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List of Abbreviations

All abbreviations used throughout the protocol must be defined. 

	AE
	Adverse Event

	CFR
	Code of Federal Regulations

	CRF
	Case Report Form

	CTSC
	Clinical Translational Science Center 
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	Data Safety Monitoring Board

	DSMP
	Data Safety Monitoring Plan

	FDA
	Food and Drug Administration

	GCP
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	HIPAA
	Health Insurance Portability and Accountability Act of 1996
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	Human Research Billing Analysis Form

	HUD
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	ICF
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	Investigational Device Exemption 

	IND
	Investigational New Drug
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	Institutional Review Board

	PHI
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	PI
	Principal Investigator
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	Research Electronic Data Capture
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	Suspected Unexpected Serious Adverse Reaction 
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Protocol Summary
Please provide a brief protocol summary.
Full Title:




Enter the full title   

Short Title:



Should be 30 characters or less 

Clinical Phase:



I, II, III, or IV
Principal Investigator:

Name of Principal Investigator
Sample Size:

N= (If more than one cohort also indicate sample size per cohort)

Accrual Ceiling:

Include sample size plus an estimate for screening failures. (Ex. This study will enroll 50 subjects and screen up to 100 subjects).  

Study Population:

Include a brief description such as health status (e.g., healthy volunteers or HIV-positive), gender, age, etc.

Accrual Period:

Length of time to completely enroll the study. 

Study Design:

Provide an overview of the study design, including description of study type (e.g., double-blind, placebo-controlled, open label, dose-finding, randomized), study arms, sample size and schedule of interventions (e.g., vaccine administration)

Study Duration:

Provide the total length of time participants will be on study (intervention + follow-up,) include a projected end date.

Study Agent/ 

Intervention Description:
Include name, dose, duration frequency, and route of administration, if applicable

Primary Objective:

Include primary outcome measures and method by which outcomes will be determined.

Secondary Objectives:
Include secondary outcome measures and method by which outcomes will be determined.

Exploratory Objectives:
(If applicable) Include exploratory outcome measure(s) that may ask separate research questions from the parent protocol.

Endpoints:

Include the primary measurements and endpoints used to determine efficacy.
SCHEMA
Provide a schematic diagram of the study design, procedures, and stages.
Table of Contents

61.
Study Objectives


61.1
Primary Objectives


61.2
Secondary Objectives


61.3
Exploratory Objectives


62.
Background


62.1
Disease


62.2
Investigational Agent or Device


62.3
Rationale


72.4
Risk/Benefit Assessment


72.5
Correlative Studies Background


73.
Subject Selection


73.1
Study Population


73.2
Inclusion Criteria


73.3 Exclusion Criteria


84.
Registration Procedures


84.1 Patient Registration


85.
Study Procedures


85.1 Schedule of Evaluations


95.1.1
Screening Visit


105.1.2
Treatment Phase


105.2
Treatment Administration


105.3
General Concomitant Medication and Supportive Care Guidelines


105.4
Duration of Therapy and Criteria for Removal from Study


115.5
Duration of Follow Up


116.
Dosing Delays/Dose Modifications


117.
Pharmaceutical Information


127.1
Investigational Agent


127.2
Availability


127.3
Agent Ordering


127.4
Agent Accountability


128.
Correlative/Special Studies


128.1
Laboratory Correlative Studies


128.1.1
(Title – Laboratory Correlative Study #1)


138.2
Special Studies


138.2.1
(Title – Special Correlative Study #1)


139.
Measurement of Effect


139.1 Response Criteria


139.2 Duration of Response (modify as necessary)


139.3 Progression-Free Survival (if applicable)


149.4 Other Response Parameters


1410. 
Data Reporting / Regulatory Considerations


1410.1 Data Collection


1410.1.1 REDCap


1410.2 Regulatory Considerations


1411.
Statistical Considerations


1511.1 Study Design/Endpoints


1511.2 Sample Size/Accrual Rate


1511.3 Stratification Factors


1511.4 Analysis of Endpoints


1511.4.1 Analysis of Primary Endpoints


1511.4.2 Analysis of Secondary Endpoints


1611.5 Interim Analysis


1611.6 Reporting and Exclusions


1611.6.1
Evaluation of toxicity. All patients will be evaluable for toxicity from the time of their first treatment with Investigational Agent. Consultation with the Biostatistics Office will allow for completion of this section.


1611.6.2
Evaluation of response. All patients included in the study will be assessed for response to treatment if they have received at least XX treatments.  Consultation with the Biostatistics Office will allow for completion of this section.


