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PURPOSE: To outline the activities required to complete all study start-up essential regulatory
documents and initial IRB submission. Streamlined study start-up coordination through a centralized
resource is necessary to ensure quick timelines and compliance with all internal and external
requirements.

NOTE: Some steps will be described in a separate corresponding SOP in greater detail. Please
refer to the SOP 200: Study Start Up. This SOP outlines the general process of completing
pertinent regulatory documents and initial study submission to the IRB.

DEFINITIONS/ABBREVIATIONS:

e Central Institutional Review Board (CIRB): The CIRB Initiative is a partnership between
the NCI CIRB and local institutions based on the signed Authorization Agreement and
Division of Responsibilities document. The CIRB conducts all IRB reviews of selected NCI-
sponsored trials.

¢ Clinical Laboratory Improvement Amendments (CLIA): Responsible for the regulations
of laboratory testing and require clinical laboratories to be certificated by their state as well as
the Center for Medicare and Medicaid Services (CMS) before they can accept human
samples for diagnostic testing.

¢ Clinical Research Nurse/Coordinator (CRC): Clinical Trials staff responsible for
oversight and coordination of assigned protocols

¢ Clinical Research Organization (CRO): An organization that provides support to the
pharmaceutical, biotechnology, and medical device industries in the form of research
services outsourced on a contract basis.

e Clinical Trials Office (CTO): Centralized clinical trials staff, responsible for the conduct
and support of SLUHN clinical trial functions.

e Collaborative Institutional Training Initiative— (CITI): Web-based Training Program
providing ethics and Good Clinical Practice (GCP) education to all members of the research
community.

e College of American Pathologist (CAP): The world’s largest association responsible for
the inspection and accreditation of medical laboratories under deemed authority of the
Centers for Medicare & Medicaid Services (CMS), with a goal to improve patient safety by
advancing the quality of pathology and laboratory services through education, standard
setting, and ensuring laboratories meet or exceed regulatory requirements.

e Curriculum Vitae (CV): A document that overviews one’s education, experience, training,
and qualifications.

e Data Doctor Office Technology Systems (DDOTS): A software program system utilized
by the CTO staff to integrate comprehensive functionalities needed throughout the clinical
trial process into a single, open web platform.
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e Delegation of Authority Log (DOAL): Detailed, written form that outlines what
individuals are responsible and able to perform study-related tasks and procedures as
authorized by the principal investigator.

¢ Financial Conflict of Interest (FCOI): Significant Financial Interest of an Investigator
that could directly and significantly affect the design, conduct, or reporting of Research.

e Financial Disclosure Form (FDF): A form that discloses an absence or presence of
financial interest or arrangement that an individual may have that could affect the reliability
of data submitted to FDA.

¢ Food and Drug Administration (FDA): Agency of the United States Department of
Health and Human Services (DHHS), responsible for the regulation of clinical trials.

¢ Informed Consent Form (ICF): IRB approved form outlining all aspects of a clinical trial
in lay language, signed by the subject consenting to participate.

¢ Institutional Review Board (IRB): Independent ethics committee formally designated to
approve, monitor, and review biomedical and behavioral research involving human subjects.

e International Air Transport Association (IATA): The governing body that creates
regulation for international air transport, including regulations controlling the transport of
Dangerous Goods By Air

e Investigational New Drug Safety Reports (INDSRs): Sponsor notifications to the FDA
and all participating investigators of potential serious risks, from clinical trials or any other
source. In each INDSR, the sponsor must identify all INDSRs previously submitted to FDA
concerning a similar suspected adverse reaction, and must analyze the significance of the
suspected adverse reaction in light of previous, similar reports or any other relevant
information.

e National Clinical Trials Network (NCTN): A National Cancer Institute (NCI) program
that gives funds and other support to cancer research organizations to conduct cancer
clinical trials. The groups in the NCTN include the Alliance for Clinical Trials in Oncology,
ECOG-ACRIN Cancer Research Group, NRG Oncology, SWOG, Children’s Oncology
Group (COG), and the NCI of Canada-Clinical Trials Group (NCIC-CTG). The NCTN was
previously known as the NCI Clinical Trials Cooperative Group Program

e Pharmaceutical Management Branch (PMB): Provides pharmaceutical support for
clinical trials sponsored by the National Cancer Institute's (NCI) Cancer Therapy Evaluation
Program (CTEP).

e Principal Investigator (PI): Lead investigator, responsible for the sound conduct of the
project in accordance with the protocol and regulations.

e Regulatory Coordinator (RC): Clinical Trials staff responsible for the regulatory functions
and oversight of clinical trials

e Sitecore: The SLUHN internet for the public to view. The CTO lists the protocols which
are open to accrual, by disease site, along with IRB number, title, physician and coordinator
contact information, synopsis, inclusion criteria and exclusion criteria. Research website that
lists current, active clinical trials by disease sub-category
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e Site Initiation Visit (SIV): A visit that occurs prior to site activation for a specific protocol
that is used to orient and train staff on the protocol and study related processes; to confirm
readiness for study implementation; and to identify additional requirements that must be
satisfied prior to site activation and subject recruitment.

e Standard Operating Procedures (SOPs): Detailed, written instructions to achieve
uniformity of the performance of a specific function.

e St. Luke’s University Health Network (SLUHN)

e Sub Investigator (Sub-I): A member of the study team who assists the investigator with
the study and can make decisions about the clinical research.

SCOPE:
This SOP applies to all clinical research site personnel involved in the conduct of clinical research
run through the centralized CTO.

This policy describes the process:
= Starting with the receipt of new study regulatory documents
* Ending with the initial IRB submission

This policy is applicable to:
* Industry Funded clinical trials
=  NCTN clinical trials
=  Government funded clinical trials

PERSONNEL RESPONSIBLE:
This SOP applies to those members of the clinical research team involved in facilitating any of the
study start-up activities necessary to activate a new trial. This includes the following:

e (linical Trials Administrative Assistant

e C(linical Trials Manager

e C(Clinical Research Nurse/Coordinator
e Principal Investigator

e Regulatory Coordinator

e Study Start-Up Project Coordinator

ROLES:
The following information describes which areas and associated roles that shall adhere to this policy:
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Clinical Research Nurse/Coordinator (CRC): The Clinical Research Nurse/Cootrdinator shall be
responsible for sending out new study protocol training and completing the documentation of
training.

Clinical Trials Administrative Assistant: The Clinical Trials Administrative Assistant shall be
responsible for the uploading and maintaining CITI Training, CV’s and Medical Licenses in the I
Drive.

Clinical Trials Manager: The Clinical Trials Manager or designee shall serve as the primary liaison
between the physicians, study staff, and Study Start-up Project Coordinator, and shall be responsible
for ensuring timely completion of all pertinent clinical study start-up documents.

Principal Investigator (PI): Lead investigator, shall be responsible for completion and maintaining
all required credentialing and signing off on necessary documents, as well as overall study conduct.

Regulatory Coordinator (RC): The RC shall be responsible for Completion of the NCTN
Investigators NCI Registration and preparing all regulatory documents for making the Initial IRB
Submission for NCTN trials.

Study Start-Up Project Coordinator: The Study Start-Up Project Coordinator shall be responsible
for coordinating all study start-up activities and ensuring timely throughput time from initial sponsor
contact, through protocol inception to study activation, serving as the primary liaison between the
sponsor, PI, and study team, responsible for the timely completion of regulatory documents and
Initial IRB submission.

PROCEDURES:

FDA Form 1572, FDF, DOAL

e The Study Start-Up Project Coordinator shall be responsible for completing the required
documents, obtaining signatures, saving an electronic working copy in the pertinent folder in
the I-Drive, and filing the signed original or copied documents in regulatory binder. The
Study Start-Up Project Coordinator emails copies of the signed, completed documents to the
study sponsor.

