Indiana University Melvin and Bren Simon Cancer Center

Scientific Review Committee

Submission help document

All studies requiring contact with cancer patients must undergo concurrent Feasibility Review and review by the Scientific Review Committee (SRC) prior to IRB or VA R&D submission

1. Investigator-Initiated Trials (IIT’s) are encouraged to collaborate with the Protocol Development Coordinators. If you have an IIT to submit, contact Lauren Roland (bakerlam@iu.edu) or Jessica Sastre (jsastre@iu.edu) before submitting for Feasibility Review and SRC.

2. When you are ready to submit to SRC, contact the SRC Coordinator, Sandra Milescu (crosrc@iupui.edu) to obtain submission instructions and documents. The SRC Submission Deadline is generally the last Friday and 2nd Tuesday of the month. (SRC meeting and submission dates document can be found at the link listed below under “helpful tips”).
3. For studies not managed by the Clinical Trials Office (CTO), complete the REDCap questionnaire through the Office of Clinical Research (OCR). The link to the form can be found at: https://redcap.uits.iu.edu/surveys/index.php?s=PEETD4W9MX
If you have already done this, please skip this step and follow email instructions provided by the OCR. 
4. Once your study is SRC approved, read the addendum included with the approval letter for important instructions on data monitoring, OnCore entry, and other significant information. 
All SRC reviewed studies also simultaneously undergo a Feasibility review process

· IIT’s work with Lauren and Jessica in protocol development prior to submission – this is not mandatory but please reach out to them for a Protocol No. assignment
· NCTN and other cooperative group trials will undergo expedited SRC review 

· Non-IU IITs from an NCI-designated site with an approved PRMS and SRC approval will undergo expedited review 

· SRC will meet twice per month to review protocol submissions. Please see link under ‘Helpful Tips’ for Tuesday and Friday meeting dates and locations for 2020.

· CTO Feasibility Review will be done concurrently with SRC review so deadlines and meeting dates for both will fall on the same dates. 

· Any studies with CTO feasibility issues will still undergo SRC review but will be placed on an administrative hold prior to approval. If a study requires administrative hold, the study team will be notified via SRC Outcome Report and study will be placed on “hold” in OnCore. Once the feasibility issues have been addressed, the “hold” will be lifted and the study can continue study start-up activities.

Required Documents for SRC Submission

1. Final Version of the Protocol (no drafts, no editing marks)

2. Feasibility Checklist/Prioritization Scoring Card 

3. Informed Consent – drafts/templates are accepted, but no editing marks

4. Investigator Brochure – if applicable

5. DSMP Questionnaire (Data Safety Monitoring Plan) [see helpful tips below for more information]

6. Draft Budget (or Funding Sheet for NCTN trials)
7. Contract

8. Study Snapshot from Clinical Trial Portfolio and attendance Sheet 
9. ORI Registration Form 
10. If submitting another institution’s IIT from an NCI designated Cancer Center, PRMS Approval Letter from that Cancer Center, to permit expedited SRC review

Helpful Tips:

· SRC submission document, meeting dates and submission deadline dates can be found on the IUSCCC site at: https://cancer.iu.edu/research-trials/trials/src-resources.shtml
· DSMP Questionnaire 

· Industry sponsored studies can send this form to the sponsor to complete.

· IIT’s will work with the Protocol Development Coordinator to complete.

