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WHITE BOARDING OBJECTIVES

Basic Baseline Assessment for any Clinical Trial
Understanding Your Specific Institutional process
Assess Site Specific Needs for a Trial

SWOG 1806-Whiteboarding: Overview and Challenges from
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BASELINE ASSESSMENT

e Patients with Disease/Prevalence in Practice/Stage Specificity
e Hospital Pathology /Index Cases
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BASELINE ASSESSMENT

e Patients with Disease/Prevalence in Practice/Stage Specificity
e Good Quality Trials Community Oncology
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mccess to the CTSU Members' website.

Protocol List

The P | List contains information on
NCI Clinical Trials including accrual SEROSS of t Lanoaris rinis Seppoes Lnie

informaticn, and provides knks to study
abstracts and clinical sites that have the trisl

Cancer Trials Support Unit (CTSU) s a service of mc N ional Cancer Insti designed to ate HCCoss to M L fi fi e SUppOrt the management and
those clinical trials. CTSU Memi 0 a wide rang n and support r igatas d 15 gistration Page p es
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HCI-COG Pediatric Molecular Analysis for
Therapy Cholca (Pediatric MATCH) s a
nationwide trial to explore whether targeted
therapies can be eflective for children and
adolescents with solid tumors that harbor
specific genelic mutations. and hive Inder guidance of the NCI, the CTSU provi ntralized services to support the following go
progressed during of after standard therapy.
For more information, click hece.

n the clinical

arch stalf participati : y + programs and
Increase investigator and patient awareness and enroliment to cancer clinical trials
Provide sundard-zed. Integrated, and cBmDmMI\GIJG support services to selected NCI multi-center programs.

multi-center progran

NCIN) - is & clinical triale rosearch notwork that provides an infrastructurs for NCI traatmant, screaning, and diagnosis trials. The infrastructure sllows investigators to
tm;nn :I-nluit trials quicker, reach conclusions faster, and offer patients studies that incorporate precision medicine at over 3,000 :Ilnlml sltes,

treatments using a coordinated, collaborati nd inc! m-based approach
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BASELINE: HOW DO | FIND THE TRIALS

H Contact the CTSU
Cancer Trials Su Unit Home | Contact the CTSU

i s.m.;!.
| Connecting Investi ;
)\ I_Gg]ﬁégg Resear

Log In
Need help?
Go to the login page.

CTSU Registration Procedures @

The CTSU Registration Page contains
detailed information and links for
Investigators and Associates to obtain
access to the CTSU Members' website.,

The Protocol List eontains information on

MNCI Clinical Trials including accrual pose;otithe Canceriirials;Support Unit
Information, "’”‘! pmvlges links to study The Cancer Trials Support Unit (CTSU) is a service of the National Cancer Institute (NCI) designed to facilitate access to NCI-funded clinical trials for qualified clinical sites and to support the management and
:I;:';racts and clinical sites that have the trial conduct of those clinical trials. CTSU Membership provides access to a wide range of information and support services for qualified investigators and research staff. The CTSU Registration Page provides

additional details regarding member access. For those who are not CTSU Members this website provides a listing of active protocols that the CTSU supports along with links to resources for additional

information on NCI-funded clinical trials.
Pediatric MATCH

More about the Cancer Trials Support Unit
NCI-COG Pediatric Molecular Analysis for

Therapy Choice (Pediatric MATCH) is a The NCI launched the CTSU in 1999 to streamline and harmonize support services for phase three Cooperative Group cancer clinical trials funded by the NCI. Since that time the scope of the CTSU has
nationf\‘ﬁde thal 1o sxplote whether targetad expanded to include support of multiple NCI-funded networks and clinical trials of all phases and types including cancer treatment, prevention and control, advanced imaging and correlative science studies.
therapies can be eﬁeﬁ;ﬁve ar childrer:gand The CTSU collaborates with the NCI and its funded organizations to develop and support operational processes and informatics solutions leading to cost-effective solutions that reduce administrative burden
adolescents with solid tumors that harbor on tha clinical sites.

specific genetic mutations and have
pF:)rgr;e::i:fiml;?i:; acfltiiﬁ_i::ard e s = Facilitate investigator and research staff participation in selected NCI multi-center programs and their clinical trials.

= Increase investigator and patient awareness and enrollment to cancer clinical trials.
+ Provide standardized, integrated, and comprehensive support services to selected NCI multi-center programs.
= Identify best practices and streamline or eliminate redundant processes and procedures.

Under guidance of the NCI, the CTSU provides centralized services to support the following goals and objectives:

CTSU Overview Presentation

Improve operational efficiency, enhance productivity and deliver products offering measurable business value to selected NCI multi-center programs.

Instructions for Getting Started With the NCI cancer research networks supported by the CTSU include:

CTSu

« NCI National Clinical Trials Network (NCTN) - is a clinical trials research network that provides an infrastructure for NCI treatment, screening, and diagnosis trials. The infrastructure allows investigators to
External Resources Page begin clinical trials quicker, reach conclusions faster, and offer patients studies that incorporate precision medicine at over 3,000 dlinical sites.
CTSU Website Accessibility » NCI Experimental Therapeutics Clinical Trials Network (ETCTN) - is a clinical trials network that evaluates innovative cancer treatments using a coordinated, collaborative, and inclusive team-based approach
- to early phase experimental therapeutic clinical trials.



Protocol List

The Protocol List provides a listing of NCI clinical trials that are supported by the CTSU for which protocol documents are maintained on the CTSU members’ website. The trials on the list are either active, near activation, or temporarily closed. The list may
be sorted by any topic in the header row (e.g., Protocol Number, Lead Organization, NIH Program, Status, or Phase) by clicking on a column header; click a second time to reverse the sort. The protocol list can be exported to an Excel or CSV file, or printed
by selecting the arrow icon located above the header row.

