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	Oncology MISP Submission Form

All fields are required per the instructions provided below based on the objectives of your submission. An incomplete form will be returned to the submitter.

	Clinical Objectives Only
	Clinical + Translational Objectives
	Translational Objectives Only
(i.e. testing on previously collected human samples)
	Pre-Clinical Submissions
(i.e. studies using non-human models/tissues)

	Complete all sections with green headers
	Complete all sections with green headers AND all sections with blue headers
	Complete all sections with blue headers and the following sections with green headers:
- Study Title
- Principal Investigator Contact Information
- Product Information (1st question only)
- Study Information
- Feasibility (as directed)
- Budget Summary
- Publication Plan
- Data Sharing
 -References
	Complete Appendix A in addition to the required sections with green headers. Additional guidance is provided in yellow text.  




	Proposed Study Title

	Study Title:
	     

	Short Title:
	     

	Request Date:
	     

	Principal Investigator Contact Information

	Name: 
	     

	Title:
	     

	Primary Institution Type:
	|_| Clinic 
|_| Cooperative Group
	|_| Hospital 
|_| University/Academic Center 
	|_| Other (Please Specify) ____________________

	Is the Institution listed above part of a Consortium?
	|_| Yes                     |_| No                    |_| If yes, please Specify:      

	Name of Institution:
	     

	Address 1:
	     

	Address 2:
	     

	City, State, Zip:
	     

	Phone/Fax:
	     

	E-mail:
	     

	General Information

	Type of Support:
	[bookmark: Check1]|_| Funding and Product 
	|_| Product
	|_| Funding

	Indication:
	     

	Tumor Type:
	     

	Tumor Stage:
	     

	Line of Therapy
	     

	Study Type:
	|_| Interventional – treatment             |_| Interventional – no treatment
|_| Non-Interventional 

|_| Clinical                                                      |_| Co-Clinical/Translational                         |_| Translational

	Study Phase:
	|_| Preclinical
|_| Phase I
|_| Phase I/II
|_| Phase IB
	|_| Phase II
|_| Phase IIA
|_| Phase IIB
|_| Phase II/III
	|_| Phase III
|_| Phase IV
|_| Other: ______________

	Trial Design/ Model/ Enrollment Allocation:
	|_| Factorial 
|_| Crossover
	|_| Randomized
|_| Non-Randomized
	|_| Parallel
|_| Sequential/Adaptive
|_| Single Group

	Pediatric Involvement – Trial has participants under 18:
	|_| Yes                     |_| No

	Product Information
Please note: Pembrolizumab will NOT be provided unless in combination with one of the listed products and in accordance with the posted Areas of Interest. If this is a funding only request, this section can be skipped.

	Please select the product of interest:
	|_| Sacituzumab tirumotecan (sac-TMT) (4mg/kg Q2W)

	
	|_| Bomedemstat (Bomedemstat is available in the following dose strengths: 10, 15, 20 and 50mg capsules. Please use the space provided to specify the study’s starting dose of bomedemstat. Enter N/A for pre-clinical.)      

	
	Nemtabrutinib: |_| 65mg
                                  |_| 45mg (only available in certain combinations; Further discussions will be needed)

	
	|_| Zilovertamab vedotin (ZV) 1.75mg/kg 

	Is your study mono or combination therapy? 
	|_| Monotherapy                   |_| Combination Therapy

	If combination therapy, list combination partners (If your study requires pembro, please specify here): 
	|_| Pembrolizumab IV


|_| Pembrolizumab Sub-Q

Other Drug Name:      
Other Drug Dose:      

Other Drug Name:      
Other Drug Dose:      
	|_| 200mg Q3 Weks
|_| 400mg Q6 Weeks

|_| 395 mg/4,800 units Q3 Weeks |_| 790 mg/9,600 units Q6 Weeks

Other Drug Class:      
Other Drug Modality:      

Other Drug Class:      
Other Drug Modality:      
	Length of Treatment (in weeks):      

Length of Treatment (in weeks):      
Route of Administration:      


Route of Administration:      


	If the above combination involves a non-MSD drug, has/have the source(s) of combination partners been Identified? 
	|_| Yes                     |_| No
If yes, please specify:      

	Study Information

	Background and Rationale 
· Provide background on unanswered translational research question(s) the study is attempting to answer (do not exceed one page). Summarize any relevant information not included in pre-review template.