1612. Adverse Event Reporting Requirements


1612.1
Adverse Event Definition


1612.1.1
Investigational Agent or Device Risks


1612.1.2
Adverse Event Characteristics and Related Attributions


1712.1.3   
Recording of Adverse Events


1712.1.4  
Reporting of AE to WCM IRB


1712.2
Definition of SAE


1812.2.1
Reporting of SAE to IRB


1812.2.2
Reporting of SAE to FDA [For protocols where WCMC is the Sponsor-Investigator]


1912.2.3
Reporting of SAE to Insert Pharmaceutical Company Name


1912.4 AE/SAE Follow Up


1913. 
Data and Safety Monitoring Plan (DSMP)


21References


22Appendix A




1.
Study Objectives

Describe the specific aims for the study.
1.1
Primary Objectives


Please insert primary protocol objectives.

Ex. To assess the efficacy of XXXX, in subjects with coronary disease.
1.2
Secondary Objectives


Please insert secondary protocol objectives.
Ex. To assess the safety of XXXX, in subjects with coronary disease.
1.3
Exploratory Objectives



Please insert any exploratory objectives, if applicable. 

2.
Background
2.1
Disease
Please provide background information on the disease being researched.
2.2
Investigational Agent or Device
Please provide background information on the investigational study agent or device, including the mechanism of action, summaries of nonclinical and clinical studies, nonclinical and clinical pharmacokinetics, major route of elimination, safety profile, and the rationale for the starting dose and regimen chosen.  Please include information on the metabolism of the investigational study agent in humans and its potential for drug interactions, if available. For medical devices, provide a description of each important component, ingredient or element, property, and principle of operation of the investigational device. Describe, if applicable, any anticipated change(s) in the investigational device during the course of the clinical study.  If no changes to the device are anticipated, state this.
2.3
Rationale

Please provide the background rationale for evaluating this therapy in this disease.  

2.4
Risk/Benefit Assessment 

Discuss why the risks to subjects, if any, are reasonable in relation to the anticipated benefits and/or knowledge that might reasonably be expected from the results.
2.5
Correlative Studies Background

Please provide background information on each planned correlative study including the biologic rationale and hypothesis as well as the relevant preclinical and clinical (if available) data.  If this trial includes no correlative studies, this section should be deleted.

3.
Subject Selection
3.1
Study Population

Provide a general description of the characteristics of the proposed subject population(s).

Ex.  Subjects with a diagnosis of XX who meet the inclusion and exclusion criteria will be eligible for participation in this study.  
3.2
Inclusion Criteria

Include a numerical list the specific criteria for including subjects for participation in the clinical study. In addition, these criteria should be inclusive of diagnostic criteria and, where appropriate, confirmatory laboratory tests applicable to the specific disease or condition to be treated.

Ex. 1.
Male or female ≥ XX years of age.


 2.
Documentation of a XX diagnosis.

3.3 Exclusion Criteria 

Include a numerical list the specific criteria for excluding subjects for participation in the clinical study.
Ex. Pregnant or breastfeeding
4.
Registration Procedures

4.1 Patient Registration


Patients will be centrally registered with the Office of Billing Compliance. To register a patient, submit the following documents via the JIRA Registration Process: 

· Legible copy of the HRBAF

· First and last page of signed informed consent form 


Registration must be completed within 24 hours of the signing of informed consent. 

5.
Study Procedures
This section is a visit-by-visit listing of all the procedures that will take place at each visit. If the study will have multiple procedures in one day (e.g. blood draws for a PK study) then the timing of each of these should be included. 

If subjects are being randomized, please be sure to included randomization instructions/procedures. 

Ex. Eligible subjects will be randomly assigned to XXXX or placebo treatment groups in a 1:1 ratio using a computer-generated randomization scheme developed by the data manager.  