· Contact dsmc@iupui.edu with any DSMC questions.
· If you are submitting a CTO-managed basket trial, please reach out to your manager for further instructions

· If you are using the ICRC (Clinical Research Center):

· CTO-managed studies:

· Select “yes” in OnCore for ‘ICRC Participation’
· Add Sharon Cromer and Harshpreet Dhami as Clinical Research Center Staff in Oncore under Protocol Staff
· Select “yes” on the Feasibility Checklist for the ICRC question.
· For more information, please visit:  https://redcap.uits.iu.edu/surveys/?s=ZQtzsx
· Non - CTO-managed studies:
· Add Sharon Cromer and Harshpreet Dhami as Clinical Research Center Staff in Oncore under Protocol Staff
· Select “yes” on the Feasibility Checklist for the ICRC question.
· If your study is a multicenter IIT with IU or IUSCCC as the sponsor:
· You will be contacted by the Multicenter Coordinators with additional information including requirements for study maintenance. If you have any questions regarding this process prior to SRC approval, please contact Lina Sego lmsego@iu.edu or Amber Bauchle adbauchl@iu.edu. 
· For Bone Marrow Transplant or Cellular Therapy (TILS or CAR T-cell) trials, please reach out to BMT and CTL asap with protocols at time of SRC submission

See below for definitions of ePRMS Submission Console entry fields

Definitions and helpful information regarding fields and sections of the

ePRMS Submission Console:

**All Oncore fields are mandatory when creating an SRC submission. **
Reach out to the SRC coordinator for assistance if you are unsure of how to complete any fields

	Library

Protocol No.

NCT Number
Department

Title 
Short Title


	Select the Cancer Center library for Cancer Center studies

The main identifier for a protocol. This needs to be a unique identifier for both sponsored and IIT trials entered in OnCore. Naming Convention for identifier: Acronym for Primary Management Group-Sponsor #.  Example: CTO-E0554 
- If this is a non-CTO managed study, please see below for appropriate naming convention:
- If it is an Investigator Initiated study, the Protocol Development will assign the protocol an IUSCCC number once the submission has been received
CTSI-CC

CTSI-CC- Clinical Research Center

CTSL-CC

CTSL-CC-Clinical and Translational Support Lab

DERM-CC

DERM-CC- Dermatologic Oncology

MRI-CC

ECRO-CC- Enterprise Clinical Research Operations

GI/HEP-CC

GI/HEP-CC- Gastroenterology/Hepatology Oncology

INFD-CC

INFD-CC-Infectious Diseases

INTM-CC

INTM-CC- General Internal Medicine and Geriatrics Research

MMGE-CC

MMGE-CC- Hereditary Genomics

NEUR-CC

NEUR-CC- Neurology Oncology

NURS-CC

NURS-CC-Nursing Research

OBGYN-CC

OBGYN-CC- Gynecologic Oncology

OPTH-CC

OPTH-CC- Ophthalmology

ORI-CC

ORI-CC- Office for Research Imaging

OTHN-CC

OTHN-CC- Otolaryngology / Head & Neck Oncology

PCTR-CC

PCTR-CC- Pediatric Clinical Translational Research

PICU-CC

PICU-CC- Pediatric Intensive Care Unit

RADY-CC

RADY-CC-Radiology and Imaging

RAD-CC

RAON-CC-Radiation Oncology

SNEU-CC

SNEU-CC- Neurosurgical Oncology

CSR-CC

SURG-CC- Surgical Oncology

UROL-CC

UROL-CC-Urologic Oncology

National Clinical Trial number found on https://clinicaltrials.gov/
Format example:  NCT01956366 - (PD/Regulatory add this at IRB submission). If the protocol does not have an NCT number, please enter “NA”.
Medicine- Hematology/Oncology for IUSCCC CTO studies.  For cancer studies managed outside the IUSCCC CTO, the department OR department and division is associated with the Principal Investigator of record at the IRB. For Gyn/Onc studies, department should be associated with PI of record at the IRB
Title is the full length title as listed on the protocol document. This should match the title used in the KCIRB application. Please limit to 600 characters, if possible, to be consistent with www.clinicaltrials.gov field length. (Copy and paste protocol title)
An abbreviated description of the protocol- Please include phase, drug name, and what disease is under study

	Objectives

Phase
Scope

Age
	Identifies the objective for the protocol according to your institution's SOPs. Objectives populate to the SIP Console and display on the public website. (Copy/paste or summarize the objectives/endpoints of the protocol)
Select Phase that pertain to study

Indicates the enrollment scope. Typically, 'Local' indicates the trial will only be open for the research center, 'National' indicates a multi-institutional trial.
Enter the age of the locally acceptable age group. Age is used to indicate the age group of the subjects that are eligible for this protocol, as listed in the protocol eligibility checklist. Based on NIH and NCI Definitions, select from one of the following categories:

· Children:  Pediatric protocols where subject eligibility is 18 years of age and younger. 

