as well as
individuals with a “Primary Site Role” will be migrated to the AP
Registration Type

All other users will be retained as an Associate Registration Type
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RCR: Process Changes (IVR, NPIVR, AP)

= All users must have an IAM account

Existing users will complete their re-registration within RCR

New users will access RCR to submit their initial registration (after first
obtaining an IAM account)

HSP/GCP training details and certificates will be required for initial
registration and for annual re-registrations (IVR, NPIVR, AP)

Information related to education, training, employment, professional
license, and board certification required and electronically captured
(IVR, NPIVR, AP)

Practice sites, IRBs, and labs electronically captured and control
downstream processes (IVR, NPIVR)

Electronically sign and submit registration packet to NCI (IVR, NPIVR,
AP)

m) NATIONAL CANCER INSTITUTE
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RCR: Business Rule Changes

= |[nvestigators and NPIVRs must list practice site on their
FDA Form 1572 to be claimed by a roster owner at that
site

= |nvestigators and NPIVRs must list all IRBs providing
coverage for NCIl-supported studies at the listed practice
sites on their FDA Form 1572.

= |IRB number on site registration documentation (RSS) must be listed
on the Site - Protocol Pl's 1572

= IRB number covering the consenting or “enrolling” (credit, treating,
drug shipment) investigator (OPEN) or the receiving (transfer to)
investigator (T&UM) must be listed on the respective investigator’s
1572
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RCR: Business Rule Changes

Persons requiring write access to OPEN or RAVE must hold a
Registration Type of IVR, NPIVR, or AP

Persons holding a primary site role (e.g., Site Administrator, Data
Administrator, LAPS Administrator, NCORP administrator) will require
a minimum AP Registration Type

Persons reverting to an Associate or AB Registration Type will have
their OPEN and RAVE roles automatically inactivated

Persons with an AB role can be claimed at administrative locations
only and will not have access to any systems or websites

m) NATIONAL CANCER INSTITUTE
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RCR: Final Thoughts

= Five “Registration Types” with differing credential collection and
differing potential roles

= Online registration for all “Registration Types”
= via IAM for AB and A

= via RCR for AP, NPIVR, and IVR (requires electronic signature using
IAM username and password)

= Enhanced, structured collection of person registration and credential
data, particularly practice sites, IRBs, and HSP/GCP training, for
utilization across CTEP, DCP, NCI CIRB, and CTSU systems

= Availability of a single source of electronic person registration
documentation (FDA Form 1572, Biosketch, HSP/GCP training) to
NCI, clinical site, and grantee operations office staff at all times as
well as to the FDA when required
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Summary of Registration Types

Type

Investigator

Non-Physician NPIVR
Investigator

Associate Plus AP
Associate A
Associate Basic AB
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Electronic annual registration using RCR
* FDAForm 1572

*  Financial Disclosure Form

* Biographical sketch (Biosketch)

* Agent Shipment Form (if applicable)
* Human Subjects Protection*

* Good Clinical Practice *

*  Optional CV*

Electronic annual registration using RCR
« FDAForm 1572

« Financial Disclosure Form

* Biographical sketch (Biosketch)

*  Human Subjects Training *

« Good Clinical Practice *

*  Optional CVv*

Electronic annual registration using RCR
+ Financial Disclosure Form

* Biographical sketch (Biosketch)

* Human Subjects Training*

* Good Clinical Practice*

*  Optional CVv*

Electronic annual registration using IAM

Electronic annual registration using IAM

Site must be on the 1572 to be claimed
on a roster

* IRB number on site registration must
be on the Site / Protocol PI's 1572

* IRB number covering the treating,
consenting, credit, drug shipment,
receiving (transfer to) investigator must
be listed on their 1572

*  Site must be on the 1572 to be claimed
on a roster

* IRB number on site registration must
be on the Site / Protocol PI's 1572

* IRB number covering the treating,
consenting, credit, receiving (transfer
to) non-physician investigator must be
listed on their 1572

Must have an AP, NPIVR, or IVR
registration status to hold the OPEN
Registrar role , RAVE “write” roles, or
primary site roles