Documentation of Training
e The Manager/ Study Start-Up Project Coordinator shall complete the SIV training log.

e The CRC shall send an email blast (see Attachment E) including all training documents to
all study personnel whom were unable to attend SIV, and complete the documentation of
training memo.
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e Once PI signature is obtained, the CRC shall give the Study Start-Up Project
Cootdinator/RC the original documents to be filed in the regulatory binder

CV’s and Medical Licenses

e The Study Start-Up Project Coordinator or Clinical Trials Manager shall request CV’s and
Medical Licenses if not already on file in I-drive or expired

e The Administrative Assistant shall scan and upload a copy of the CV and Medical License
to the I-Drive in their respective folders.

e The Study Start-Up Project Coordinator shall file a hard copy of the CV and Medical
License in the appropriate binder.

Lab Documents
e The Study Start-Up Project Coordinator shall request Lab Documents, including CLIA,
CAP, Laboratory Permit, and Laboratory Reference Ranges, if not already on file in I-drive
or expired

e The Administrative Assistant shall scan and upload all required lab documents to the I-Drive
in their respective folders.

Protocol & 1B Signature Pages
e The Study Start-Up Project Coordinator shall be responsible for obtaining signatures on
these documents, checking for accuracy, and filing the signed original or copied documents
in regulatory binder.

Initial IRB Submission

e The Study Start-Up Project Coordinator/RC shall be responsible for completing the
required documents for IRB submission and notifying the necessary staff of a new
submission upload in DDOTS.

FDA FORM 1572
Role Step Activity
Study Start-Up Project 1.0 Receive a 1572 template from the sponsor to complete
Coordinator for each new study, if applicable (see Attachment A).
The 1572 contains the following sections:
e Section 1- Name and Address of Investigator
e Secction 2- Education, training, and experience
that qualify the Investigator as an expert in the
clinical investigation
NOTE: The CV option is always checked. Please refer
Effective Date(s): Revision Date(s):
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to the CV’s and Medical Licenses section of this SOP
for specific detail/requirements on these documents.

e Section 3- Name and address of any medical
school, hospital, or other research facility where
the clinical investigation(s) will be conducted

e Section 4- Name and address of clinical
laboratory facilities to be used in this study

NOTE: Only list locations and their corresponding
laboratory for which the research activities will take

place under the above mentioned sections (see
Attachment B for SLUHN Affiliation).

e Secction 5- Name and address of the Institutional
Review Board (IRB) responsible for the review
and approval of the study

e Section 6- Names of the Sub-I’s who will be
assisting the investigator in the conduct of the
investigation

NOTE: SLUHN does not list RN’s, pharmacy or
support staff under the above mentioned section.

e Scction 7- Name and code number, if any, of the
protocol in the IND for study to be conducted
by the investigator

e Section 8- Clinical protocol information

NOTE: Review any prepopulated sections completed
by Sponsor for accuracy, and revise as necessary.

Study Start-Up Project 1.1 Obtain PI’s signature and date on the 1572.
Coordinator

Study Start-Up Project 1.2 Check for accuracy of the completed document, upload
Coordinator an electronic working copy with information included

for each section, and save in the pertinent folder in the
I-Drive, and file the signed original or copied document
in regulatory binder. Email a copy to study sponsor.
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Role Step Activity

Study Start-Up Project 2.0 Receive an FDF template from the sponsor to complete

Coordinator for each new study.
NOTE: An FDF should be completed for the PI and
all Sub-I’s (e.g. all those listed in Section 6 of the FDA
Form 1572).

Study Start-Up Project 2.1 Obtain signatures for all completed FDF’s.

Coordinator

Study Start-Up Project 2.2 Check for accuracy of the completed documents, upload

Coordinator an electronic working copy with completed information
included for each investigator, and save in the pertinent
folder in the I-Drive, and file the original or copied
documents in regulatory binder. Email copies to the
study sponsor.

DELEGATION OF AUTHORITY LOG

Role Step Activity

Study Start-Up Project 3.0 Complete a DOAL for all investigators (PI and Sub-Is),

Coordinator Key Personnel, Investigational Pharmacist, etc. as listed
on the New Study Feasibility Checklist (see
Attachment C).
NOTE: SLUHN uses an internal DOAL (see
Attachment D)

Study Start-Up Project 3.1 Obtain signatures for all completed DOAL’s.

Coordinator

Study Start-Up Project 3.2 Check for accuracy of the completed documents, upload

Coordinator an electronic working copy with all completed
information included for each research staff, and save in
the pertinent folder in the I-Drive, and file the signed
original documents in regulatory binder. Email copies to
study sponsor.

DOCUMENTATION OF TRAINING

Role Step Activity

Manager or Study Start-Up 4.0 Complete the SIV Training Log with those personnel

Project Coordinator that attended the SIV.
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CRC or designee 4.1 Send an email blast containing all pertinent training
documents (see Attachment E) to all study personnel
whom were unable to attend SIV.

CRC or designee 4.2 Complete the Documentation of Training Memo (see
Attachment F).

CRC or designee 4.3 Obtain PI signature on Documentation of Training
Memo.

CRC or designee 4.4 Give the completed memo to the Study Start-Up Project
Coordinator.

Study Start-Up Project 4.5 Check for accuracy of the completed document and file

Coordinator original document in regulatory binder.

CV’S AND MEDICAL LICENSES

Role Step Activity

Study Start-Up Project 5.0 Request medical license and signed/dated CV, if not

Coordinator or designee already on file in I-drive or expired.
NOTE: CV’s must be updated and signed every 2 years.
NOTE: If Sponsor requires abbreviated CV, Sponsor
shall be responsible for completing template based on
full CVs provided by site; if Sponsor does not agree, a
fee shall be charged for the time and effort of
completing sponsor required document.

Clinical Trials Administrative | 5.1 Upload original/updated document onto the I-Drive in

Assistant pertinent staff folder.

Study Start-Up Project 5.2 File document(s) in master binder.

Coordinator or designee

LAB DOCUMENTS

Role Step Activity

Study Start-Up Project 6.0 Request lab documents, if not already on file in I-drive

Coordinator or designee

or expired. The lab documents consist of:
e CAP
e CLIA
e C(Clinical Lab Permit
e Lab Normal Reference Ranges (LNRRs)
e JATA Certificate, if applicable

Effective Date(s):
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NOTE: Lab ranges differ between Cetronia Road and
all other locations. Before sending LNRR’s to Sponsor,
check MyNet for updated version.

Clinical Trials Administrative
Assistant

6.1

Upload original/updated document(s) onto the I-Drive.
File document(s) in hard copy lab binder.

SIGNATURE PAGES (PROTOCOL AND IB)

Role Step Activity

Study Start-Up Project 7.0 Receive Protocol/IB Signature page, if applicable, from
Coordinator sponsot.

Study Start-Up Project 7.1 Obtain PI’s signature and date on the Protocol/IB
Coordinator Signature page.

Study Start-Up Project 7.2 Check for accuracy of the completed documents, upload

Coordinator

an electronic working copy and save in the pertinent
folder in the I-Drive, and file the signed original
documents in regulatory binder. Email copies to study
sponsor.

INDUSTRY INITIAL IRB SUBMISSSION

Role Step Activity
Study Start-Up Project 8.0 Complete and/or compile the following documents as
Coordinator required for initial IRB submission:

e Initial IRB Application

e IRB Policy Acknowledgement Form

e ICF(s) in the SLUHN Template(s)

e Patient materials, if applicable

e Protocol

e IB(s), if applicable
Study Start-Up Project 8.1 Submit all required documents to the IRB via DDOTS
Coordinator by the 20" of the month prior to the IRB meeting date.
Study Start-Up Project 8.2 Submit in DDOTS under the review history page for

Coordinator

the appropriate meeting date.