Phase: NIH Program: Disease: Keyword:
ALL - ALL - ALL - Search

*Some accruals have occurred outside of the CTSU systems and are collected manually, thus the total accrual number may not be accurate.

2t - b B 256
Actual /Planned n
Protocol Lead - 5 : Screening
Number Organization NIH Program Disease Protocol Title Phase Ini::::::;un e Step Type(s)
Temporarily . . )
- Randomized Phase 2 Study of Neoadjuvant Chemotherapy, Carboplatin and
1 10013 LAQO-NCO10 | ETCTN Breast Cancer glco(sriglto Paclitaxel, with or Without Atezolizumab in Triple Negatl’ve‘Breast Cancer (TNBC) I 67/72 N/A | INTERVENTION
Hematopoietic Neoplasm
(excluding Leukemia, . . . .
2 10014 LAO-11030  ETCTN Lymphoma and Active i;;lf’: ﬁ;‘::gtgl‘;“fceﬁ’r"g‘;ﬂ:j"ﬁu(ﬂgfhﬁsg‘:zl ;g!"w'”g Adoptive Cell Transfer in Pilot 17/40 N/A  INTERVENTION
Myeloma);Miscellaneous and 9 g
Metastatic Cancer
3 10017 EDDO- MISCELLANEOUS Female Reproductive System E?;T;ggl’taoﬁlv A Randomized Phase 2 Trial of Atezolizumab (MPDL3280A), SGI-110 and CDX-1401 Y 12/75 N/A  INTERVENTION
NY158 Cancer Accrual Vaccine in Recurrent Ovarian Cancer
A Phase II Open-Label, Randomized Study of PARP Inhibition (Olaparib) Either Alone
- . or in Combination with Anti-PD-L1 Therapy (Atezolizumab; MPDL3280A) in
4 L LAO-CTDIS | ETCTN Breast Cancer Active Homologous DNA Repair (HDR) Deficient, Locally Advanced or Metastatic Non-HER2- [ 41/90 N/A | INTERVENTION
Positive Breast Cancer
- . " " A Phase 1/2 Study of Olaparib in Combination with Ramucirumab in Metastatic
5 10066 LAO-CTO18 ETCTN Gastrointestinal Cancer Active Gastric and Gastroesophageal Junction Adenocarcinoma (10017760) /11 22/49 N/A  INTERVENTION
- Female Reproductive System . A Randomized Phase 2 Study of Cabozantinib in Combination with Nivolumab in
& 10104 LAOD-11030 L Cancer Active Advanced, Recurrent Metastatic Endometrial Cancer I 82/84 N/A  INTERVENTION
. . A Phase I and Randomized Phase II Study of KW-0761 (Mogamulizumab) and MK-
7 10106 LAO-MDO17 ETCTN Lymphoma Active 3475 (Pembrolizumab) in Relapsed and Refractory Lymphomas i 4/76 M/A  INTERVENTION
. A Randomized Phase 2 Study of Bevacizumab and Either Weekly Anetumab
8 10150 LAO-11030 ETCTN E‘;:’ca;f Reproductive System ;0 Ravtansine or Weekly Paclitaxel in Platinum-Resistant or Platinum Refractory I/II 15/96 N/A  INTERVENTION
Ovarian Cancer
A Phase Ib/II Study of the Histone Methyltransferase Inhibitor Pinometostat in
9 10200 LAO-MDO17 ETCTN Leukemia Active Combination with Azacitidine in Patients with 11g23-Rearranged Acute Myeloid /1 0/48 N/A  INTERVENTION
Leukemia
- Lung, Mediastinal, and Pleural : A Phase I/II Study of AZD9291(0Osimertinib) and CB-839 HCI in Patients with EGFR
10 10216 LAO-OHOO07  ETCTN Cancer Active Mutant Non-Small Cell Lung Cancer I 0/18 N/A  INTERVENTION
. . Temporarily
11 10231 DCTD NCTN 'é";cceé'ra“em‘s and Metastatic - ,c0ito ' NCORP Tissue Procurement Protacol: An NCI Cancer Moonshot Study Pilot N/A N/A OTHER
Accrual
12 9974 LAO-MAO36 ETCTN Lung, Mediastinal, and Pleural E?;T;ggl’taoﬁlv A Phase II Study of Olaparib Plus Cediranib in Combination with Standard Therapy o /132 N/A  INTERVENTION
Cancer Accrual for Small Cell Lung Cancer
139979 LAO-MNO26 ETCTN Miscellaneous and Metastatic e Phase 1 and Pharmacolagy Study,of Oral 5-Todo-2-Pyrimidinone-2-Deoxyribose, ... | 1 6/47 N/A | INTERVENTION
CTSU Wehsite Accessibility, = NCI Experimental Therapeutics Clinical Trials Network (ETCTN) - is a clinical trials network that evaluates innovative cancer treatments using a coordinated, collaborative, and inclusive team-based approach

to early phase experimental therapeutic clinical trials.



BASELINE: HOW DO | FIND THE TRIALS-BETTER
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CTSU Members

Log In
Need help?
Go to the login page.