May access CTSU website and systems
including view access to OPEN and RAVE

Cannot access CTEP, DCP, CIRB, or
CTSU systems

* Upload hardcopy document -



NCI Delegation of Tasks Log (DTL)
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NCI’s Solutions and Enhancements

» Delegation of Tasks Log (DTL)

= Define and maintain an online DTL for designated
studies conducted at a site

= Define a standard list of NCI research tasks to be part
of the DTL

= Delegate research tasks based on gualifications and
Registration Type

= OPEN update

= Addition of consenting investigator field during
registration

m) NATIONAL CANCER INSTITUTE 24



Goals of the DTL

= |dentify the Clinical Investigator (Cl) and Delegation of
Tasks Log Administrator (DTLA) for every protocol

= Provide complete list of investigators AND sub-
Investigators that make a direct and significant contribution
to the clinical data

= |dentify individuals that can perform designated tasks on
the protocol at the site level

= Track changes in task assignment over study lifecycle

m) NATIONAL CANCER INSTITUTE
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Delegation of Tasks Log (DTL) Development

= CTEP will work with LPOs during LOI / Concept / Protocol
development to determine if DTL is needed

= Cl [or DTL Administrator (DTLA)] assigns research tasks to registered
persons based on qualifications and Registration Type

= Cl reviews and signs the protocol and site—specific DTL

= Site/protocol approval process will be determined based on the
completion of the DTL and other protocol requirements (PSRS)

= Signed protocol and site—specific DTL controls downstream system
access (e.g., OPEN patient enrolilment, RAVE data submission) as
well as conduct of protocol at clinical site (e.g., eligibility assessment,
patient treatment, response assessment)
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Study Specific DTL

Select Site and
Protocol

Site: MNorthShore Medical C.. % ~* Protocol: AD11106 X -

%' &' Task List

# Task « Primary? Reqguired? Registration Type Rostered? Training Requirements
1 Agent/Intervention Administration No
2 Clinical Investigator P Yes
3 Consenting Person Primary RBIR
4 Credit Investigator No
5 DTL Administrator P Yes
& Eligibility Assessment No
7 Enrolling Person/Treating No

Investigator
8 HP Assessments Mo
9 OPEN Registrar No '
10 Rawve CRA Mo
11 Rave Site Investigator No TESTZ2 | | TEST1
12 Tox Assessment Mo

A

On participating organization
roster at the site

Mandatory to  Allowed Registration

psign Ty

Displays Task for the
Study DTL



DTL — Assigning Site Staff

5 | Contact | Feedback | Public Site | Log Cut
Cancer Trials Support Unit —Admin--  w fl --Skin -- « CTSUDTL o

A SERVICE OF THE MATIONAL CANCER WSTITUTE Varsion: 6.5.00

My Account | CRISP Welocome Karunakar Kankanala. Your password will expire in 100 days. Impersonate ancther user Refresh Authkeys 1 f Gn!l
Home || Protocols || Dashboard || Regulatory | || oPEN |[ Rave/DgP | || Clinical Data| || Education & Resources | |[ Collaboration || RUMS | || Reports |

Task Assignments List for MNO13, Protocol A011106

DTL Status: Initiated
Template Version Date: 03/13/2017

Show inactivated assignments

@' & Task Assignments List for MN013, Protocol A011106

Status Start Date

Protocol Number: ADL1106
. Mo records were found that matehed the criteria
Protocol Status: Active

Site: MNO13 Assign Tasks Approve DTL

Site Registration Status: Approved

Last Updated By:

DTL summary
information

Required Tasks Missing
Rawve CRA
HP Assessments
OPEN Registrar
Tox Assessment

Consenting Person ReqL“red taSkS for the

DTL Administrator
Credit Investigator DT L
Clinical Investigator

Eligibility Assessment

Enrolling Person/Treating Investigator

Optional Tasks Missing

Patient Screening/Recruiting




Assigning Site Staff (2)