· Adults:   Adult protocols where subject eligibility is 18 years of age and older

· Both:   Any protocols where the above age definitions overlap.



	Consent at Age of Majority

Drug Accountability
Investigator Initiated Protocol 


	Studies including children will trigger the Consent at Age of Majority field to display “Yes” and prompt re-consenting of subjects at the age once the reach 18.  (Leave this blank if not applicable).
Indicates whether drugs are being used and recorded within the protocol.
Investigator Initiated Protocols (IIT) are studies that are authored or co-authored by an Indiana University/Indiana University Health/Eskenazi/VA investigator regardless of sponsor/funding (federal, cooperative, consortium, industry). 

	Involves Therapy

Open for Affiliates Only
	Does your study involve additional therapy?

Indicates if the protocol can be opened for accrual at affiliate sites but not at the Research Center if set to 'Yes'.  Always NO

	Summary Accrual Info Only
	This field is marked as “Yes” when summary subject data only will be collected for a protocol.  This is generally going to be NO for most IUSCCC studies. Choose Yes if you are entering summary demographics. Additional fields will need to be entered for non-interventional trials when completing Summary Accrual information, but not full subject registration. This is “Hybrid Summary Accrual” that is required for non-interventional trials.
Studies meeting the below requirements for individual subject registration should not select yes. 

Individual Subject Registration is required for the following:

 Studies requiring safety flags in the EMR (i.e. PowerTrials).

 Studies requiring Medicare Coverage Analysis

 Studies requiring Research Billing tools (i.e. Billing

Slip).

 Studies categorized as Interventional

 Studies requiring IU specimen storage services.

	Protocol Types:


	

	          Treatment:
	Protocol designed to evaluate one or more interventions for treating a disease, syndrome or condition.  (DT4: Interventional)

	           Prevention:
	Protocol designed to assess one or more interventions aimed at preventing the development of a specific disease or health condition.  (DT4: Interventional)


	            Supportive Care:
	Protocol designed to evaluate one or more interventions where the primary intent is to maximize comfort, minimize side effects or mitigate against a decline in the subject’s health or function. In general, supportive care interventions are not intended to cure a disease.  (DT4: Interventional)


	            Diagnostic:
	Protocol designed to evaluate one or more interventions aimed at identifying a disease or health condition.  (DT4: Interventional)


	            Screening:  
	Protocol designed to assess or examine methods of identifying a condition (or risk factors for a condition) in people who are not yet known to have the condition (or risk factor).  (DT4: Interventional)


	Health Services               Research:

  Basic Science:
  Banking:
      Registry:

	Protocol designed to evaluate the delivery, processes, management, organization or financing of health care.  (Non-Interventional)

Protocol designed to examine the basic mechanisms of action (e.g. physiology, biomechanics) of an intervention. 
Primary study is designed to collect specimens only, where the specimens are stored long-term and are not collected for a specific, research purpose.
An observational study that is also considered to be a Patient Registry. This type of study should only be registered once in the Protocol Registration and Results System (PRS), by the sponsor responsible for the primary data collection and analysis. 