	

	Study Population
· Provide details on the type(s) of cancer under study, general catchment of the participating centers, the expected age/racial/ethnic/birth sex breakdown of participants, etc. If your submission is translational only, please provide details regarding the study from which samples originated. If your submission is pre-clinical, please skip this section. 

	

	Diversity and Inclusion
· Please explain how the study would support diversity in enrollment and include additional resources available to support such enrollment. If your submission is translational only, please explain how the study from which samples originated supported diversity in enrollment. If your submission is pre-clinical, please skip this section.

	

	Patient Engagement
· Please explain how the study design, recruitment, and conduct will be informed by patients or patient advocacy groups. If your submission is translational only, please explain how the study from which samples originated was informed by patients or patient advocacy groups. If your submission is pre-clinical, please skip this section.

	

	Research Objectives and Hypotheses
· List the objectives and hypotheses for the research components of the study. Please ensure to provide PROTOCOL QUALITY detail. If your submission is pre-clinical, please use translational objective and hypotheses sections below to describe your study.

	Primary Clinical Objectives and Endpoints (PC)







	Primary Clinical Hypothesis





	Primary Translational Objectives and Endpoints (if applicable) (PT)





	Primary Translational Hypothesis (if applicable)





	Secondary Objectives and Endpoints (S)




	Secondary Hypothesis





	Exploratory Objectives and Endpoints (E)

	Trial Design
· Provide a PROTOCOL QUALITY description of the design of your study here. 

	






	Study Schema
· Please insert a graphic study schema or visual representation of trial design.

	






	Inclusion Criteria 
· Please limit enrollment to patients with an ECOG score 0-1
· If your submission is translational, please describe the population from which samples were derived.
· If your submission is pre-clinical, please skip this section.

	

	Exclusion Criteria
· If your submission is translational or pre-clinical, please skip this section.

	

	Treatment Plan
· Provide a PROTOCOL QUALITY description of the clinical dosage(s), form, route, and dosing regimen for each group/cohort or treatment arm.
· If your submission is translational or pre-clinical, please skip this section.

	

	Statistical Analysis Plan
· Provide a PROTOCOL QUALITY description of the statistical approach to testing the primary hypotheses and/or evaluating the primary objectives. Include justification for clinical sample size and primary hypothesis testing.

	

	[bookmark: _Hlk85021208]Translational Research Study Design (if applicable)
· Provide a PROTOCOL QUALITY description of the technical and analytical approach to addressing the translational research objectives of the study.
· Include Translational Sample Collection Scheme.

	




	Sample Analysis Plan (if applicable)
· Please list all samples to be analyzed, the number of samples available for analysis, the study visit or treatment timing when samples are obtained, the assay to be used, the priority for analysis, and the corresponding study objective. Insert rows as needed.

	Tissue/Sample Type
	Number of Samples
	Collection Timing
	Assay Technology
	Analyte
	Assay Priority
	Study Objective

	EX: Plasma, Biopsy, etc.
	20
	Pre-Treatment, etc.
	Flow Cytometry, RNAseq, etc.
	T-Cells, TGFB, etc.
	Low, Med, High
	PT, S, E

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	Investigator Responsibilities for Translational Analyses (if applicable)
· Indicate in detail the assays, sample number and type, and data analysis that will be performed by the investigator.

	

	Requested Company Responsibilities for Translational Analyses (if applicable)
· Indicate in detail what, if any, assay or analytical support is requested of Company.