Assign Tasks for the site MNO13 and Protocol Number AD11106

STEPS 2, Training Documentation 3, Review and Confirm

Persons: | Lisa Wahowske (50..X + | Tasks: |DILAdministrator, Con..|¥|| Add to Cart |

1. Assign Person

2. Training Documentation

| DTL Administrator -

3. Review and Confirm

[4' & Assign Tasks

Person Ctep 1L #| Consenting Person

No records were found that matched the critena

HP Assessments

Contact Us Site Map Disclaimer A Eligibility Assessment
LL5. Department of Health and Human Services | National In - — 1A.qgov
Rave CRA
IE 8 and above are recq .
QOPEN Registrar

Patient Screeg

Only tasks that are appropriate to the individual’s
registration type will display in the drop down

Assign Tasks for the site MNO13 and Protocol Number A011106

1. Assign Persan 2 Training Documentation 3. Review and Confimm

_ [hscard

Persons:  Lisa Wahowske (50..% v | Tasks: [ OTL Administrator, Con..| ¥|| Add to Cart

L. Assign Person

2 Training Documentation

3. Review and Confirm

[ & Assign Tasks

Person Ctep ID  Registration Type
Wahowskae, Lisa A. 509469 DTL Administrator || Consenting Person




Assigning Site Staff (3)

Confirm Selections and Submit

Home | Protocols | Dashboard | Requlatory | | 0PEN | Rave/bap | |[Clinical D | |[Education & Resources | | Collboration | RuMs | [ Reparts [ | Delegation Log| |

Assign Tasks for the site MND13 and Protocol Number 4011106

[ —
STEPS R = ===
=
. Assign Person =

_ B  Assign task(s) to

2. Training Documentation CTEP ID: 509469

3. Review and Confirm Registration Type: Ap

Task(s): DTL Administrator | | Consenting Parson




DLT — CI Approval & Signature

= Requirements

= All required tasks are active for
at least one individual at the
site

= The Cl re-signs if a person on a
primary or required task
changes

= The CI re-signs annually

E

COMMITMENTS:

I agree to conduct the study In accordance with the relevant, current protocol and wil only make changes In a protocol after notifying the
sponsor, except when necessary to protect the safety, rights, or welfare of subjects,

| agree to personally canduct or supervise the described invesigationis).

1 agree to inform any patients, or any persons used as controls, that the drugs are being used for investigational purposes and [ wil ensure
that the requirements relating to obtaining informed consent in 21 CFR Part 50 and institutional review board (IRE] review and approval in 21
CFR Part 36 are met,

| agreq o raportto the sponsor adversa axperiances that occur in the course of the investigationis)in accordance with 21 CFR 31264
I have read and understand tha infarmation in the investigalor's brochure, including the palential risks and side effacts of the drug.

| agree o ensure that all associales, colleagues, and employees assising in the conduct of the sfudy are informed about their obligations in meeting the
above commiments

| agres 10 maintain adequate and accurate records In accordance win 21 GFR 31262 and fo make thoas records available far ingpection in actordance win
21CFR 31268,

T will ensure that an IRB that complies with the requirements of 21 CFR Part 56 will be responsible for the initial and continuing review and
approval of the clinical investigation. [ also agree to promptly report to the IRB all changes in the research activity and all unanticipated
problems involving risks to human subjects or others, Additionally, [ will not make any changes in the research without [RB approval, except
where necessary to eliminate apparent immediate hazards to human subjects,

| agree to comply with all oher requirements regarding te obligatons of elinical investgators and all other perinent reguiremants (n 21 CFR Part 312,

¥ By Checking I agree all commitments stated above m

Please enter your CTEP-I2M Credentials

| |

Username:

JANSY

Password:




Protocol and Site-Specific Registration Packet
“FDA packet”

= Produced on demand for audit or inspection purposes
= Contains
= General Protocol details
= DTL — current and copies of annual version(s)
= Study-specific information
Protocol CI (all annual 1572s, FDFs and BioSketch, HSP, GCP)