CTSU Registration Procedures @

The CTSU Registration Page contains
detailed information and links for

Investigators and Associates to obtain
access to the CTSU Members' website.,

The Protocol List contains information on
MNCI Clinical Trials including accrual
Information, "’”‘! pmvlges links to study The Cancer Trials Support Unit (CTSU) is a service of the National Cancer Institute (NCI) designed to facilitate access to NCI-funded clinical trials for qualified clinical sites and to support the management and
abstracts and clinical sites that have the trial conduct of those clinical trials. CTSU Membership provides access to a wide range of information and support services for qualified investigators and research staff. The CTSU Registration Page provides
= additional details regarding member access. For those who are not CTSU Members this website provides a listing of active protocols that the CTSU supports along with links to resources for additional
infarmation on NCI-funded clinical trials.
Pediatric MATCH
More about the Cancer Trials Support Unit

NCI-COG Pediatric Molecular Analysis for

Purpose of the Cancer Trials Support Unit

Therapy Choice (Pediatric MATCH) is a The NCI launched the CTSU in 1999 to streamline and harmonize support services for phase three Cooperative Group cancer clinical trials funded by the NCI. Since that time the scope of the CTSU has
nationf\‘ﬁde thal 1o sxplote whether targetad expanded to include support of multiple NCI-funded networks and clinical trials of all phases and types including cancer treatment, prevention and control, advanced imaging and correlative science studies.
therapies can be eﬁeﬁ;ﬁve ar childrer:gand The CTSU collaborates with the NCI and its funded organizations to develop and support operational processes and informatics solutions leading to cost-effective solutions that reduce administrative burden
adolescents with solid tumors that harbor on tha clinical sites.

specific genetic mutations and have
pF:)rgr;e::i:fiml;?i:; acfltiiﬁ_i::ard e s = Facilitate investigator and research staff participation in selected NCI multi-center programs and their clinical trials.

= Increase investigator and patient awareness and enrollment to cancer clinical trials.

+ Provide standardized, integrated, and comprehensive support services to selected NCI multi-center programs.

= Identify best practices and streamline or eliminate redundant processes and procedures.
= Improve operational efficiency, enhance productivity and deliver products offering measurable business value to selected NCI multi-center programs.

Under guidance of the NCI, the CTSU provides centralized services to support the following goals and objectives:

CTSU Overview Presentation

Instructions for Getting Started With the NCI cancer research networks supported by the CTSU include:

CTSu

« NCI National Clinical Trials Network (NCTN) - is a clinical trials research network that provides an infrastructure for NCI treatment, screening, and diagnosis trials. The infrastructure allows investigators to
External Resources Page begin clinical trials quicker, reach conclusions faster, and offer patients studies that incorporate precision medicine at over 3,000 dlinical sites.
CTSU Website Accessibility » NCI Experimental Therapeutics Clinical Trials Network (ETCTN) - is a clinical trials network that evaluates innovative cancer treatments using a coordinated, collaborative, and inclusive team-based approach

to early phase experimental therapeutic clinical trials.



BASELINE: HOW DO | FIND THE TRIALS

/"\ Cancer Trials Support Unit Home | Contact | Feadback | Public Site | Log Out

A SERVICE OF THE NATIONAL CANCER INSTITUTE Version: 6.10.7.0

Welcome Scott Edward Delacroix. Your password will expire in 114 days. l Go! l

Protocols PEELGETGM Regulatory~ OPEN  Data Management~  Auditing & Monitoring~ RUMS~  Delegation Log~ [GESWIIAdN Collaboration

Home

Experimental Therapeutics Clinical Trials Network (ETCTN) Program
News and Annol

Follow the CTSU on Twitter CTSU Operations Information

Keep up with the latest CTSU News & Announcements @theCTSU Protocol Specific Materials

Researcher Resources
b @ Alsites  ~ @ Video Tutorial B Dashboard M _ - Profile : | Protocol »| & & <o
Educational Multimedia —

|| Protocol Updates 2 [ ~= | []]| siteAdvisory Panel AR =|
All Protocols w || Last 60 Days = | Go Archived Protocol Updates | Translated Short Fol
7| Disease Portfolios
o a2 - bW 222
FAQs
0 Disease Target Accrual
1 EA6174 Addendum #2: Change Meme for Protocol (PVD 0B/14/18) 0911812018 Eossianri e
2 EABITA Addendum #3: Change Mema for Protocal (PVD 080818} 091812019 1 15-Aug-2018 AOT1701 | ALLIANCE Genomically-Guided Treatment Trial in Brain Metastases m;ﬁl::::%fn::? 150
3 AD41702 Study Documents - Updaie #02 (dated 08/15/15) 091772018 A Randomized Phase Ill, Twa-Arm Trial of
4 A17T1601 Study Documents - Update #02 (dated 09/15/19) 09/17/2019 2 26-Aug-2018 NRG- NRG Paclitaxel/Carboplatin/Mai Letrozole Versus Letrozole  Female Reproductive 450
GY019 Monotherapy in Patients with Stage |1-IV, Primary Low-Grade System Cancer
5 AZ21505 Study Documents - Update #03 (dated 09/15/19) 09/17/2019 Serous Carcinoma of the Ovary or Pertoneum
[ S1418 Memorandum: Updated Master Forms Set 09/17/2018 i
S1609 Olanzapine With or Without Fosaprepitant for the Prevention of ;igj‘:.ﬁ;fiﬁ&::gasm
7 Memorandum: Updated Master Forms Set 09/17/2019 iti i h
3 30-Aug2019 A221602  ALLIANCE gh‘?m"m;;ap’.' '.”d”;.&;“‘gsea a"d.w:;'?."'”g ‘:'W] ey s | Lymphoma and 690
8 S1702 Memorandum: Permanent Closure 09/17/2018 atiant= Racalving Highly Emeiogenic Chamotharapy ( - Myeloma):Miscellaneous
Phase Il Randomized, Double Blind, Placebo-Controlled Trial and Merz:;tatic Cancer
9 S1800A Memorandum: Clarification of ctDNA timepoint, Updated Master Form Sets,_and DTL Implementation 09/17/2019
10 S1801 Memaorandum: Updated Master Forms Set 09/M17/2018 — —
|| Protocol Profile 2 A=
Page10of23 | || Lastupdate: 3:59:18 PM UTC
Search Protocol v || Select Status v || Go
& 21 - b bl 802
= B = =5
|| Protocol Accrual Summary at all sites 20 A= -
=== Protocol Number Stat Status Dats CIRE OPEN RAVE TRIAD TSDV DQP CM DTL CTEPAERS EPRO
All Sites ~ || Registered + Mine w | | All Step Types - Go | il otoca Lum us us ae =
1 WFU-07405 Administratively | g o 0 2010 x % % % x % % | x x %
r 1 Complete
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VW Cancer Trials Support Unit

A SERVICE OF THE MATIONAL CANCER INSTITUTE

Welcome Scott Edward Delacrobx. Your password will expire in 114 days.