The following are options for choosing the Board
Review:

e EBxempt [see Exemption criteria as defined in 45
CFR 46.101(b)]

Effective Date(s):
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e Expedited (e.g. Registry, observational, non-
interventional/non-treatment trials that are
minimal risk)

e Full Board (e.g. Investigational Drug/Device
Trials that are greater than minimal risk)

NOTE: If the research qualifies as exempt, please
complete the Request for IRB Exemption (see
Attachment G), and submit any other required
documents as outlined on the Request for IRB
Exemption Form.

NOTE: All pertinent information should be typed into
the agenda box within DDOTS. This shall include the
following: “Please see attachments for full-
board/expedited/exempt (choose one) review of new
study: (List all documents being submitted with their
version number/version date).”

Study Start-Up Project 8.3 Notify yourself, CTO Administrative Assistant, CTO

Coordinator Regulatory Coordinator, Medical Director of Research
& Innovation and IRB Administrative staff via the
DDOTS notification system of the submission.

Study Start-Up Project 8.4 Print DDOTS electronic upload notification and file

Cootdinator with initial IRB submission documents in the Regulatory
Binder.

NCTN CREDENTIALING

Role Step Activity

RC 9.0 Download the following documents from the PMB

website:
e TFDA Form 1572 (each PI has their own 1572)

e Supplemental Investigator Registration Form
(see Attachment H)

e Financial Disclosure Form (see Attachment 1)
e CV & Medical license (on site)

e Human Subjects Training (new investigators
only) (on site)

NOTE: Investigators cannot order drug or enroll
patients on study without registration approval.

Effective Date(s):
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Registration renewal is required annually.

RC

9.1

Obtain PI signature/date on documents, if applicable,
upload an electronic copy within completed information
included, save in the pertinent folder in the I-Drive, and
send originals to PMB.

NOTE: Hard copies of the original signed FDA Form
1572, Supplemental Investigator Registration Form, and
FDF documents are housed in a master binder.

NCTN DOCUMENTATION OF TRAINING

Role Step Activity

Manager or Regulatory 10.0 Complete the SIV Training Log with those personnel

Coordinator that attended the SIV.

CRC or designee 10.1 Send an email blast (see Attachment E) to all study
personnel to all study personnel whom were unable to
attend SIV.

CRC or designee 10.2 Complete the Documentation of Training Memo (see
Attachment F)

CRC or designee 10.3 Obtain PI signature on Documentation of Training
Memo

CRC or designee 10.4 Give the completed memo to the Regulatory
Coordinator

Regulatory Coordinator 10.5 Check for accuracy of the completed document and file

original document in regulatory binder.

NCTN INITIAL IRB SUBMISSSION

Role Step Activity

Not Applicable -—- NOTE: If a new study is CIRB Approved, please refer
to the CIRB SOP 205.

RC 11.0 Complete and/or compile the following documents as

required for initial IRB submission:
e Initial IRB Application
e IRB Policy Acknowledgement Form
e ICF(s) in the SLUHN Template(s)
e DPatient materials, if applicable
e Protocol
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e IB(s), if applicable

RC

111

Submit all required documents to the IRB via DDOTS
by the 20" of the month prior to the IRB meeting date.

RC

11.2

Submit in DDOTS under the review history page for
the appropriate meeting date.

The following are options for choosing the Board
Review:

e Expedited (e.g. Registry, observational, non-
interventional/non-treatment trials that are
minimal risk)

e Full Board (e.g. Investigational Drug/Device
Trials that are greater than minimal risk)

NOTE: All pertinent information should be typed into
the agenda box in DDOTS. This shall include the
following: “Please see attachments for full-
board/expedited/exempt (choose one) review of new
study: (List all documents being submitted with their
version number/version date).”

RC

11.3

Notify yourself, CTO Administrative Assistant, CTO
Regulatory Coordinator, IRB Secretary and the , Medical
Director of Research & Innovation and IRB
Administrative staff via the DDOTS notification system
of the submission.

RC

11.4

Print DDOTS electronic upload notification and file
with initial IRB submission documents in the Regulatory

Binder.

RESOURCES:

N/A

Endorsed by: SOP Committee (8/24/15; 4/8/16)
Approved by: Tracy Butryn, Director of Clinical Trials (9/22/15;7/12/16)
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ATTACHMENT A:

CEPARTMENT OF HEALTH AND HUMAM SERVICES Form Approved: GRS Mo 03100012
FOOD AMD DRUG ADMINISTRATION Sxpiration Dates Aprl 30, 2012
Sos OIS Siatemen on Reverse.
STATEMENT OF INWESTIGATOR HOTE: Mo Imvectigasor may parscpats in an
(TITLE 1. CODE OF FEDERAL REGULATIONS (CFR) PART 312) rvestgation il he/she provides e spomor wih
[See instructions on reverse side. ) 2;::2‘?2|21‘gﬁ 31]_531':::'_": e sSgaton, Form

1. HAME AND ADDREEE OF INVESTIEGATOR

Mame of Principal Invesigator

[ Adcress 1 Address 3

iy lE‘.aIEF"l:'.' reeFsger Coury lep or Postal Cods

Z. EDUCATION, TRAINING, AND EXPERIENCE THAT QUALIFYT THE INVEITIGATOR AZ AN EXPERT IN THE CLINICAL INVESTIGATION CF
THE DRLE FOR THE UEE UNDER INVEETIGATION. CME OF THE FOLLOWING |2 PROVIDED (Sak=ct omne of the Sallowing. )

[0 cumouss vitae [] cmer statement of Guaircatons
3. MAME AND ADDREEES OF ANY MEDICAL ECHOOL, HOESTTAL. OR OTHER RESEARCH FACILITY COHTIFUETION FASE
WHERE THE CLMICAL INVEETIGATION S ) WiILL BE CONDUCTED for em 3 |

Mame of Medical School, HospEal, or S&er Reseanch FadlEy

Agciress | Address 2
L=t ) EaaieProvinceiRegion CourTy ZIF or Postal Code
4. NAME AND ADDREZSE OF ANT CLINIGAL LABGRATORY FACITIEE TO BE UEED IN THE ETUDY CONTINUATION PAGE
| For Hem & |

Mame of Cinical Laboratory Saciity

Address. Agdress 2
Sty lﬁ-.al:'P'l:-.' e R on lm:ur:r:; JEIP or Postal Code
= MAME AND ADDREEE OF THE MNETITUTIONAL REVIEW BOARD (FRE] THAT 12 RESFONSIBELE FOR CONTINUATION PAGE
REVIEW AND APFROVAL OF THE ETUDYIIEZ] For hem B
Mame of IRE
[ Adcrezs | Address 2
-C-tr EfaieProvince/Region Couniry JZIF‘ or Posial Code

E. NAMES OF SUBINYESTIGATORSE {IT rof apoiicable, endsy “hane?)

CONTIMUATION PAGE — Tor Hemn 8

T. HAME AND CODE HUBMBER, IF ANY, OF THE PROTCOOL(S) N THE IND FOR THE ETUDY(IES) TO BE CONDUCTED EY THE INVESTESATOR

FORM FDA& 1572 [TH3) FREVIOUS EDITION 15 OBS0OLETE. Pags 1ol 2

P Pk iy Borrsa 00 | S
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& FROVIDE THE FOLLOWING CLINBCAL FROTCDOL INF ORMATHSN. [Selech ona of Me feilowiag |

[] For Phase 1 investigations, @ general ousine of the planned Investgation Incuding e sstimatsd duration of the study and the
mizdmum rumber of subjects that will be involved.