Central Labs
Sub-investigators (FDFs, BioSketch, HSP, GCP)
CIRB/IRB information

Study-specific training

m) NATIONAL CANCER INSTITUTE
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MATIOMAL CANCER INSTITUTE Sample WNCI Imvestigator Registration Packet

Protocol Information and Delegation of Tasks Log (DTL)
DTL — DIWIL/ 2015 to 1OVZIWIOLG
PROTCOCOL INFORMATION

FROTOCOL TITLE
A Phase 2, open—ended Multicenter, Safety and Efficacy Study of Z01 agents in Patients With Mutant EGFR MNon-small Cell Lung Cancer [MSCLC)
FHASE CTEF DMODZCUMENT &

n P-NCI-00 0100
N
ISITE INFORMATION

Research Site Mame F (5} aon Start Date
L eHiah Wallew Hosoitall | ehioh YWallew Healiih Metwork PA1332 W12 014
|Puddress.

Cmcology Research 1210 Building, Cedar Crest Boulevard and 1-78, Allenbown, PA-18103
I|SITE PRINCIPAL INVESTIGATOR INFORMATION

Ferson 1D ame of Principal Investigator Frimnary Site
INIR-1 D01 rawes., Jeffrey LeHigh Valley Hospitall Lehigh Walley Health
|Auddress.

Oncology Research 1210 Building, Swite 1000, Cedar Crest Boulevard and 1-TE, Allentown, PA-18103
R —

IIRB of Record
IRE # RE Marme Address
NRHES DWO D1 S Lehigh Valley Hosp & Hith Network IRE #1 |Allentown PEMNSYILLWVAMNLA

DELEGATION OF TASHKS LOWG (DTL)

# Person D SUBINVESTIGATORS REGISTRATION TYFE /! ROLE RESEARCH TASHKS START DATE / END DATE
1 VR-1D0D01 Jefifrey Graves. Investigator I Site P11 Al Researnch Tasks 1212014
2 A-30001 Matasha Romanoff Associate | Site Administrator  JPTA AWZ2 12014
3 WVR-10002 Diana Prince Investigator I Phiysician EAs, ICD. OIC, CPE, ADD, ASD, ATA, A21r2014

MOA, APR, AEA, AER. PDA, SDC. PEN.
LSC. ETR, ASE, MRD, RS

4 Pt el i il | Clark Memnt PAcssociate Plus | Nursa OIS, CPE. A0D, ASD. ATA, TOA, APR. 1212014 fo DABI2015
Practiticreer PLEA, AFER PDA LSC DEA DSO

5 AP-20002 Peter Parker Associate Plus /| Nurss [C. CPE, AOD. ASD. ATA, TOA. APR. OS012015
Practits JLEA., AER. PDA, LSC. DES, DSO

MITMENTS
- 1 agres to t tha W ) im with Bhe . curment profocolja] and will only maks In a prots after ying the
pé when ary fo profect the safsty. rlgllik. or welfars of auhjects.
- 1 ﬂ,s-a Io peracnally conduwct or suparvias the
- | agr\a-rbulrrmrm any p or any p used a8 controks, that the dregs are being used for Investigational purpoess and | will snsures that the
oo mt Im 21 CFR Fart 50 and Institutional review board (IRS) review and approval in 21 CPR Part 56 are met.

- Iagr\a-rburapﬂ't‘buma P AdWEras sxp that oocur In the of tha =) In ance with 21 CFR

- 312 64 1 have resd and undasrstand the In the In = brochurs, muclrlg the p-u‘banliﬂ rizke and side efMects of the arag.

- 1 agrees to ensure that all assoclates, collesaguss, and smployses In the of the gl ) ars Informed abowt thalr obiigations Im
meating the abowve commibrments.

- 1 agres to malntain adequate and asccurats records In accontance with 21 CFR 312.62 and o maks thoss r @ Tor Insp L]
acocordance with 21 CFRI12.68.