 

	  Other:

Retrospective: 
	Not in other categories. 
Study data collection looks backward using observations collected in the time range prior to subject selection and enrollment (i.e. – retrospective chart reviews) 


	Cancer Prevention and Control
Data Table 4 Report Type
Registration Center 


	Indicates that the protocol involves subjects that do not currently have cancer if set to 'Yes'.  Subjects could be at risk of the cancer or in remission. Use this field to indicate the protocol is being used for prevention.  Cancer prevention and control protocols approved for implementation by CCOP (Community Clinical Oncology Program) research bases are assigned cancer control credit. The cancer control credit assignment is determined by the NCI protocol review committee as part of the review process. The credit assignment is commensurate with the data management workload associated with a given protocol.

The drop-down consists of report types that become sections within the NCI Data Table 4 report typically for Cancer Center studies only.  Choices include: 

· Interventional: individuals are assigned prospectively by an investigator based on a protocol to receive specific interventions. The participants may receive diagnostic, treatment, behavioral, or other types of interventions. The assignment of the intervention may or may not be random. The participants are followed and biomedical and/or health outcomes are assessed. 

· Observational: Studies that focus on cancer patients and healthy populations and involve no prospective intervention or alteration in the status of the participants. Biomedical and/or health outcome(s) are assessed in pre-defined groups of participants. The participants in the study may receive diagnostic, therapeutic, or other interventions, but the investigator of the observational study is not responsible for assigning specific interventions to the participants of the study

· Ancillary: Studies that are stimulated by, but are not a required part of, a main clinical trial/study, and that utilize patient or other resources of the main trial/study to generate information relevant to it. Ancillary studies must be linked to an active clinical research study and should include only patients accrued to that clinical research study. Only studies that can be linked to individual patient or participation data should be reported. 

· Correlative: laboratory-based studies using specimens to assess cancer risk, clinical outcomes, response to therapies, etc. Only studies that can be linked to individual patient or participant date should be reported. 
Typically used to indicate the type of organization responsible for subject registration.  Select “Internal-Research Center” when subjects are formally registered only at the Cancer Center (ex. Investigator authored studies, registered into Oncore). Select “External” when subjects are registered through outside sponsor (ex. Pharma, ECOG, HCRN)



	Involves Correlates or Companions

Data Monitoring
Adjuvant Therapy

	Check yes if you plan on collecting and/or analyzing correlative samples at IU.  It allows you to show a summary of the number of patients collected and/or analyzed and well as number of samples collected and/or analyzed.  You can also summarize results of these studies here.  It does not have to be used, but should still be marked yes if the study plans on collecting/analyzing correlative at IU.

Records the party responsible for monitoring the protocol data.
· External:  Sponsor or CRO is responsible for monitoring; 

· Internal:  DSMC is responsible for auditing and monitoring and has oversight of the trial (investigator-initiated studies including HCRN or BTCRC trials where IUSCCC PI is the lead investigator)

· CRO: Do not use this option

Treatment given after the primary treatment to increase the chances of a cure.  Adjuvant therapy may include chemotherapy, radiation therapy, hormone therapy, or biological therapy.



	Includes Specimen Banking

ICRC Participation

Multi-Site Trial

Investigational Drug 

Precision Trial

Precision Trial Classification

Pilot
	This checkbox is used to indicate if the protocol is associated with banking collected specimens at IU.  Mark Yes only if banking samples at IU.

Select ‘Yes’ for studies using the ICRC. Add CTSI-CC- Clinical Research Center to management group. Add Harshpreet Dhami and Sharon Cromer as staff role ‘Clinical Research Center Staff’
Indicates whether a protocol is open strictly at the IUSCCC (including Methodist, University, Riley, Shcwarzand Eskenazi, etc) select ‘No’. Select ‘Yes’ if this is a multi-institutional study. 

For protocols in the Cancer Center library, this field affects Data Table 4 reporting as follows: 

· If marked as 'Yes', the protocol is considered multi-site on the Data Table 4 report, regardless of whether multiple institutions are listed in the PC Console > Institution tab.

· If marked as 'No', the protocol is not considered multi-site on the Data Table 4 report, regardless of whether additional institutions are listed in the PC Console > Institution tab.