[ For Priase 2 or 3 Investigations, an outiine of te shudy protocol INGSuding an approcdimaEtion of the numbar of subjects o be
treated with the drug and Me NUMSer o be ampioyed 35 conros, I any; the clinical usss 1o De Investigated; chamcenstcs
of subjects by age, sex, and condifon; the kind of clinkzal obsenatons and laboratony iEsts to be conducied; the estimated
duration of the shudy; and copgies Or & 0esCpion of Case repor Torms o be used.

2. COMBIITMENTS

1 agres to conduct the shudy{les] In accontance with the relevant, cument protocoils) and will only maks changes In & profocol after
nofitying the sponsor, except when necessany 1o protect the sarsty, nghis, or weifars of subjects.

| agres to personaily conduct of supenise the described Investigatonis)
| agrees to Inform any patients, or any persons used s conirois, that the dnegs are being used for Investigational purposes and | wil

ensure that the requirements relating o obtaining Informed consent In 21 GFR Part 50 and Insttutional review board (IRE) review
and approval In 21 CFR Part 55 are met.

| agree to report o the SpONEor A0VErsE Experiences that occur In the course of the Investigafonis) In accondance with 21 CFR
J1Z2.64. | hawe read and undersiand the infomation in the Investigabors brochure, Inclieding he potental nsks and side effects of the

arug

| agres to ensure Mmat all associates, colleagues, and employess assising In Me conduct of he sbudy(les) are Infonmed about their
obligatons In mesting the above commitments.

| agres o mainiain adequate and accurate neconds in accondance with 21 CFR 312,62 and to make thase recorss avalable for
Irespection In accomiance with 21 CFR 312.63.

1'will ersure that an IRS that complies with the requiremeants of 21 CFR Part 56 will be nesponsibie for the InkLal and conbinuing
review and approval of the cinical InvesTigation. | 3iso agree io promplly report 1o he IRE all changes In the eseanch acthity and al
unanticipabed probiems Invoiving fsks i MITEn SUDjects or DMers. Additionaly, | wil not make any Changes In the ressanh wihout
IRE approval, excep! Where Necessany 1o liminate apparsnt Immediate Nazarts to human subjscts.

| Bgres to comply with 3l other requiFemEents regarting the obligations of clinical Investigators and all other pertinent eguirements In
21 CFR Part 312,

INSTRUCTHINS FOR COMPLETING FORM FDA 1572
STATEMENT OF INVESTIGATOR

Complete all sections. Provide 3 separaie page T atditional space ks nesded.
Prowice curticulum viiae or other statement of quailications as described In Secion 2.
Provice protocol cuBing a5 desoribed In Secton 5.

Sign and date below.

FORWARD THE COMPLETED FORM AND OTHER DOCUNMENTS BEING PROVIDED TO THE SPONSOR. The sponsor will
Incorporate this information akong with other 2chnical data Into an Investigational Kew Drug Application (IMDY). INVESTIGATORS
SHOULD NOT SEND THIS FORM DIRECTLY TO THE FOOD AND DR ADRMIMISTRATIOM.

10. DATE (mmsad iy vy 1. SIGNATURE OF INVESTESATCR

-

oW M

(WARMING: A wllfully Talse statement ks a criminal ofMense. U.S.C. Thie 18, Sec. 1001.)

The Information Eslow applles ondy fo requirsmments of the Fapersork Redusticon Sot of 1B8E.

The burden @me for this collecion of informadon Is esimaied o aeemge 100 hoors per Ceparment of Health and Human Services
responss, iIncluding the Hme o evew iesbhuctions, search exising dabla sources, gather Food and Drug Adminisiration
and main@in the dats nesded and complebe amd vy the oollscton of informaton. 2end Cesice of Chilef Imformabon OfMcer
comments regarding tis burden esimate or any other aspect of this Iinformaton colection, Papsrwork Reducton Act (FRA) 2@
Inciudineg suggesions for reducing this bunden o the addness o T fighk PR Siats hhopov
AN agency may N Concoc! oF SOONSRL and a pernon i nod reguired o respond o, & M3 HOT SEND YOUR COMPLETED FIORM
collection of Infomation wnisss ©olsays @ ouTenty vald GAE number. T T THIE FRA 3TAFF EMAIL ADDNREESE.
FORM FDA 1572 [TH3) PREWVIOIS ENTION 1S OBS0OLETE. Pape 2 of 2
* . o
Effective Date(s): \ Revision Date(s):
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ATTACHMENT B:

St Luke S

Fahy &, 1016

Hiovim 5o File;

T & to clasifzy one affiliasices for the following dnecsioaicns;

Lo Asarwels LT

Lalkte"x Hompiial — Bethiebem Camgore, 301 (agnprg Streed, Bedhlebem, PA 15015
Lake"s Hompiial — Andercon Camonss, 1600 31 Lake's Bhed | Fasicn, PA 153045

Lalkte-"x Pinmician Gromp — Cancer Care Axcocises, TO1 Cpopm Streed, Bedhlehesm, PA 15015
S5t Lalkre"s Hompital — Anederccen Casmpes, 1871 5t Lake s Bhod | Fasicen, Pra 15043

e

A AR, T¥

St Lalke s Hompita] — Beethiebem Camgree, 301 Oagnrprp Streeq, Bedhlabem PA 15013
E’.L:.Zne':]'I-szJ Aunderpoen Casmoess, 1600 5t Lase"s Bhed . Easicen, PA 15045
E’.L:.Zne':]'Iom-ﬂlJ Aumedercen Casppeps, 1871 5t Luoke s Ehod, Eaxion, P 15045

351 Laloe"s Phnmmician Geoop — Cancer Cane Axcocimies, T01 Cigopmn Seeewd, Bedthlahem, PA 15015
2 Laoke"s Hospiial — Qroaberiorn Campes, 1021 Pask Avemss, Qoabesorn, PA 15951

Nerdl Bobovan, IMD

St Lake s Hompital — Exthiebem Camegree, 501 (Cagngprp Streeq, BExdhlebem, P 15015

St Louoke"x Pﬂ'-.-n:ﬂ:.'.'}'w:f:n Camcer Cacs Avmpoecimmes TO1 Ceprem Sirass Hedhiaieam B3, 18015
B Loaoke's P:r-dﬁ::n:.'.'.-'r'w:m Cances Tare Axeoeciases I Cadrcergs Boad, ATeesormn, B, 15104
E’.L...ne':]'Iosz Aﬂe—:lw—:u'.':?asm::.]“-ﬁ}lamﬂmhe Allesioe=n, PA 15104

31 Lauloe"s Hompital — Miners Camgoys, 3460 W_ Roddle Sireed, Coaldals, Py 15215
E’.L...ne':]'Iosz Funedercen Casppees, 1600 51 Lok :ZEH'.'-L'I. Eazion PA 13045
E’.L...ne':]'Iom-ﬂlJ ﬁ:-deﬂmﬂﬁ:m‘.&.]ﬁ- St Loke"s Ehd, Fasicn, PA 15045

Focronh Foroos, LT

St Lalke s Hompita] — Beethiebem Camgree, 301 Oagnrprp Streeq, Bedhlabem PA 15013

St Laioe” :P:r-.-.u:ﬂ:.'.'.-'r'w:f:n Cancer Care Ascocizes, TOL Cupopm Streei, Bethlahem PA 13015
St Lalkre"s Pinxician Gromp — Cancer Care Axcocises, 140 Cagroniy Boad, Allemosn, PA 15104
S Lake” :]'Imj ﬂ:-de—"n:a{:a-_'lﬂ:.:, 1500 52 Lake"s Ehed | Fasicen, P 15045

51 Lalos’ :]‘Iom-ﬂd Aumedercen Casppeps, 1871 5t Luoke s Ehod, Eaxion, P 15043

2 Lanke's Hoopial — Allesiorsn Camerss, 1736 Hamition Sireet, Allemiorn, Pa 15104

Althonsh oot specifed oo thedr TV s, the dovesiizaices wrill be conduciing sexsanch ait theos
Iocations