- 1 ' will engune that sn RS that P with fhe req manis of 21 CFR Part 56 will ba reeponsible Tor the Inlflal and enrltlrlulng review and approwval of the
clinical investhgation. | also agres fo prompily report to the IRE all Iinm the n h acthwity and all pated pr @ risks fo human
subjects or others. .n-udltlnrlaly. I will mot make any In e ot IRE approval, pt where ary fo alir app Im 1t

fo human 1]
- 1 agres to com witn uiresm ents arding tne T and all obher perttnent requirements In 21 CFR Part 312_
SIGNATURE
SIGMNATIURE Jeffrey Graves I DATE 1IN21/2015 I PRINTED MAME Jeffrey Graves
I have acknowiledged and agree that my electronic signafune is the legally binding eguivalant fo my hancwrifen signsiure. Whenever | execufe an efectnomnmic

mdmﬂﬁmﬂmmma@ handwrnitfen signafure. §will nof, af amy fime in fhe fufure, repudiafe fhe meaning of my sefecironic
signafure or claim thaf my elechironic signafure = nof legally bnding.

Ressarch Tasks Leagand

DTA D=iegation of Tasks Authonty EAS Elgibliny Sssss6mMient KD -

=S ‘Obiain Informed consent CPE Conduct Physical Exams ADD Agent Oroering Designes

ASD HAaperd Shipping Designiee ATA Administration of test article TOA Towlclty Assessment

APR Agent Prescription AEA AE assessment AER AE reporting

FOA Perform drug accournta bl by SDC Sownce Document Completon PEN Patient Ennolimert

(= Laporatory Specmen Colleciori s hppng ETm Evaluale sindy-relaied 1es] recults ASE AESoccment of prmary study endpoinis
MED Updateimainiain regulabory doos DIEA Cata EMryfAccess =] Cata Shgn-off

R Regulaiory sUDMISsIons. DA D=legailion of Tacks AOmInEr=on

m NATIONAL CANCER INSTITUTE



RCR and DTL Launch Support
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Easing the Burden for First Time RCR Registration

= Generic Features

= Registration Coordinator (RC) assignments

RC templates for 1572 and Shipping entries

Warning and error indicators for accurate registration information

Instructional message boards and notifications

Workflow-driven

Electronic signature on all forms using |IAM credentials

m) NATIONAL CANCER INSTITUTE
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FDA Form 1572 — Site Information

Required for IVRs & NPIVRs

Welcome
Labs*
IRBs#
Final

Jumy

Include all sites
at which the
IVR or NPIVR
will act as a PI
on the IRB
approval (site-
protocol PI) or
act as the
treating, credit,
consenting,
drug shipment
or ‘transfer to’
IVR in OPEN

[ NATIONAL CANCER INSTITUTE

Registration and Credential Repository (RCR) 1 @ A (g L2

Damon Reed (IVR - 43074] Active Notifications Logout  Help

Form FDA 1572
Practice Sites*

Confirm the institutions, clinical centers or cancer centers where you participate on NCI-sponsored cliniczl research trials. Click on Populate Sites
button to add sites to your 1572 form based on the sites at which you are rostered and sites at which you are the Site-Protocol PILL
You can add practice sites manually at any time by clicking the Add New Record then Tgrch and add sites from the Search for Practice Sites

SCreen or you can remove existing sites using the Delete button located in theActions column.

+ Add New Record ]

Populate Sites |

Actions CTEP ID* Site Name* Site Address* Updated Action Updated Date Updated By Corgpare

: 12502 Magnolia Drive Tampa 02/2242017
Delete l FLOG5 Moffitt Cancer Center NO CHANGE CTEPESYS
33612 FL US 11:22:04 AM

Click Previous to return to the previous screen, Save and Continue to advance to the next screen or Back to Home to continue laj

LEVCEh R )I-Me @ Back to Home J AHOW_S practlce
sites to

populate from

RSS roster and
site registration
data



FDA Form 1572 — IRB Information

Required for IVRs & NPIVRs

Form FDA 1572
IRBs*

Enter the IRBs that oversee the NCI-sponsored clinical trials on which you participate. Click the Populate IRBs button to add IRBs that are associated
to your selected Practice Site(s). If any of your Practice Sites are covered by the NCI Central IRB {CIRB), all NCI CIRBs will be pre-populated.