· If left blank, the protocol is determined as multi-site based on whether more than one institution is listed in the PC Console > Institution tab.

Investigational Drug field is answered as “Yes” if the protocol includes at least one investigational agent requiring an IND regardless of who manages the IND (e.g. Institution, PI or Sponsor).  An Investigational Drug is a drug (or biologic) used in humans in any way other than in the course of approved medical practice.  This field has associated functionality in OnCore, allowing for entry of IND submissions (e.g. initial and subsequent submissions to the FDA).  If the study is IND Exempt, this field should be marked “No” (this includes studies for which an IND application was submitted, but the FDA granted exemption). 
Indicates whether the protocol uses precision medicine. Options are Yes, No.

Studies that target specific genetic mutations/abnormalities in tumors, such as any of the “umab”s or “inib”s (i.e. Bevacizumab, Pembrolizumab, Erlotinib, Dasatinib, etc.). 

NCI definition can be referenced here: http://www.cancer.gov/cancertopics/factsheet/Therapy/targeted
If study fits into more than one category, choose the one that is more specific to the study
Basket: for trials that allow the study of multiple molecular subpopulations of different tumor or histologic types all within one study. These trials can include highly rare cancers that would be difficult to study in randomized controlled trials, and they might include multiple treatments by which subjects are matched based on gene expression.

Trials are specific mutations for multiple Cancer types, ex. MATCH trial.  Think in terms of trials with multiple diseases (crossing teams/clinics); mostly solid tumor 

Umbrella: for trials using a design that focuses on a single tumor type or histology. It involves a group of two or more enrichment designs, or sub-studies, that are connected through a central infrastructure that oversees screening and identification of patients.

ex. Lung MAP and  ALCHEMIST.  Think in terms of the umbrella being the single disease and the spokes are various biomarkers. 

Targeted: for trials designed to evaluate treatments targeted at one or two molecular populations in single or multiple disease types.

Adaptive: for other studies believed to be precision medicine trials based on non-traditional study design not identified above, limited inclusion criteria, and emphasis on patient-centric treatment.

Pilot study? Yes or No 

	Accrual Numbers

**Protocol target accrual:
RC Total Accrual Goal (Upper)
RC Total Accrual Goal (Lower)
RC Annual Accrual Goal  
Completion Date


	For each protocol, an upper and lower, and annual accrual goal (in months) are required. 

if study is an IIT, and we are lead site, this number is the total protocol target accrual number. If we are not lead site, this number is accrual target for our site only i.e. the RC Total Accrual Goal will be the same as the Protocol Target Accrual.
is the maximum side of the range of the estimated total accrual for the institution (cannot exceed the IRB approved Accrual). Should be the number approved by the IRB for consented subjects.
estimates the minimum number of subjects you plan to enroll locally.  This field is editable and should be updated on a monthly or quarterly basis.  
Indicates the estimated number of subjects that will accrue for the year at the research center running the protocol. It may be shown on the NCI Data Table 4 Revised--Clinical Research Protocols report.
At the time of initial submission- while entering information in before SRC submission completion (i.e.- after receiving CDA, accrual numbers may be unknown, use the following dummy fields in the case- Protocol Target, Lower, Upper accrual, and duration- “0”.’

At the time of initial submission- while entering information in before SRC submission completion (i.e.- after receiving CDA, completion dates may be unknown, use dummy information as follows: 1/1/2100”. 

· Primary Completion Date:  The date that the final subject was examined or received an intervention for the purposes of final collection of data for the primary outcome, whether the clinical study concluded according to the pre-specified protocol or was terminated. (Defined by ClinicalTrials.Gov).

· Study Completion Date:  Date on which the final participant in a clinical study will be examined or receive an intervention to collect final data for the primary and secondary outcome measures and adverse events.