Resources Browser

X

Protocols %' Dashboard Regulatory= OPEN Data Managementv  Auditing & Monitoringv  RUMS+  Delegation Log=

Resources »
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Version: 6.10.7.0

Go! I

Search: @ Go

)My Protocols ¢
Dﬂy Favorites [0 docs]
[ Experimental Therapeutics Clinical Trials
Network (ETCTN) Program
[Z)CTSU Operation Information
[D)Researcher Resources
[)Educational Multimedia
[Z)site Advisory Panel
[DTranslated Short Form £/ jsents

[ ) Disease Portfolios
INCTN
DETCTN

[C)Protocol Specific Materials

() Frequently Asked Questions (FAQs)
[2)Glossary and Acronyms

' = Disease Portfolios

#
NCTN

(™

w

wom ~ On

1
12
13
ETCTN

Title

Adolescent and Young Adult (AYA) Cancer Trials Portfolio

Brain Cancer Trials Portfolio

Breast Cancer Trials Portfolio ¢

Gastrointestinal Cancer Trials Portfalio /5

Genitourinary Cancer Trials Portfolio

Gynecologic Cancer Trials Partfolio

Head and Neck Cancer Trials Portfolio ¢

Leukemia Cancer Trials Portfolio /i

Lymphoma Cancer Trials Portfolio

Myeloma Cancer Trials Portfolio s
Sarcoma Cancer Trials Portfolio

Skin (Mainly Melanoma) Cancer Trials Portfolio

Thoracic Cancer Trials Portfolio

File Date

Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable

Format

Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link
Web Link

Post Date

26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019
26-Aug-2019

In Revision

Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable
Not Applicable




NCTN Genitourinary Cancer Trials Portfolio (Open as of 8/26/2019)
Each far right box includes the NCTN protocel number with a hyperlink to the associated
ClinicalTrials.gov webpage. Click on it to view the protocol title and study information.

Genitourinary

Prostate }_
cancer |

_ Newly diagnosed, Surgical Tx Advanced imaging study

indicated

= — EABI71

Localized, Previously
untreated, Intermediate risk

_;Previously untreated, High risk,_
MNon-metastatic

RT: SBRT (5 fractions) vs.
IMRT (28 fractions) e

Metastatic

+ Previously untreated,

ADT + Radiation with vs. | I:NRG —
without Niraparib |
SST with vs. without |

definitive tx of primary —i 51802

tumor |

-{ Post Prostatectomy, High risk =—

Radiation with vs.
without Docetaxel LSt

-{ Post Prostatectomy, High PSA —
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—Metastatic, Castration-resistant——

ADT + Abiraterone with EA8153
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Newly diagnosed, High Risk, MO

—EA8143 (PROSPER RCC)

Germ cell . '
== Progressive or Recurrent =
cancer

= Ren.al =l Metastatic or locally advanced —| 51500 (PAPMET)
carcinoma
Metastatic, Untreated — A031704 (PDIGREE)
High Grade, NonMuscle | 5o nave  — 51602
T nvasive
Urothelial :
—tract/bladder Lomllzed_ _{ 51806
cancer Post bladder A031501
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-{ cancers disease | A031702 T2-4a,N0/x,MO A031701
Penile
squamous Any T, N1-3, MO EAB134 (InPACT)
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AYA Study -
(Age>=14, = A031102 (TIGER)|
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BASELINE ASSESSMENT
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BASELINE ASSESSMENT

e Patients with Disease/Prevalence in Practice/Stage Specificity
e Good Quality Trials Community Oncology

— o
Research Program < CANCER
of the Mational Cancer Institute ;"l. NETWORK
Jational Institutes of Healt

e Research Nurse
e Motivated/Organized/Timely

e MD
e Motivated (or motivate them)
e Organized (with help)
e Timely (sometimes)
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WHITE BOARDING OBJECTIVES

AW R

Basic Baseline Assessment for any Clinical Trial
Understanding Your Specific Institutional process

Assess Site Specific Needs for a Trial

SWOG 1806-Whiteboarding: Overview and Challenges from a Community
NCORP site.
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INSTITUTIONAL PROCESS

* Process Variations--Know you own process

 Historical /Institutional Fiefdoms
e “This is the way we always have done it”
e “That can’t be done”
e “patient safety”

e Understand possible Process Improvements in activating and
enrolling to CIRB approved NCTN Trials




INSTITUTIONAL PROCESS-CHALLENGES OF
CONVERTING 70 CIRB

Institutional Beurocracy

Politics are Local

Local IRB hesitation due to claims that local IRBs reflect community values

“This is how we have to do it”

“Safety”

Beecher, HK. Ethics and clinical research. N Engl J Med. 1966; 274: 1354-1360.

Pech, Carol, Nichelle Cob, and John T. Cejka. "Understanding Institutional Review Boards: Practical Guidance to the IRB Review Process." Nutrition in Clinical Practice, vol. 22, Dec. 2007, pp. 618-28.
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Research Institute, vol. 10, no. 4, 1 Aug. 2013, pp. 560-67.

Ravina, B, Deuel, L, Siderowf, A, Dorsey, ER. Local institutiona review board (IRB) review of a multicenter trial: Local costs without local context. Ann Neurol 2010; 67: 258-60.

Stark, AR, Tyson, JE, Hibberd, PL. Variation among institutiona review boards in evaluating the design of a multicenter randomized trial. J Perinatol 2010; 30: 163-69.

Helfand, BT, Mongiu, AK, Roehrborn, CG. Variation in institutional review board responses to a standard protocol for a multicenter randomized, controlled surgical trial. J Urol 2009; 181: 2674—79.