	

	Feasibility and Timelines
The following information is required to assess the feasibility of your study submission. Responses will be considered during the review process and serve as a point of reference for study management should your study be approved. Please provide the information as it relates to the intended population of your study, site(s) at which research activities and/or accrual will occur, resources available for the proposed study, and relevant start-up timelines. Please ensure your responses are accurate to the best of your present knowledge.

If your submission is translational only, please complete ONLY questions #4, 4a, 7-10, skip 10a, 11-11a.
If your submission is pre-clinical, please complete ONLY questions #4, 4a, 7-10, skip 10a, 11, 11a.

	1. Number of Patients seen at your Institution per year within the study-specific target population (Whole number only – no ranges or percentages):
	     

	2. Total number of patients to be enrolled (Whole number only – no ranges or percentages):
	     

	3. Proposed yearly accrual for current study (Whole number only – no ranges or percentages):
	     

	4. Will multiple sites be involved with this study? 
	☐   Yes                 ☐     No

	4a. If yes, and if available, please provide the following:
Sub-Site Name and the number of patients seen at each sub-site per year in target population (Report at whole numbers only – no ranges or percentages):
	Sub-Site #1 Name:      ; Patients seen:      
Sub-Site #2 Name:      ; Patients seen:      
Sub-Site #3 Name:      ; Patients seen:      

	5. Competing Study Accruals – Is your institution currently participating in any trials enrolling or otherwise leading to the exclusion of participants in the target population described above?
	☐   Yes                 ☐     No

	5a. If yes, please provide the expected yearly enrollment from the target population (Whole numbers only – no ranges or percentages):
	     

	6. To the best of your knowledge, does your institution anticipate additional trials enrolling participants from the target population described above in Item 1 to begin during the course of this proposed study?
	☐   Yes                 ☐     No

	6a. To the best of your knowledge, are any sub-sites also participating in trials enrolling from the target population?     
	☐   Yes            ☐     No	        ☐   I am not sure                    ☐       N/A

	7. Will the proposed analyses require pre-validation of technologies, assays, or other reagents before primary analyses can take place?
	☐   Yes            ☐     No	        ☐   I am not sure                    ☐       N/A

	7a. If yes, please provide an estimation, in weeks, of how long the pre-validation may take (Whole numbers only – no ranges or percentages):
	     

	8. Estimated Timelines for Completion of All Translational/ Pre-Clinical Research (in months) (If applicable - be as detailed with milestones as possible. Whole numbers only – no ranges or percentages):
	     

	9. If this study plans to use a 3rd party vendor, has the vendor been identified?
	☐   Yes            ☐     No	           ☐       N/A

	9a. If yes, please provide the name and describe the function of the vendor:
	     

	10. Double-click the chart to complete. Click outside the margins of the spreadsheet when finished.
	





	10a. Double-click the chart to complete. Click outside the margins of the spreadsheet when finished.
	

	11. Please indicate if any of the following apply to your institution:
	IRB approval is required prior to budget development   ☐   Yes              ☐     No
IRB review can be conducted during contracting?   ☐   Yes              ☐     No 

	11a.Can any additional regulatory or other study preparatory activities occur in parallel at you institution? 
	  ☐   Yes              ☐     No ; If Yes, please specify:      

	Budget Summary


	[bookmark: _Hlk85051733]Total Amount Requested:
(Include currency)
	Amount Requested       
Currency:      
	Overhead %
	     

	Please provide a detailed budget. This budget may need to be revised based on any changes to the study design/endpoints/etc. 
	If you have additional questions, please contact your Field Team representative or visit the MISP Website.

	Will this project seek additional sources of funding?
	|_| Yes                     |_| No

	If yes, please specify:
	     

	Publication Plan

	Where are you planning to submit for publication? (journals, etc.):
	     

	Are you planning to present your data at a scientific meeting?
	     

	Please list your target date for submission of publication(s).
	     