Flasm Pexcin, Stadhy St [T Progect Cocerdinmtor
Clhmscal Triade, 51 Lalte s TUndversity Health Netsork

Effective Date(s): \ Revision Date(s):

10/22/15 | 4/8/16
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ATTACHMENT B Cont’d:

StLukes

This s w0 clacify she afflasons for e following dovestizators;

Hikern Nobommes, LT

Luke"s Hompia] — Bethlabesm Casmees, 501 O Streed, Gedhlebeam PA 153015

Lnire" s Physician Gromp — Cancer Care Associmes, TO1 Cojonpyp Streed, Bedhlebem P 1530015
Liske"s Phosician Groop — Tancer Care Associmes, 240 Cesecniy, Road, Allemosn, PA 15104
Liske's Hospital — Andercon CTamoess, 1571 51 Lasioe's Bhed, Easicn, P, 15045

Luke"s Hompim] — Anclsaooen Casmgpoes, 1600 51 Lule"s Bhod | Fasicen, P 15045

Luke"s Hompim] — A lesmosn Casmons, 17346 Haspihicen Sereeq, Allssposon, PA 15104

Dol LTF

Luke s Hompim] — Bedhlabemm Campeex, 801 (oo Strasd, Badhlabhem PA 18015

Luie"x Phymician Geromp — Cancer Care Accocimes, TO1 Ceaporey Streed, Gedhiebe.m PaA 153015

Looke" :P:rm::n:.'!}'w:m Camcer Care Agpoecimes I940 Cesnceris Foad A Teesos=, P 15104
Lonke=" :]'Im:md Aﬂem-:.{h:m:&,]-*-ﬁ]{amﬂmhe Aflerdcren, P 15104

R

E

R

Dhamiy Criemeinfie, WY

Lanie" s Hompial — Bethlebemm Casmepors, 501 Crspompp Streed, Bedhlebem, P 15015

Lonie=" :P‘:nﬁ:ﬂﬂﬂ-'w:m Camcesr Care Acpocimes I40 Casrcods Foad, A feescen, Pa, 15104
Loke" :]’h‘m&:ﬂﬂﬂ-—m Camcer Cars Aopmeises TO1 Caseren Strass Badhieieen Pa, 15015
Lonlrs® :Hq:u_m:J ﬂﬂem{?a-_':g:s, 1736 Hamilicen Straat, Alemmosn, P 15104

Lonire "5 Hompial — Miners Casmes, 3460 W BEnddle Sweed, Coaldals PA 15218

Awg Schiopars, B4 L

Logie's Heospital — Bedhilahemm Casmonys, 301 gy Straay, Bedbiahem, PA 12013

Luke"s Hompia] — Anclsaooen Caspoes, 1600 51 Lule"s Bhod | Fasicen, P 15045

Liske's Hospital — Anderscn Tamepess, 1571 5t Lasie's Ehed., Easicn, P, 15045

Liske"s Phosician Groop — Cancer Cane Associzmes, TOl Cugogpey Sereeq, Beddehem, PA 18013

S, _Fr., TP

L Luie"s Hompial — Bethlehemn Cammpors, 201 Crmjrmpyp Sireed, Bedhlehemm, PA 1EQLS

E— Liske's Phosician Groop — Cancer Tane Associmes, TO1 Cupogpy Streeq, Bedidehem, PA 18013
22 Looke's Hospital — Wasnes Cameoms, 155 Boseberrs Stnmet, Paillmabers, HT 05555

51 Luie" :]'ImuzJ Tarnen Casppos, 755 Mlesncerin] Pasierayy, Phdlbpaborers, T OER6S

g

e

“‘“E

A B B Drmrwvera, B4C

Liske's Hoxpiial — Bedhilabhemn Camones, 201 (igogm Sineed, Bedfhlabhean, Pa 15015

Loke" :]’h‘m&:ﬂﬂﬂ-—m Camcer Cars Aopoeises TO1 Ceseren Strass Badhieieen Pa, 15015
Lonli=" :]'I-cusz "".-I'.i:-c-':{:a:m:.:, 3460 W Bmdlle, Sreed, Coaldals PA 15218

Lonie" s Hompial — Anderson Casmgpoys, 1600 51 Lulne"s Bhod | Fasion, P 153045

Liske's Hospital — Andercon Cameoess, 1571 51 Lasioe's Bhed, Easicn, P, 15045

g

Atthomeh non mpecifEed o fheedr TV s the dversicaices wrill e comdncting seosanch at theos
Joesatioes

Filarn Pegoin, Sody Soar [In Project Cocedinasor
Chrical Triaks, 5t Ladne"s Tndversity Healh Netsnooi

Effective Date(s): \ Revision Date(s):
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) A
StLukeVS. New Study Feasibility StLuke]"S New Study Feasibility
HOSPITAL Checklist HOSPITAL Checklist
& Health Metwork & Health Metwork
#
¥ rial Title:
Department:
sponsor: Study Characteristics
, . . Does this trial address an area where we currently haveno treatment optionorneed  Yes O Ne [
SLHNPI WRED EOCE  Imsgig O lan additional clinical tial option?
SLHN Co-l: VRSO EDCO Imaging O 1f o, Desenbe how study differs from curenf options:
Leat Research Coordinator: WRED EICO  Imegig O
Backup Research Coordinator VRSO EOCO  Imaging O Does this trial compete with an existing or pending trial? Yes O N QO
Pharmacist VRSO EDCE  Imagng O f Yes, provide prionty Isf including fhe compefing frials and provide jusfification why this tial should be opened
Data Manager IVREOD EDCO Imaging O
Does the use of theinvestigational agent{s)in this protocol requirean applicationte Yes O No O
Laboratory Coordinator VRSO EDCO Imaging O land approval by the BRANY Institutional Biosafety Committee {IEC)?
Key Perconnel saryans s WSO ECD  Imsgng O H¥es,
st e T & FE g o Recombinant DNA not exempt by the NIH Guidelines or requiring Biosafetylevelor Yes O Mo O
abowe {this includes transgenic plants and animals)
[Treatment locations/icampus’ ) " ek . ”.’ il lants and anmats)
(e.0. where |P will be given) i Infectious Agents including:
Human blood, body fluids, or unfixed tissue Yes N
Idditional non-treatment ume Y Thigs, or e tssy 3 o =0
research locations (e.g. Tissues, organs of cell cultures of human onigin Vs g N g
maging, 1, physica exams| Human Gene Transfer Yes g M g
|ocation of IP drug storage: [Dioes the protoeal call for the submission of pathalogy blocks? Yo O N O
When will drup beshipped?  Fer Fatient 0 Upon First Patient Enroled [ Upon Activtion [ If Yes, please contact Pathology fo determine if this s feasible
Does the protocol require extra radiology tests or procedures? Yes O N O
Patient Payments? YesO Mo lD
f Yes, separate amangements will need fo be made with Radiology
[fyes, numberof onsite visits: . -
JER T arste Does the protocol utilize 3 central or local 1ab? Cetsl O Lecsl 0O
Flease Note: Trials REQUIRING the use of 2 cenral IRB in lieu of the SLHN IRB CANNGT be done at Dloes the protocol require correlative PKs? Yo O N O
SLHN I Pl credentialing required? Ys O N 0O
Study Summary
s Radiation Safety Committee review/approval required? Yes O N O
Stfldv Objective Does this trial utilize an Investigational Device? Vs O W @O
rypoines's g) [fYes, answerihe following:
Ge-nera\ EI-|g|t:!\|tyCr|ter|a I Wil the device besupplisd by the spansor or purchased?
i, Wil the device require storage space? Y= 0 N 0O

Effective Date(s):
10/22/15

L [Fyes, Whers wil the device be stored?