Sobolski, GK, Flores, L, Emanuel, EJ. Institutional review board review of multicenter studies. Ann Intern Med 2007; 146: 759.

Burman, W, Breese, P, Weis, S. The effects of local review on informed consent documents from a multicenter clinical trials consortium. Control Clin Trials 2003; 24: 245-55.

Stair, TO, Reed, CR, Radeos, MS, Koski, G, Camargo, CA. Variation in institutional review board responses to a standard protocol for a multicenter clinical trial. Acad Emerg Med 2001; 8: 636-41.

Silverman, H, Hull, SC, Sugarman, J. Variability among institutional review boards' decisionswithin the context of a multicenter trial. Crit Care Med 2001; 29: 235-41.

Massett, Holly A., Sharon L. Hammp, Jacquelyn L. Goldberg, Margaret Mooney, LindaK. Parecco, Lori Minasian, Mike Montello, Grace E. Mishkin, Catasha Davis, and Jeffrey S. Abrams. "Meeting the Challenge:
Institute's Central Institutional Review Board for Multi-Site Research.” Journal of Clinical Oncology, vol. 36, no. 8, 10 Mar. 2018, pp. 819-25.

National Cancer Institute (NCI) Central Institutional Review Board (CIRB). Website:

Association for the Accreditation of Human Research Programs, Inc.: 2015 Metrics on Human Research Protection Program. Performance.

Wagner TH, Murray C, Goldberg J, Adler JM, Abrams J. “Costs and benefits of the National Cancer Institute: central institutional review board.” J Clin Oncol, vol. 28, 2010, pp. 662-66.

Department of Health and Human Services, 2011. “Human Subjects Research Protections: Enhancing Protections for Research Subjects and Reducing Burden, Delay, and Ambiguity for Investigators. Fed Regist 76: -
US Food and Drug Administration, 2006. “Guidance for Industry: Using a Centralized IRB Review Processin Multicenter Clinical Trials’. Available:

Menikoff, J. 2010. OHRP Correspondence. Available:

Flynn KE, Hahn CL, Kramer JM, Check DK, Dombeck CB. “Using Central IRBs for Multicenter Clinical Trialsin the United States’. PLoS ONE vol. 8(1), 2013: €54999. Doi:10.1371/journal .pone.0054999.
"NCI-CIRB Standard Operating Procedures.” CIRB for the National Cancer Institute, NCI-CIRB, 17 Oct. 2017,

"Code of Federal Regulations-Title 45-Part 46-Protection of Human Subjects." U.S. Department of Health and Human Services, Office for Human Research Protections, 15 Jan 2009,
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INSTITUTIONAL PROCESS

e CIRB **

vs CIRB only with notification to
local (current)

e Intra-institutional Negotiation for CIRB
e Get ready for Intense Negotiations/Discussions

GULF SOUTH

CLINICAL TRIALS NETWORK




ComMPROMISE: NCTN/CIRB APPROVED STUDIES

e Responsibility falls upon the NCI-CIRB for local context
considerations of participating institutions. This can be done
through submitting: annual signatory institution worksheets,
annual PI worksheets, study specific worksheets, and non-
compliance/potential unanticipated problems worksheet
reports

e Protocol Deviations and AE’s are reported to local IRB in
addition to CIRB

GULF SOUTH

CLINICAL TRIALS NETWORK




Clinical Trials Review Process Gulf South-Fast Track GU

PHARMA
Contracts Coord.
Prepares CDA

PIand CRA
Review Synopsis

and Feasibility
& presents to
committee

Rejected
Process
Ends

MD Investigator receives
solicitation from

Industry Sponsor or

Selects NCORP trial

Clinical Trials
Committee

Rejected
Process
Ends

PI and CRA Review
Synopsis complete

GU TEAM Review
Synopsis complete
Feasibility, MCA

Feasibility, MCA
& presents to
committee

Regulatory
Prepares MCA &
IRB Budget

(notification) Contracts
RRC Process
w/Sponsor

SIMULTANEOUS

Data Managers
Notified &
Prepares ddots
software

Regulatory
Notifies Study
Team of Study

Activation

7 days or less

from
Budget CTEP/CTSU
Regulator - -
Submits NCI activation

CIRB

LSLU



WHITE BOARDING OBJECTIVES

= 0 N

Basic Baseline Assessment for any Clinical Trial

Understanding Your Specific Institutional process

. Assess Site Specific Needs for a Trial

SWOG 1806-Whiteboarding: Overview and Challenges from a Community
NCORP site.

GULF SOUTH
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Institutional Process
SITE SPECIFIC PROCESS

e CENTRAL REGULATORY
e Opening the Trial on Paper
e SITE SPECIFIC (relevant for many NCORP’s)

T ﬂ::"' S1806 "{“ IRBManager Add to My Protocols

Phase III Randomized Trial of Concurrent Chemoradiotherapy with or Without Atezolizumab in Localized Muscle Invasive Bladder Cancer

This study requires use of the Delegation Task Log (DTL).

GULF SOUTH

CLINICAL TRIALS NETWORK




GULF SOUTH — FEDERATION (LA...)

Gulf South

Shreveport

(]
Baton Rouge L]

C
Lake Charles

A. Shreveport

LSU Health Sciences Center Shreveport
Willis Knighton Medical Center
CHRISTUS Highland Mediical Center

B. Monroe
UH Conway Medical Center

C. Alexandria
CHRISTUS Saint Frances Cabrini Hospital

D. Lake Charles
CHRISTUS Saint Patrick Hospital

E. Baton Rouge

The NeurcMedical Cancer-Clinic

LSU Health Baton Rouge North Clinic

Mary Bird Perkins Our Lady of the Lake Cancer Center
Louisiana Hematology Oncology Associates LLC
Medical Cncology LLC

Women's Hospital

Ochsner Health Center - Summa

Medical Center of Baton Rouge:

F. Covington
Mary Bird Perkins Cancer Center
Northshore Oncology Associates

e Kemp Regional Medical Center - Independence
Ochsner Hematology Oncology North Shore Covington
Ochsner Health Center - Covington

G. Houma

Mary Bird Perkins Cancer Center at Terrebonne
Oncology Center of the South Inc.