	Administrative Groups
Disease Site 
	 Each section needs a PRIMARY box checked

PROGRAM AREAS: only CPC or EDT should be selected
a. Behavioral protocols use Cancer Control and Prevention (CPC)

b. Correlative only studies use Cancer Control and Prevention (CPC)

c. All other studies use Experimental and Developmental Therapeutics (EDT)

Oncology Groups: 

Oncology Groups are the internal reporting groups within the Research Center. The Oncology Group marked as Primary will become the default value for the Oncology Group field on the Subject Console > On Study tab. 

Each oncology group added should also be listed as a management group.
MANAGEMENT GROUPS:

CC-Adult Clinical Research Office: should be added anytime this study is involved in any aspect of the IUSCCC CTO, primary or secondary. This should be set to primary only when the IUSCCC CTO is managing the entire study.

If the CTO is managing a portion of the study, i.e., Finance or Regulatory, see below. 

CC-CTO Regulatory: Should be added when the IUSCCC CTO is not managing the entire study, but is managing the regulatory part of the study. This group should NEVER be marked as primary and should never be added when the IUSCCCC CTO is managing the entire study.

CC-CTO Finance: Should be added when the IUSCCC CTO is not managing the entire study, but is managing the financial part of the study. This group should NEVER be marked as primary and should never be added when the IUSCCCC CTO is managing the entire study.

Disease Team Management Groups: Each disease team that is targeted in the protocol should also add their management group to PC Console. This should only be set to primary if it is outside the IUSCCC CTO.  Each disease team/management group added should also be listed as an oncology group.
CC-CTO Study Lab: Any study that involves the IUSCCC CTO Lab to collect/process/manage samples needs to have this management group added. This should never be set to primary.

CC-Multicenter Network: This is added for all multicenter studies that we manage and should not be set to primary.

CC-Spring Mill Clinic: Add this to any study that is open at the Spring Mill Clinic.

CC- Eskenazi: Add this to any study that is open at Eskenazi.
CTSI-CC- Clinical Research Center: add this to studies using ICRC

RCS- RCS-CC-IU Health Revenue Cycle Services: add this to any study where the CTO finance group is responsible for the budget, contract, and Medicare Coverage Analysis.
Choose corresponding Disease site from the list.


	Institutions
	Please be sure that the institutions checked match the management groups previously selected as described above.



	Sponsor
	A sponsor must be entered. Multiple sponsors can be listed if applicable.  

The SRC Coordinator can add a name if it is not on the list.  
1. Ensure “Principal” box is checked when submitting.  This allows the information to be seen in other consoles.  Otherwise, the sponsor will not show.

*Sponsor Protocol No. must be entered for all sponsors listed.*



	Competing Protocols
	This information should match the competing protocol section of the Prioritization Score Card document



	Protocol Staff:
	Note: One person can be listed multiple times with different roles
For studies managed by the Cancer Center Clinical Trials Office (CTO) (including partial management such as finance or regulatory)
REQUIRED:
· Principal Investigator *do not select Treating/Enrolling Physician*
· Co-investigators that should be included on IRB submissions
· PowerTrials Study Contact (primary research nurse)
· PowerTrials Creator (should always be Cheryl Yacone)
· Study Site Contact

· Clinical Research Specialist (only one should be listed, use “other staff” for backup)

· Protocol Coordinator  
· Disease-specific RCC

· Research Nurse(s)

· Eskenazi CRNs as Research Nurse if Eskenazi is a site

· VA CRPSs as Clinical Research Patient Specialist if VA is a site: VA CRPS

· Schwarz/North CRNs/CRPSs is Research Nurses and Clinical Research Patient Specialist if Schwarz or North are sites: add CRN, CRPS 
· IU West CRNs as Research Nurses if West is a site: add staff 
· Budget Contact: Finance analyst (one per study)

· Account Contact: Assistant business manager (one per study)

· Statistician (for IU-IITs)

· Multicenter IITs where IU/IUSCCC is the sponsor: 

add Lina Sego and Amber Bauchle as staff role ‘Protocol Coordinator’
· Studies using the ICRC: add Harshpreet Dhami and Sharon Cromer as staff role ‘Clinical Research Center Staff’