Revision Date(s):
4/8/16
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ATTACHMENT C Cont’d:

St Luke‘.'?_s_ New Study Feasibility

HOSPITAL Chacklist

S mevalth et

ihie proboced haee any “00h e w R igue Ui nervser s Thet ane nod |ished sl R | My [ |
Vs pleaas ki LA T O S o o o B ey i
Tk

+ Spomsorship

[hs in an Indusary Sponsosed Triad? = (=]

Wihg b e Coontact af the Sposgoe?

i i 8 Cosperstive Sroup Wludy loncalagy anly]? Yex O Y =

APl it o8 [P LBt Tile il Bonl™

e tmis 5n Inwksbgaior Initiased Trigd Yes [0 his ]
IT ¥

@ Vito will peren a8 Faeed pEw (e g Bpenaad] and whe i The soniaci T

SR o FBLSN-ESOSkGcR]  Foetan oo FTE Tod e Seecakded e DS TrRCp
Sowrpm (EE) Deseod' of Cimecl Trdls Sefors moeng formes

A I el Turstany Fowt thell Dol ™ hi ;] ] Hes O
Accnaal
ST TRl DT D TOER] ROl o TLMYT Faraniy

“Pleddd Aok Towill bedapecoed this! pou &5 e i lekEr PO o Bl S0 SET iUl Db e, S0 D Dl Bh |
i el e e o e D A epr Dl oeers Policy (A mech egl] "

[Fs 1m0 Pl andiar Codl g emared 8 revidw and 5ign 20 on all ¢ g el $tedy Tes O -] [
Hocuments in 3 brsly mannss and oo asegularty schsduled basan -Il-l;ﬂ'lnlll'lﬂ by
FEQU 38Ty JutRoriBEl, B wiudy pretssol andiarangh b anal policiey

Feprogbure ol Princ gsl [nvssiagaior:

SLHM Nare Sresly Fas ey Chapziign Fags 3 =f 3 peely X0, 20EE

Effective Date(s): \ Revision Date(s): ‘
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St. Luke’s University Health Network
Delegation of Authority Log

Version # 2.0
Page 19 of 30

Protocol Number: Sponsor:
Printed Name: Role:
Start Date: End Date:
Protocol Title:

PI CERTIFICATION:

As Principal Investigator (PI) for the above mentioned mvestigational study, I have authorized the followng staffto assume the indicated study responsibilities for
which they are qualified by means of training and experience. I understand that this in no way alters my responsibilities as defined by ICH GCP, applicable regulations,

Principal Investigator Name;

Principal Investigator Signature: Date:

Signature:

Effective Date(s):
10/22/15 4/8/16

OO000O000O000O00C00c

and the clinical trial agreement (or 2quivalent).

Consent Subjects

Subject Eligibility

Complete/Correct CRFs and Queries
Review/Sign CRFs and Queries
IRB/Regulatory

Physical Exam

Adverse Event Reporting

Evaluate the causality of adverse event(s) in relationship to the test product(s)
Lab Collection/Processing/Shipping
Dispense/Return IP

Drug Preparation/Accountability
Other:

Initials: Date:

Revision Date(s):
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ATTACHMENT D Cont’d:

StLukéfs

Bethlehem, PA 18015
UNIVERSITY HEALTH NETWORK 484-526-4000

Note to File

April 28, 2015

RE: Delegation of Authority Log

Please let this note to file serve as documentation that the
centralized Clinical Trials Office (CTO) shall utilize their internal
Delegation of Authority Log (DOAL) for all clinical trials run
through the CTO requiring such a log. The internal template is in
accordance with Federal, state, and local regulations
surrounding the delegation of duties for clinical trials.

**Electronically Signed™*

Tracy Butryn, MS, CCRP
Director of Clinical Trials and Research
St. Luke’s University Health Network

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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ATTACHMENT E:

To:
Subject:
Hi All,

You are all listed as investigators on the above referenced protocol, and thus are responsible for
understanding and compliance with each protocol version.

This email will serve as documentation of the date of training. Please feel free to contact me with any
questions.

Thank you,

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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ATTACHMENT F:

StLukéfs —

Bathlahaim, PA 18015
UNIVERSITY HEALTH NETWORK AR5 15-4000

Date

Re: Protocol Training Documeantation

Protocol Title:

Title of Training:

Date of Training:

This Mote to File will serve as documentation that the following individuals
have been trained on the above referenced protocol. The attached email
containing the training slides and/or protocol amendment was sent via

email, which shall serve as the date of training for the below listed
individuals.

List Research Staff

HOKX
Principal Investigator

My (el My il ”

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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ATTACHMENT G:
Institutional Review Board
St uke S 801 Ostrum Street, Bethlehem, PA 18015
Phone: 484-526-4944
UNIVERSITY HEALTH NETWORK Fax: 484-
526-4979

Request for IRB Exemption
Submit this application (signed) with all required documents to the IRB Office

Certification of Compliance with Regulatory Requirements: IRB #:

All Must be Checked: IRB Use Only:
] FCOl is current for all listed personnel DATE RECEIVED STAMP:
[] No FCOI exists for any listed personnel

] CITl training is current for all listed personnel

Attachments:

Check and include all that apply:

] Project Proposal/Summary [] Waiver of Subject Authorization Request Form
[] Patient Materials (e.g. Questionnaires, diaries, phone scripts, etc.) [] HIPAA De-identification Certification Form

[] Other:

PROTOCOL TITLE:

DEPARTMENT:

SECTION A: Study Personnel

(Include the Principal Investigator, all Sub-Investigators, Research Nurses and Coordinators, Data personnel, Regulatory personnel, and any other
personnel directly involved in the conduct of the research)

Name Address City State Zip Phone

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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SECTION B: Sites where the research will be conducted (please check all applicable boxes)

[ ] SLH - Allentown [ ] SLH - Miners

[] SLH - Bethlehem [] SLH - Anderson

[] SLH - Quakertown [] SLH - Warren

[] Private Office (Specify Location(s): [] Other ()e.g. private offices and/or other institutions for multi-
center IITs):

SECTION C: Exemption Justification

Research activities in which the only involvement of human subjects will be in one or more of the following categories are
exempt from IRB review. Please check those items that apply to your research. These categories are taken from 45 CFR
46.101(b)

[] Research conducted in established or commonly accepted educational settings, involving normal educational practices,
such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the
comparison among instructional techniques, curricula, or classroom management methods.

[] Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview
procedures or observation of public behavior, unless: (i) information obtained is recorded in such a manner that human
subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects’
responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the
subjects' financial standing, employability, or reputation.

NOTE: Audio, video and/or digital recording removes a study from consideration for exemption. The study should be submitted as
expedited or full review

NOTE: In order for research involving children as participants to be exempt, the procedures must be limited to observation of
public behavior where the investigators do not participate in the activities being observed and educational tests. Surveys or

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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interviews of children do not qualify for exemption

[] Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview
procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if: (i) the human
subjects are elected or appointed public officials or candidates for public office; or (ii) Federal statute(s) require(s) without
exception that the confidentiality of the personally identifiable information will be maintained throughout the research and
thereafter.

[] Research involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic
specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that
subjects cannot be identified, directly or through identifiers linked to the subjects.

NOTE: In order to meet this category, tissue and/or data must exist at the time the research is proposed to the IRB.

[ ] Research and demonstration projects which are conducted by or subject to the approval of federal Department or Agency
heads, and which are designed to study, evaluate, or otherwise examine: (i) Federal public benefit or service programs; (ii)
procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs
or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs.

NOTE: In order to meet this category, the research must: 1) be conducted pursuant to specific federal statutory authority; 2) not
involve significant physical invasions or intrusions upon the privacy interests of participant; 3) have authorization or concurrence
by the funding agency.