Click Add New Record then conduct a search from the Query for IRBs screen to add an IRB to your profile or click the Delete button from the
Actions column to remove an IRB as needed. IRBs that are associated to a CIRB cannot be deleted separately; deleting one will automatically delete
all IRBs remaining on the CIRB.

Note: NCI CIRBs are composed of four IRBs, and are added or removed as a package.

+ Add New Record Populate [RBs |}

Actions IRB Number#* IRB Name#* IRB Address* Updated Action Updated Date Updated By

Populates all IRBs associated with
the IVR or NPIVR in RSS based
upon site affiliations; also populates
all 4 CIRB IRB numbers if the site is
on the CIRB roster




FDA Form 1572— Lab Information(1)

Required for IVRs & NPIVRs

Form FDA 1572
Labs*

Enter the clinical lab facilities that provide medical testing and services to the NCI-sponsored clinical research trials on which you participate.

Click Add New Record then conduct a search from the Query for Labs screen to add labs to your profile or click the Delete button frcm the

Actions column to remove a lab as needed.

+ Add New Record I

Actions CLIA} Number* Lab Name* Lab Address*® Updated Action Updated Date Updated By Compare

Click Previous to return to the previous screen, Save and Continue to advance to the next screen or Back to Home to continue later.

Save and Continue : (# Back to Home J




FDA Form 1572 — Lab Information (2)

Required for IVRs & NPIVRs

Labs

4 Advanced Search

CLIA Number Lab Type

CLIA Number Lab Type

Lab Name
Lab Name

Street City
Street rockville

ZIP/Postal Code

ZIP{Postal Cod:

Search for... Q, || Clear
CLIA Number Lab Type
$¢ 21D2079734 Other
] 21D0938055 Physician Office

Certification
Type
Certification Ty

State/Province

State

Certification Type Lab N:i
A PLUS ADULT MEDICAL
WAIVER
CORPORATION
A RAJVANSHI MD DBA L
WAIVER

CARE




Biosketch (1)

Required for IVRs, NPIVRs & APs

Welcome

Personal Information® NIH Biosketch

CEEE

Professional Training* Enter details and the academic degree(s) you've received resulting from the successful completion of a course of study.

Employment* If this is the first time accessing this section, click Add New Record and enter the mandatory fields. If you need to make a revision, click Update
Professional Certification® from the Actions column, then revise the information as needed or click Cancel if the revision isn't needed. You can also click Delete to remove the
Professional License® line item entirely.

ABMS Board Certification®

NCI Required Training* ulicking this checkbox indicates that this section does not apply to you and fulfills the section requirement.
v + Add New Record ]
Personal Statement Field of  Insticution Insticution ~ Completion Updated  Updated

Professional Memberships Actions Country*  Degree* Study Name* Location® Date* + Action Date Updated By Compare
Edit 03/14f2016

Honors ﬁ MD NO CHANGE 12/51 /44 PM SANCHEZH
Delete 2

Publications — ) b

Research Support

Final
Click Previous to return to the previous screen, Save and Continue to advance to the next screen or Back to Home to continue later.

|
Save and Continue # Back to Home I

Complete each section that applies

to you or indicate items that don’t
apply to you by selecting the
checkbox



Biosketch (2)

Required for IVRs, NPIVRs & APs

NIH Biosketch
NCI - Required Training*

Enter the training details under both the Good Clinical Practice {GCP) and Human Subject Protection {(HSF) line items. The upload of the training

certificates is required for validation purposes.

If this is the first time accessing this section, click Edit to enter the mandatory fields. If you've been here before and need to make a revision, click

Update from the Actions column, then revise the information as needed or click Cancel if the revision isn't needed. You can also dick Delete to

remove the line item entirely.