For studies NOT managed by the Cancer Center Clinical Trials Office (CTO)

REQUIRED:

· Principal Investigator 
· Co-investigator(s) 

· Study Site Contact

· PowerTrials Study Contact (patients/doctors would be directed to this person for inquires)
· PowerTrials Creator
· Protocol Coordinator: must be added for all studies not managed by the IUSCCC CTO.  This person could be an administrative assistant, clinical research specialist, study/protocol coordinator, research nurse, or the PI and is responsible for entering accrual and other required data.
· Budget Contact (This role is responsible for creating and overseeing the budget and also serves as the point-of-contact for patient billing questions).

· Research nurse(s) & Research coordinators

· Statistician (for IU IITs only) 

· Multicenter IITs where IU/IUSCCC is the sponsor: 

add Lina Sego and Amber Bauchle as staff role ‘Protocol Coordinator’



	Documents:
	Required:

Final version of Protocol

Informed Consent (draft version okay)

DSMP questionnaire

Feasibility Checklist/Prioritization score card

Clinical Trial Portfolio Snapshot and team attendance sheet 
Investigational brochures (IB)(If available)

Co-investigator signatures/email acknowledgements 
*for non-IU IITs receiving expedited review from an NCI-designated site with an approved PRMS and SRC approval, must include PRMS and SRC approval letter  

If applicable: 
Any additional subject materials (e.g. patient diaries)

Query Response (for previously Tabled studies)

Please review the table below to know what categories to upload documents under. Please note, if the study has more than the available options of consents, protocol, etc. please contact your regulatory coordinator for further assistance/guidance for how to upload.

It is important the documents are uploaded correctly, as this needs to correlate with regulatory’s uploads once the study is IRB approved. Failure to upload in the correct spaces may mean an item will be missed at the time of IRB submission.

OnCore Document Type

What should be uploaded

Consent – Blood

Consent that is separate from main study consent – specific for collection of additional blood samples

Consent – Other

Consent that does not fall into the other consent categories or an additional consent for those categories

Consent – Tissue

Consent that is separate from main study consent – specific for collection of additional tissue samples

Consent – Treatment

Main consent for the trial * if study has more consents than options for upload please contact RCC

DSMP Questionnaire

DSMP questionnaire

Feasibility Checklist

SRC feasibility checklist only

Investigator Brochure 1, 2, 3

IF study has more than one IB please upload each to a separate number

Lab Manual

IF study has a lab manual available at the time of submission – this is optional

Miscellaneous 1, 2

Document needing IRB approval not fitting any of the other categories

Other

Document needing IRB approval not fitting any of the other categories (Do NOT place more than one document in this field as it replaces all other documents you list as other – if you have too many documents for other or misc, please contact RCC)

Clinical Trial Portfolio Snapshot
DOT Portfolio snapshot of meeting 
Prioritization Scorecard

FARC prioritization scorecard only

Protocol 1, 2

If study has more than one protocol please use each option for each protocol – if it has more than 2 please contact RCC

Query Response

For response to queries from SRC only (i.e. provision responses)

Subject Material 1, 2, 3, 4

Questionnaires and other subject materials needing IRB approval (if there are more than 4 please consult with RCC)

Sponsor Memo

If the sponsor sent a memo with the protocol version you are submitting please include it here (i.e sponsor didn’t want to amend entire protocol yet so they submit a memo for the protocol) general sponsor communication does not go here.

Subject Diary 1, 2, 3

Drug diaries – if study has more than 3 please contact RCC



	Signoffs:
	Please leave blank

** Once you have completed your SRC submission, please go back to your CRA view in Oncore, and go to PC console.  Once you have entered in the protocol click on the documents/info tab and go to the FAQ section.  Please provide sponsor contact information for regulatory at this time. 
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