[] Taste and food quality evaluation and consumer acceptance studies, if (i) wholesome foods without additives are
consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or
agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration
or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U. S. Department of
Agriculture.

1. Investigator's Justification for Exemption:

2. How will privacy of participants be maintained?

3. Explain criteria for participant selection:
4. Will consent be obtained? [] YES [INO

If “YES” what form of consent is being requested with this application?
[] Written: Attach a copy of the consent in the SLUHN template

[] Verbal: Attach a script that will be used to verbally communicate the consent

**If “NO” attach a Waiver of Subject Authorization Request Form**

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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SECTION K: Signatures and Attestation

I will ensure that subjects are not enrolled until | receive written notification of approval and a validated consent form from the IRB (if
applicable).

Principal Investigator Sighature Date

| have reviewed this human subject research proposal and have determined that 1) the listed investigators are members or associates
of the medical staff of the hospital where the research will be conducted and have been appropriately granted hospital privileges to
perform the procedures outlined in the research proposal; and/or 2) the listed investigators are employees of the hospital whose job
descriptions and competencies qualify them to perform the procedures outlined in the research proposal.

Department / Division Chief Date

| have reviewed this human subject research proposal and have determined that it meets the mission of this department/service line.

Department/Division Service Line Administrator Date

Effective Date(s): Revision Date(s):
10/22/15 4/8/16
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SUPPLEMENTAL INVESTIGATOR DATA FORM

Version # 2.0
Page 27 of 30

Date (MMDDYYYY): ] /

Sections 1- 12: REQUIRED INFORMATION (Collected for all inves tigators participating in CTEP-sponsored chnical triaks.)

1. Ivestigaior Mame (Last First, Middie. Susix:

2. Degreefs): 3. CTEF Investigaior ID:

4. Dale of Birth (MMAYYY): 5. Prowider Mo. (NP1 5. Ane you curendy kcensed 1o practice medicne? YES NO

7. Primary Specialty Praciiceis): Cheo Jll that apply. Board Board Boand Board
Elgibie: Crtifisd: Eligiole: Cerified:

Anatomic andior Clinical Pathalogy Oosietics and Gynecology

Clinical Genelcs Orthopedic Sungery

Coion and Rectal Sumgery Ciolanyngology

Dermatobgy Pediatric Hemaology-Oncoiogy

Diagnostc Radioiogy Pediatics

Famiy Pracice Psychiatry

Gastroentemlagy Public Healfh and General Preven@ive Medidne

Gynecokagical Oncology Radiation Cnooiogy

Hematology Sungery

Intemal Medicing Surgical Cnoolagy

Medical Omcalkogy Thoracic Surgery

Meurclogical Surgery Uralogy

Neurology Omer

8. Have you received training in: | Completion of this training 5 mandatory for all CTE Pregistered imvestigators.

Protection of Human Research Participanis™? YES DATE COMPLETED (MMNYYYY): ' L

information

In sections & - 12 wse this side fo & fier enfer new informa bon or viewc ument

In sections §- 12 wse this side io make changes o current informa Gon only.

nsFiuson:
memal Ofice:
Srest Address:
Srest Address:
City:
Saale/Province:
ZipPostal Code:
Counry:

Office Phong No.:
Office FAX No.

Office E-mail:

9. Office Address: The office address and contact insommiation will be used for receipt of all offical cormespondence.

Institution:

Intemal Office:

Strest Address:

Strest Address:

City:
StateProvine:

DipPosial Code:

Coantry.

Oifice Phone Mo.:

Oifice FAX Mo.:

(Office E-mail:

Resmspch Contact Phons Mo, _
Re=msrch Coontact E-mai addeess

10. Research Contact Provide @ phone number and email agdress, suiiable for display on a puliicly accessible websie (2.0, WW CGn0Er.Qow), which can be used by a patient o
contact the inwestigator's research siaff to inquire albout cinical trials appeoved by their IRS and

D@en for encoliment at Teir instiution.

Research Confact Phone N,
Fe=msrch Coninck E-mail address

Effective Date(s):
10/22/15

Paze ]l of 3

Revision Date(s):
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nstitution:
niernal Office:
Strest Address:
Sirest Address:
City:
StateProvince:
ZipPostal Code:

Country:

11. Primary Shipping Address: The prmary shipping address will be used for receipt of all CTEP-suppied investigational agents.

It ftudon:

Internal Office:

Sirest Address:

Sirest Address:

city

SiateProvince:

ZipfPostal Code:

Couniry:

Shipping Desgnee Name:
Shipping Desgnee Phone Noo
Shipping Desgnee FAX Mo

Shipping Desgnee E-mai:

Shipping Designes Mame:
Shipping Designes Phone No.:
Shipping Designes FAX Nou:

Shipping Designes E-mail:

Shipping Designes: Provide name of shipping designee (preferably a pharmacist) approwed 1o oeder and receive CTEP-supplied investigational agents.

CTEFUSE OMLY: [] FsD [ so 1.

12. Ordering Designes(s): Provide name{s) of ordering designes(s) approved 1o crder CTEP-supplied investigational agents. Naote that a “Clinical Drug Reguest (CDR) Form” for a
CTEP-supplied agent must be signed by either the investgator, the authorized shipping designes {from item #11), or an ordering designee (from item #3). An ordering

designee must wse the primary shipping address (from item #11).

A, Oedesing Designes Name: Ordening Designes Nams:
Ordering Designes Phone Moo Ordening Designee Phone No.:
Ordering Designes Fax Mo Ordening Designee Fax Mo.:
Ordering Designes E-mait Ordening Designee E-mail:

B. Ordering Designes Hame: ardenng Designes Name:
Ordering Designes Phane Mo Ordening Designee Phone Mo,
Ordering Designes Fax Mo Ordering Designee Fax Mo.:
Jrdering Designes E-mait Ordering Designee E-mail:

(=]

Ordering Designes Mame:

Ordering Designes Mame:

Ordering Designes Phane Mo Ordening Designee Phone Mo.:

Jrdering Designes Fax Mo Ordering Designee Fax MNa.:

Ordering Designes E-mai: Ordenng Designee E-mail:
Please be sure you have also induded: 1. Compieted FDA Fomm 1572 with onginal signature.

2. Cureni Curiculum Vitae (CV).

3. Compieted FinaCTEPa Disclosure Form with oniginal signature.

| certity that the information on this "Supplemental Investigator Data Form” is true and correct to the best of my knowledge.

Investigator:

Dare:

(Signature)

Effective Date(s):
10/22/15

Revision Date(s):
4/8/16
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INSTRUCTIONS FOR COMPLETING THE "SUPPLEMENTAL INVESTIGATOR DATA FORM™
Investigator Name: Provide legal last name, first name, middie initial or name, and suffix (if apphcable).

Degreeis): Provide degree{s) {(e.g., M.D., D.O. foreign M_D. equivalent).

Section
1
2
3

CTEFP Investigator ID: Provide the unique CTEP investigator number assigned to the investgator by the Pharmaceutical
Management Branch (FMB), CTEP, DCTD, CTEP at the time of initial registration. (Ifan investigator has never registered
to participate in CTEP-sponsored clinical trials, leave field blank. An CTEP Invostigator ID will be assigned by the
PME as part of the rogistration process.)

Date of Birth: Indicate the investigator's date of birth (in MMM Y format).

Prowvider No. (NP1): Indicate the investigator's National Provider Idendifier (NPT,

bl E20l Al S

Medical License: Indicate if the investigator is currently licensed to practice medicne.

Primary Specialty Practice(s): Indicate the investigator's primary specialty practice{s).
Board Eligibile: Indicate if the investigator is eligible for Board Certification in the primary spedialty practice(s) selected.
Board Certified: Indicate if the investigator is Board Cerified in the primary specialty praciice(s) selected.