Upload Certificate®

Actions Country# Course Type#® Training Provil

Select files, ..
®Cane|l USA v GCP NIH [

Edit | HSP

<

Upload GCP and HSP training documents:
HSP - no expiration for NIH training, but if using another training

course with an expiration date that date will apply
GCP — expiration date as stated on the certificate or in 3 years from
course date if not stated on the certificate




Shipping Information

Required for IVRs

PRIMARY CONTACT INFORMATION FORM FDA 1572 BIOSKETCH FDF SHIPPING INFORMATION SUBMITTED DOCUMENTS

Designee Type: PSD

CTEP OrganizationID# Practice Site*

FLOBS Moffitt Cancer Center

Shipping Designee

Shipping Designee?* CTEP Person ID*
Dr. Jerry D. Yoder A - 554744
Address*
Investigational Drug Service 12902 Magnolia Drive MCC-FPharm
Tampa FL 33612

USA




Easing the Burden for First Time Registration

= Financial Disclosure Form
= Confidential information — will not be able to migrate existing data
= Four Yes/No gquestions for potential pharma conflicts

= Ability to search and add potential pharma conflicts for any question

answered as “Yes”

m) NATIONAL CANCER INSTITUTE
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RCR Production Launch

= Rolling implementation based on date of registration
= “Relaxed Mode” for business rules until person re-registers

= Rostering of Investigators: No verification that the investigator lists the
sites on their 1572 until re-registration

= |RB Verification: No verification of IRB numbers for site Pl or enrolling PI
until re-registration

= All RCR rules enforced after re-registration.

= Rostering of Investigators: an investigator can only be claimed at a site if it
is in the Investigator’'s 1572 as a practice site.

= Site Registrations: site Pl's 1572 IRB must match site’s IRB approval

= OPEN Enrollments: investigator's 1572 IRB must match site’s IRB
approval



Easing Burden for DTL Set-up

Collaborate on creation of study-specific template with LPO
= During protocol development, but can follow separate timelines

= Standardized tasks list
Allow administrative changes by DTLA

Relaxation of rules for first year while investigator / sub investigator

data is compiled in RCR
Development of site level templates

Ability to “copy” existing DTLs



DTL Production Launch

= Pilot with a Registration Trial from each NCTN

before expansion

= Studies will be determined by CTEP and LPO

* LPOs need to have an approved DTL template before the

study can be activated.

= Grace period for implementation of DTL to ongoing protocols



Application Release Schedule

= July 31st, 2017 — RCR released

= August 2017 — DTL released to LPOs

= 3'd Quarter 2018 — Re-registration cycle complete

m) NATIONAL CANCER INSTITUTE
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RCR: What Can | Do Now?

Make sure your IVRs have an IAM account (very few do)

Begin creating a “cheat sheet” for your IVRs and NPIVRs
= Practice Sites (CTEP site codes) >>> check RUMS
= Labs (CLIA lab numbers) >>> check with hospital lab manager

= IRBs (OHRP IRB numbers) >>> check with your local IRB

Begin collecting HSP and GCP training documentation including
course provider, course title, completion date, expiration date, and an
e-copy of the training certificate for your IVRs, NPIVRs, and APs

Setup a “Registration Coordinator(s)” for your site(s)

Establish a “Primary Shipping Designee(s)” for your site(s)

m) NATIONAL CANCER INSTITUTE
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NNNNNNNNNNNNNNNNNNNNNNN

Questions?

49



For further questions or feedback, please send
email to:
< NCIPMBRCRDTL@mail.nih.gov >

NNNNNNNNNNNNNNNNNNNNNNN
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To setup a Registration Coordinator (RC):

Send an email to < CTEPRegHelp@ctep.nci.nih.gov >
with Subject: Make Me a Registration Coordinator

Include CTEP person ID, full name, and CTEP site code
for the proposed RC
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To setup a Primary Shipping Designhee (PSD):

Send an email to < CTEPRegHelp@ctep.nci.nin.gov >
with Subject: Establishing a Primacy Shipping Designee
for < CTEP Site Code / CTEP Site Name >

Include CTEP person ID and full name for the proposed
PSD (note: pharmacist with pharmacy address strongly
preferred)

m) NATIONAL CANCER INSTITUTE
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