Leonard J. Chabert Medical Center

H. Metairie
East Jefferson General Hospital
Robert Veith MD LLC

|. New Orleans

University Medical Center New Orleans
LSU Healthcare Network / St. Charles
Children’s Hospital New Orleans

LSU Health Sciences Center New Orleans
Ochsner Medical Center — Kenner
Ochsner Medical Center - Jefferson
Ochsner Medical Center - West Bank
Ochsner Baptist Medical Center

West Jefferson Medlical Center (Marrero)
Culicchia Neurological Clinic (Marrero)
Touro Infirmary

J. slidell

St Tammany Hospital Service District #2
Slidell Memorial Hospital

Ochsner Hematology Oncology North Shore

K. Hattiesburg (Mississippi)
Forrest General Hospital Cancer Center
Hattiesburg Clinic - Hematology/Oncology Clinic

L. Gulfport (Mississippi}
Gulfport Memorial Hospital

GULF SOUTH
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Institutional Process
SITE SPECIFIC PROCESS

e CENTRAL REGULATORY
e Opening the Trial on Paper
e SITE SPECIFIC (relevant for many NCORP’s)

*{\| IRBManager Add to My Protocols

Phase III Randomized Trial of Concurrent Chemoradiotherapy with or Without Atezolizumab in Localized Muscle Invasive Bladder Cancer

This study requires use of the Delegation Task Log (DTL).

Patients
Med Onc
Rad Onc
Uro Onc
Pathology

GULF SOUTH
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Institutional Process
SITE SPECIFIC PROCESS

Intervention Accrual by site Gulf South

- 42

-3 LA 045

- 32

Moy fires Porkan: Caraoms Carter

- 30 et e oy o<ty P e oo
Oorerer ki Center - Cowngion

- 2LA 124

Nz LA 045- East Jefferson Hospital Based Site
25 Rad Onc

25
Med Onc
B UT003 m LAD45 = FLO15 B TX059 W LA124 m AZ073 m |LO36 m MI0O14 .
H OKO003 m TX011 ® TX035 m DC007 = FLO65 m CAO011 m TX041 Infusion
B 36 Sites (Accrual < 14)

LA-124 LSU Health Care Network Urologic Oncology Clinic
Uro Onc (site code start 03/2019)

GULF SOUTH
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WHITE BOARDING OBJECTIVES

B W N

Basic Baseline Assessment for any Clinical Trial

Understanding Your Specific Institutional process

Assess Site Specific Needs for a Trial

. SWOG 1806-Whiteboarding: Overview and

Challenges from a Community NCORP site.

GULF SOUTH
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PRACTICAL REVIEW: SWOG 1806

e Largest Combined Modality Therapy Trial in the US
e CMT=radical/maximal TUR followed by Chemo and Radiation
e Alternative to Cystectomy for patients with MIBC

e Highly Desirable from Patient Perspective
* Potential to Treat cancer and avoid removal of the bladder
e Opportunity (randomization) for Concomitant IV Immunotherapy ONA.
e Cystectomy surgeons with some reservations
* Differences in Invasive DSS and OS in non-comparative trials
* Need for Salvage Cystectomy in non-responders/recurrences

GULF SOUTH

CLINICAL TRIALS NETWORK




Courtesy

. : Primary end point
Parminder Singh ¥ S

BIEFS"

Secondary end point
OSat5yr
Clinical response at 5 mths
DSS

cT2-T4NOMO stratify by MFS

CRT(concurrent
chemoradiation)

* Chemotherapy regimen Randomize 1:1, 475 Toxicity at 1& 2 yr
Radiation field patients NMIBC rec
Performance status Cystectomy rate
Clinical stage Global Qol

TM end points
CRT+ Atezo q 21D X9  ummmed ¢ MRE 11
« DDR

¢ Immune markers

*BIEFS bladder intact event free survival- includes
¢ muscle invasive recurrence in the bladder,

G U L F S 0 U T H * regional pelvic soft tissue or nodal recurrence,
* distant metastases,

¢ bladder cancer or toxicity related death
CLINICAL TRIALS NETWORK

e cystectomy




BEYOND THE SCHEMA

* Not enough to look at the schema
« WHITE BOARD THE TRIAL

e Options within a trial
e Good to allow flexibility between institutions/sites
e Negative if high volume and everyone not on the same page
e Opinion: Standardize/Limit the Options with the Treating Team

GULF SOUTH

CLINICAL TRIALS NETWORK




n)';;r 1806 SCHEMA AND OBJECTIVES

Courtesy

Parminder Singh BIEFS®

¥ circoncurrent Secondary end point
chemoradiation) o ° O3at5Syr
* Clinical response at 5 mths

= DsS
cT2-TANOMO stratify by = MFs
+ Chemotherapy regimen Randomize 1:1, 475 * Toxicity at 1& 2 yr
+ Radiation field patients = NMIBC rec
* Performance status = Cystectomy rate
*+ Clinical stage = Global Qol

TM end points
all CRT+ Atezo x9 e+ MRE11
+ DDR

*  Immune markers
GULF SOUTH

OPTIONS (PHYSICIAN CHOICE)

AGENT

SCHEDULE

Gemecitabine

AGENT

Twice weekly for
six weeks

SCHEDULE

Cisplatin

DOSE

Weekly for six weeks

SCHEDULE

500 mg/m?

Mitomycin-C 12 mg/m?