Investigator Training: Indicate if the mvestigator has completed the NIH-mandated fraining m the proteciion of human
research participants, inchuding date completed (in MMYYYY format). I nesded, additional information and online fraining
are avalable at hite'phrp nibiraining.com . The online traming fakes approdmately one kour to complete. Completion of
protection of human research participants training is mandatory for ALL CTEP-registered investigators.

Office Address: The office address will be used for receipt of all offidal corespondence (e.g., annual regiztrafion and
protocol documents). Include institution, intemal office, street, city, statefprovince, zipdpostal code, and country.

Office Phone No.: Provide dayime phone number at which the investigator can be reached during normal business howrs,
inchuding area code. Investigators from owiside the United Stafes should also include the country code.

Offfice Fax No.: Provids Fax number at which the investigator usually receives faxes, including area code. Investigators from
outeide the United States chould aleo mclude the country code.

Offfice E-mail: Provide E-mail address at which the imvestigator usually receives e-mail. This address will be ussd fo send
information regarding profocols, investigator brochures, stock recovery letters, invesBgator expiry information, and general
information for e investigator.

10.

Research Contact: Provide a phone number and email addrese, suitable for dizplday on a publicly accessible website (e,
waw.cancer.gow), which can be used by a patient to contact the imvestigator's research =iaff to inquire about dinical trials
approved by thewr IRB and open for enrollment at their insfitution.

11.

Primary Shipping Address: The primary shipping address will be used for receipt of all CTEP-supplied investigational
agents. Includs instifution, intemal office, street city, state/province, zip/pestal code, and country.

Shipping Designee: Provide name of hipping designee (preferably a pharmacist) approved to order and receive CTEP-
cupplied agents. Mote that a "Clinical Drug Request (COR) Form” for a CTEP-suppled agent must be signed by either
the investigator, the authonized shipping designee (from item £11), or an ordering designee (from iem £12).
Shipping Designee Phone No.: Provide daytime phone number at which the shipping designee can be reached during
ricernal business howrs, including area code. Shipping designees from cutside the United States should alzo include the
country code.

Shipping Designee Fax No.: Provide Fax number at which the shipping designee wsually receives faxes, including area
code. Shipping designess from outside the United States should also include the country code.

Shipping Designee E-mail: Provide E-mail address at which the shipping designes usually receives e-maill. This address
will be used to send information regarding drug shipments, protocols, stock recovery letiers, and general information for
chipping designess.

12.

Ordering Designesa(s): Provide name(s) of ordering decigneelzs) approved to onder CTEP-zsupplied ageniz. Note that a
"Clinical Drug Reque st (COR) Form ™ for a CTEP-supplied agent must be signed by either the imves tigator, the
authorized shipping designee (from tem £11), or an ordering designee (from item £12). An ordaring designee must
use the primary shipping address (from item £11).

Ordering Designes Phonea No.: Provide daytime phone numbser at which the ordering designee can be reached during
normal business hours, including area code.  Ordering designees from cutsade the United States should also include the
country code.

Ordering Designes Fax No.: Provide Fax number at which the ordering designes usually receives faxes, including area
code. Ordering designess from outside the United States should also include the country code.

Ordering Designee E-mail: Provide E-mail addrese at which the ordering decignes usually receives e-mail. This address

will be used to send information regarding drug shipmente, profocole and general information for ordering designess.

Effective Date(s): Revision Date(s):

10/22/15 4/8/16
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ATTACHMENT I:

Collectiom of this miormahion 15 anonesd noder T1 TFK 3% The wee of thus inSormation 16 he desclowe of cartdy mnbormatiom.
comoarning the financial interssts of the chnical investigaters asscciatod with cEniral vmdiss. This information may be disclowed
to spomsors of chnical trials, Maticoal Cancer Institute, Fecd and Dirag Adminiuration”s Cantar for Dreg Evaluation and
Fesearch and Center for Biologics Evaluation and Eecsarch, anﬂ.r]ﬂ-l:lq:luhna.u.l: of Health and Buman Sarvices.

Sxzbmizsion of thiz information s voluntary, hewstar, = cndsr for us to qualify you to comdact a smdy in accordancs with the milevant, carsat protocol{s )L yon must
complets all Salds.

Public reportng burdea for this collection of izformation is esttmated t0 2verags § mimmies par mspenss, mclading the tme for reviswing instuctions, ssarcking exstng
data sources, gathering and maintyini=g the data meeded, and coopleting and reviewing e collection of mfceration. An asescy may not conduct or spomser, and a
persom is mot required o respond te, 8 collection of information unless it dizplays a correndy valid OAIB control sumber. Send commanr: Tegarding this burdexn

evtimmate or

r othar aspact of this collection of information, inclading suggestions for reducing this burdesn, te: MIH, Project Clearance Branch, 6705 Eockledge Drive,

MSC 7974, Bathesds, MD 20892-7974, ATTH: PRA (0925-0613). Do not retum the complated forms te this addmas.

CONFIDENTIAL
FINANCIAL DISCLOSURE FORM

The FDMA requores that the followms confidentizl finanmal disclosure information be collected for all mveshgators
(see 21CFR. 54.4). Any pharmaceufical company that submmts a marketing application for any diig, iclogic product,
or device 1= required to submit certam mformation concerming the compensation to, and finanecial interests of, amy
climical investigator participating 1o any climeal study suboumtted mn the marketng appheaton. The Cancer Therapy
Ervraluation Program (CTEF) is collecting thas confidentizl information anmmally for all CTEP-registered mvestigators.

Please indicate below 1f vou, your spouse, or dependent childven have any of the following disclosable financial

aTangements.

Yes Ne Do vou currently have or have you at any tinze in the past vear had any compenzation made to
vou by a pharmacentical company in which the value of the compenszation could be affected by
the study outcome?

Yes No Do vou currently have or have you at any tinee in the past vear had a proprietary interest in
any drug, bislogic product, or device, including, but not hmited to, a patent, trademark,
copyright, or Heensing agreement”

Yes No Do vou currently have or have you at any time in the past year had any equity interest in a
pharmacentical company that exceeds 350,000 in valueT

Yes No Do vou currently have or have you at any time in the past vear had significant payiment: of

other sorts totaling 325,000 or more from any single pharmaceutical company to vou or to
vour institution to support activities exclusive of the cost: of conducting clinical studies, such
as a grant to fund your ongoing rezearch, compenzation in the form of any eguipiment mot
directly related to the conduct of the clindcal trial, or retainers to you for ongoing consultation
or honoraria?

If vou answered “Yes™ to amy of the queshions above, please provide the name of the phammaceufical comypany or
compames with whom the financial arrangement exasts (add an attachment 1f needad]).

Pharmaceutical Company(ies)

This form nmst be signed (original siznatre reqoired) and dated snd submirted with your signed FDA Form 1572 {original
signature required) and Supplemental Investigator Data Fonmn as part of your annual CTEP investigator registation packet
Completed forms will be maintained by the Pharmaceutical Management Branch CTEP as part of your confidential
inwvestigator registration file. This informaton will enly be provided (1) to a phammacewtical company which has an
agresment (e.g., & Clinical Trials Agreement [CTA] or & Cooperative Fesearch and Development 4 sreemeant [(CELATIAT)

with CTEP if CTEP is notfied that a licensing application is being prepared by that company or (2) o a Cooperatdve Group
of which you are a member if CTEP is notified that a clinical mial is being developed by that Group and a pharmaceutical
company with whom you have indicated a financial arrangement  YVou may be contacted in the fumre by a pharmaceutcal
COmpany representatve or by your Cooperative Group adminisoative staff for addidonal information.

Signature Dhate Printed Name

Effective Date(s): Revision Date(s):
10/22/15 4/8/16