	Data Sharing

	Data sharing is intrinsic to the translational studies program; this is described in greater detail within the Areas of Interest document. To facilitate data sharing, the Company is now using Amazon Web Services (AWS). More information on AWS S3 services is available here: AWS S3 services.
	A. Does your Country or Institution prohibit the sharing of deidentified data outside of Country of Institution where the trial was conducted?  ☐   Yes            ☐     No	        ☐   I am not sure   
B. Does your Country or Institution prohibit the use of AWS S3 services for the transfer of study data?       ☐   Yes            ☐     No	        ☐   I am not sure   
C. If yes, is your Institution or Lab permitted to transfer data using MS Teams?  ☐   Yes            ☐     No	        ☐   I am not sure   

	References:

	1.
2.
3.
































Appendix A: IACUC Information (Pre-Clinical Proposals Only)

	Animal Care and Use Procedures and Animal Welfare
· This section should only be completed for animal studies requesting funding.

	Does your institution have an IACUC (Institutional Animal Care and Use Committee) or equivalent?
	

	Has the animal use proposal been reviewed by your institution (IACUC or equivalent)?
	

	Is the animal facility accredited by AAALAC International or equivalent accreditation group?  
	

	Does your institution have any local/regional/national regulatory oversight for the use of animals within your institution, such as OLAW (Office of Laboratory Animal Welfare), USDA, UK Home Office? 
	|_| Yes 

|_| No

	If yes, please specify which regulatory agencies have oversight at your facility.


	

	Is the animal care program in good standing with all governmental regulations? 
	|_| Yes 

|_| No

	     If “No”, please explain.
	






	Please state why animal studies are necessary for the project.
	



	Please provide justification for the species selected for the project.
	



	If the study involves a surgical procedure, or other painful/distressful procedures, provide a description of the proposed procedures. Be sure to include pre-surgical and postsurgical care, anesthetics, analgesics, and tranquilizers used during painful/distressful procedures. Include dose, route of administration, frequency and how the animals will be monitored.  If pain-relieving agents will not be used during painful procedures, a scientific justification must be provided.
	

	If this study uses humanized mice, please indicate the source of hematopoietic stem cells (i.e. umbilical cord blood, adult marrow, etc.).
	

	For any studies that may involve pain and/or distress to the animals, please explain what measures have been taken to assure scientifically valid alternative test methodologies that include the 3Rs* have been considered.
	



Effective Date: 15 Apr 2026		Page 1 of 4
image1.emf
Start-up Activities Time to Completion (in weeks)

Contract Execution

IND Application - Review and Response (if applicable)

IRB/Ethics/IACUC Review and Approval

Secondary Committee Review (if applicable)

Time from final regulatory approval to first patient 

enrolled OR start of translational or pre-clinical 

analyses (if translational/pre-clinical only)

Total Study Start-up Time (in weeks) 0
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		Start-up Activities		Time to Completion (in weeks)

		Contract Execution

		IND Application - Review and Response (if applicable)

		IRB/Ethics/IACUC Review and Approval

		Secondary Committee Review (if applicable)

		Time from final regulatory approval to first patient enrolled OR start of translational or pre-clinical analyses (if translational/pre-clinical only)

		Total Study Start-up Time (in weeks)		0
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Clinical Study Duration Time to Completion (in weeks)

Enrollment Duration (Defined as First Patient/First 

Visit to Last Patient/First visit) (in weeks)

Length of study participation (Screening 



Final Visit 

for one patient) (in weeks)

End of Study to Final Study Report (in weeks)

Total Clinical Study Duration (in weeks) 0
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		Clinical Study Duration		Time to Completion (in weeks)

		Enrollment Duration (Defined as First Patient/First Visit to Last Patient/First visit) (in weeks)

		Length of study participation (Screening àFinal Visit for one patient) (in weeks)

		End of Study to Final Study Report (in weeks)

		Total Clinical Study Duration (in weeks)		0