5-FU given on same days
as doses 1-5 and 16-20 of
RT

Mitomycin-C given on same
day as dose 1 of RT

GULF SOUTH
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n)';;r 1806 SCHEMA AND OBJECTIVES

Courtesy

Parminder Singh BIEFS®

¥ circoncurrent Secondary end point
chemoradiation) o ° O3at5Syr
* Clinical response at 5 mths

= DsS
cT2-TANOMO stratify by = MFs
+ Chemotherapy regimen Randomize 1:1, 475 * Toxicity at 1& 2 yr
+ Radiation field patients = NMIBC rec
* Performance status = Cystectomy rate
*+ Clinical stage = Global Qol

TM end points
all CRT+ Atezo x9 e+ MRE11
+ DDR

*  Immune markers
GULF SOUTH

OPTIONS (PHYSICIAN CHOICE)

AGENT DOSE

SCHEDULE

Gem@CRESEIUN 27 mg/m?

Cisplatie]u &R M35 mg/m?

DOSE

Twice weekly for
six weeks

SCHEDULE

Weekly for six weeks

SCHEDULE

500 mg/m?

Mitomycin-C 12 mg/m?

5-FU given on same days
as doses 1-5 and 16-20 of
RT

Mitomycin-C given on same
day as dose 1 of RT

GULF SOUTH
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¢ £ 1806 SCHEMA AND OBIJECTIVES

wiee =3 OPTIONS (PHYSICIAN CHOICE)

¥ circoncurrent Secondary end point
chemoradiation) g ° OSatSyr
* Clinical response at 5 mths

= DsS
CT2-TANOMD stratify by - MFS
+ Chemotherapy regimen Randomize 1:1, 475 * Toxicity at 1& 2 yr
+ Radiation field patients = NMIBC rec
+ Performance status = Cystectomy rate
*+ Clinical stage = Global Qol

TM end points

ol CRT+ Atezo x9 g ¢+ MREI11
+ DDR
*  Immune markers

GULF SOUTH

Small Pelvis (PTVsp)
40-50 Gy/20-25 Fxs
41.40-50.40 Gy/23-28 Fxs

GULF SOUTH

Option a
Whole Bladder (PTVwh)

6.0-12.0 Gy/3-6 Fxs
5.4-12.6 Gyf3-7 Fxs

Bladder Tumor (PTVbi)
8.0-12.0 Gy/4-6 Fxs
9.0-10.80 Gy/5-6 Fxs

CLINICAL TRIALS NETWORK

Option b
Whole Bladder (PTVwb)

14.0-24.0 Gy/7-12 Fxs
14.40-23.40 Gy/8-13 Fxs

Option ¢
Bladder Tumor (PTVhi)
14.0-24.0 Gy/7-12 Fxs
14.40-23.40 Gy/8-13 Fxs




# ' 1806 SCHEMA AND OBJECTIVES

Cu.urtes;'
S— PTIONS (PHYSICIAN CHOICE
i’ ; Secondary end point
CRT[concurrent
oradia 8 * 05at5
L Clinal::al);;spom at5 mths
- DSS

cT2-T4NOMO stratify by - MFS
+ Chemotherapy regimen Randomize 1:1, 475 * Toxicity at 1& 2 yr
+ Radiation field patients = NMIBC rec
+ Performance status = Cystectomy rate
+ Clinical stage - Global Qol Option a Bladder Tumor (PTVbi)
IM end points
 to— s Whele Bladder (PTVwb) 8.0-12.0 Gy/d-6 Fxs

+ DDR -
Sl 9.0-10.80 Gy/S-6 Fxs

*  Immune markers

5.4-12.6 Gyf3-7 Fxs

E GULF SOUTH|l: P i e
LVI + TR S——
c15 il Whle Bladder (PTVwb)
Hyd 40-50 Gy/28-25 Fxs 14.0-24.0 Gy/7-12 Fxs
ydaro 41.40-50.40 Gy/23-28 Fxs 402340 ot o

Nodes No nodes
Option ¢
Bladder Tumor (PTVhi)
14.0-24.0 Gy/7-12 Fxs
14.40-23.40 Gy/8-13 Fxs

GULF SOUTH
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# ' 1806 SCHEMA AND OBJECTIVES

Cu.urtes;'
: T Erimary end point
Parminder Singh BIEFS®
B CRrfconcurrent Secondary end point
h i g * OSat5yr
. c“n I.(‘al msPom e mu's
= DSS

cT2-T4NOMO stratify by - MFS
+ Chemotherapy regimen Randomize 1:1, 475 * Toxicity at 1& 2 yr
+ Radiation field patients = NMIBC rec
+ Performance status = Cystectomy rate
+ Clinical stage - Global Qol Option a Bladder Tumor (PTVbi)
IM end points
 to— s Whele Bladder (PTVwb) 8.0-12.0 Gy/d-6 Fxs

+ DDR -
Sl 9.0-10.80 Gy/S-6 Fxs

*  Immune markers

5.4-12.6 Gyf3-7 Fxs

E GULF SOUTH|l: P i e
LVI + TR S——
c15 il Whle Bladder (PTVwb)
Hyd 40-50 Gy/28-25 Fxs 14.0-24.0 Gy/7-12 Fxs
ydaro 41.40-50.40 Gy/23-28 Fxs 402340 ot o

Nodes No nodes
Option ¢
Bladder Tumor (PTVhi)
14.0-24.0 Gy/7-12 Fxs
14.40-23.40 Gy/8-13 Fxs

GULF SOUTH
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-14

10/1/19
11/4/19
11/4/19
11/11/19
11/25/19
12/9/19
1/2/20
1/16/20

WK18*

10/15/18
11/18/19
11/18/19
11/25/19
12/3/19
12/23/19
1/16/20
1/30/20

WHITEBOARD

14

10/29/19
12/2/19
12/2/19
12/8/19
12/23/19
1/6/20
1/30/20
2/13/20

Dissect the trial

Pre-treatment Timeline
Dates Dates Dates
Consents versus Enrollment

Treatment Timeline
Follow up Timeline with adjustments (rave could be better on this)

MR Bladder Cytology CTC/A/P ORBLEX

!
-14

12/24/19
1/27/20
1/27/20
2/3/20
2/17/20
3/2/20
3/26/20
4/9/20

WK 30

1/7/20
2/10/20
2/10/20
2/17/20
3/2/20
3/16/20
4/9/20
4/23/20

14

1/21/20
2/24/20
2/24/20
3/2/20
3/16/20
3/30/20
4/23/20
5/1/20

MRI Bladder Cytology CT C/A/P Clinic Cysto

-14

3/17/20
4/20/20
4/20/20
4/27/20
5/11/20
5/25/20
6/18/20

7/2{20

At

WK a2

3/31/20
5/4/20
5/4/20
5/11/20
5/25/20
6/8/20
/a0
7/16/20

14

4/14/20
5/18/20
5/18/20
5/25/20
6/8/20
6/22/20
7/16/20
7/30/20

MRI Bladder Cytology CT C/A/P  ORBLBX

GULF SOUTH

-14

6/9/20
7/13/20
7/13/20
7/20/20

8/3/20
8/17/20
9/10/20
9/24/20

WKS4

6/23/20
7/27/20
7/27/20

8/3/20
8/17/20
8/31/20
9/24/20
10/8/20

14

7/7/20
8/10/20
8/10/20
8/17/20
8/31/20
9/14/20
10/8/20
10/22/20

MPRI Bladder Cytology CT C/A/P Clinic Cysto

9/1/20
10/5/20

WK 66

8/15/20
10/19/20

D 10/19/20

10/26/20
11/3/20
12/3/20

12/17/20

10/26/20

11/9/20
11/23/20
12/17/20
12/31/20

14

9/29/20
11/2/20
11/2/20
11/8/20

11/23/20
12/7/20

12/31/20
1/14/21

MRI Bladder Cytology




BEYOND THE SCHEMA

* Not enough to look at the schema
« WHITE BOARD THE TRIAL

e Options within a trial
e Good to allow flexibility between institutions/sites
e Negative if high volume and everyone not on the same page
e Opinion: Standardize/Limit the Options with the Treating Team

e LSU GU: Standardize The Options:
e« RADICAL TUR with Fiducials
e Radiation Fields limited to two options (+/- nodes)
e Chemotherapy narrowed to two options

GULF SOUTH
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WHITEBOARDING THE TRIAL

e Operationalizing the Trial

« READ THE WHOLE PROTOCOL
e Understand your institutional limitations and site specific limitations
e Don’t push for a trial and not accrue

e Engage all Specialties (Rad Onc, Med Onc, Uro Onc)

 MD and CRA Meeting

e White Board Session- Timelines and Barriers and Pitfalls

« MD/CRA lead with barriers discussed
e Find Solutions
e Contact PI directly / Email PI and Cooperative Group (SWOG)
 Amendment Process

LSL  Identify new barriers

GULF SOUTH

e ORLEANS CLINICAL TRIALS NETWORK




OCTOBER 3, 2019

e 8 accruals 1 accrual deemed ineligible due to timeline of Step 1, 2
 Amendment forthcoming to allow time line from Step 1 or 2 registration.
Dosimetry plans takes some time
e Engage Dosimetrist up front at your site
IMRT planning was difficult on some tumor locations
Certification for Tomotherapy unit to aid in planning (14 days)
e [f Tomotherapy unit, certify up front

Biggest Barrier: Patient travel and intensity(financial and time) of Treatment
compared to NAC and Cystectomy (6 could not enroll due to this constraint—->
cystectomy)

* Leverage case Managers, social work, philanthropy up front
» Hospital Leverage

GULF SOUTH
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SWOG INITIATIVE-PILOT FEASIBILITY PROJECT

e Structured Patient assistance program

e 25 patient pilot
e Collaboration between HOPE, Genetech, and SWOG
e Assessment of the financial cost of therapy/travel

Rick Bangs
and Team
from SWOG

e Assessment/Development of a process for patient
assistance.

e Great initiative supported by SWOG

GULF SOUTH
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NOMENCALTURE FAUX PAS

HOW DO WE GET THIS DONE?

WHY do we do it this way? Patient Safety
. . Patient Convenience
Eliminate:
i Clinic Workflow -How?
» Can-we-do-this? Hospital Workflow - How?
» That's not how we-do-it here— Bureaucratic Policies-Why?
Institutional Fiefdoms-Why?

GULF SOUTH
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GU CANCER TREATMENT AND TRIAL TEAM

- Eileen Mederos* Megan Bruard
- Program Coordinator GU Research Nurse
Holly Martin

GU Research Nurse
Michelle Seeman
GU Research Nurse

- _ *NCORP Program
t‘ ) Coordinator/Admin of
/. 7. the Year 2019

Urologic Oncology Radiation Oncology = Medical Oncology

o 5

= = SRR
Delacroix Gills* Marquette
#3 NCORP
Treatment

LS i GULF SOUTH BJGH  EastJfferson General Hospital
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WHITEBOARDING A CLINICAL TRIAL
SWOG 1806

GULF SOUTH

CLINICAL TRIALS NETWORK

Scott E. Delacroix, Jr. MD

Associate Professor of Urology

Vice Chairman of Academics

Co-Director of Urologic Oncology
Program Director LSU Urology Residency
Clinical Trials Site Director Gulf South NCORP
SWOG PI for Gulf SouthNCORP
Louisiana State University Health Sciences Center
New Orleans, Louisiana
T 7 @UroCancer

“Y'SWOG Fall Meeting

Community Oncology October 3,2019
Research Brogram EJGH  East Jefferson General Hospital

A program of the Mational Cancer Institute

of the National Institutes of Health