5.1 Schedule of Evaluations
Please create a schedule of study-related events flowchart/table that outlines the activities and procedures to be followed at each visit. A sample table is provided below and should be altered per study requirements. 
Ex.
Table 1. Schedule of trial events

	
	Pre-Study
	Wk

1
	Wk

2
	Wk

3
	Wk

 4
	Wk

5
	Wk

6
	Wk

7
	Wk

8
	Wk

9
	Wk

10
	Wk

11
	Wk

12
	Off Studyd

	Agent Administration 
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	

	Informed consent
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Demographics
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Medical history
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Concurrent meds
	X
	X----------------------------------------------------------------------------------------------X
	

	Physical exam
	X
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X

	Vital signs
	X
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X

	Height
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Weight
	X
	X
	
	X
	
	X
	
	X
	
	X
	
	X
	
	X

	CBC w/diff, plts
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	Serum chemistrya
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X
	X

	EKG (as indicated)
	X
	
	
	
	
	
	
	
	
	
	
	
	
	

	Adverse event evaluation
	
	  X --------------------------------------------------------------------------------------------X
	X

	Outcome Evaluation 
	X
	i.e., Tumor measurements are repeated every   [# weeks]   weeks.  Documentation (radiologic) must be provided for patients removed from study for progressive disease; Sustained virological response (SVR) [ Time Frame: 24 months ]
	Xc

	Radiologic evaluation
	X
	Radiologic measurements should be performed every   [# weeks]    weeks.
	Xc

	B-HCG
	Xb
	
	
	
	
	
	
	
	
	
	
	
	
	

	Other tests, as appropriate
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Other correlative studies
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	a:
Albumin, alkaline phosphatase, total bilirubin, bicarbonate, BUN, calcium, chloride, creatinine, glucose, LDH, phosphorus, potassium, total protein, SGOT[AST], SGPT[ALT], sodium.

b: 
Serum pregnancy test (women of childbearing potential).

c:
Off-study evaluation.  


5.1.1
Screening Visit





List in bulleted form all screening procedures. 






Ex. 

· Informed consent

· Medical history

· Medication history

· Physical exam

5.1.2
Treatment Phase





This section will list all of the necessary study procedures by visit day.

5.1.2.1
Visit 1 (baseline)

List in bulleted form all study procedures performed at the baseline visit.

5.1.2.2
Visit 2 (± X day(s))
List in bulleted form all study procedures performed at each study visit. If there are visit windows (ex. ± 3 days) please indicate them as depicted above.
5.2
Treatment Administration
Treatment will be administered on an inpatient/outpatient basis. Reported adverse events and potential risks are described in Section 7.  Appropriate dose modifications for Investigational Agent or Device are described in Section 6.  

Please describe the regimen and state any special precautions or warnings relevant for investigational study agent administration (e.g., incompatibility of the agent with commonly used intravenous solutions, necessity of administering agent with food, premedications, etc.) or relevant to the use of the device. 
5.3
General Concomitant Medication and Supportive Care Guidelines

Please state guidelines for use of concomitant medications or any additional appropriate supportive care medications or treatments. Include a discussion of known and possible risks associated with concomitant use.
5.4
Duration of Therapy and Criteria for Removal from Study

In this section, please describe the duration of study therapy and reasons for discontinuation from therapy. Ex.: 
In the absence of treatment delays due to adverse event(s), treatment may continue for (# cycles) or until one of the following criteria applies:

· Disease progression,
· Intercurrent illness that prevents further administration of treatment,

· Unacceptable adverse event(s),

· Patient decides to withdraw from the study, or

· General or specific changes in the patient’s condition render the patient unacceptable for further treatment in the judgment of the investigator.

5.5
Duration of Follow Up

Patients will be followed for #weeks/months/years after removal from study or until death, whichever occurs first.  Patients removed from study for unacceptable adverse events will be followed until resolution or stabilization of the adverse event.

6.
Dosing Delays/Dose Modifications
Treatment plans should explicitly identify when treatment (typically dosage) modifications are appropriate.  Treatment modifications/dosing delays and the factors predicating treatment modification should be explicit and clear.  If dose modifications or treatment delays are anticipated, please provide a dose de-escalation schema.  The following format is provided as an example and may be used or modified as appropriate:

Table 2.

	AGENT(S)
	DOSE
	ROUTE
	VISIT

	
	XX mg
	i.v., p.o., etc.
	0

	
	
	
	1

	
	
	
	2


Note:  All treatment modifications must be expressed as a specific dose or amount rather than as a percentage of the starting or previous dose. 

7.
Pharmaceutical Information
A list of the adverse events and potential risks associated with Investigational Agent can be found in Section 7.1.  Please note, if multiple agents are being utilized in the research protocol, include agent information, availability, ordering and accountability as necessary.
7.1
Investigational Agent  

Include relevant information about agent, including how supplied (powder, tablet, etc) and instructions for reconstitution.  When available, include storage instructions, agent stability, precautions and contraindications.  Also indicate if any special handling is required.

7.2
Availability

Agent is an investigational agent supplied to investigators by Pharmaceutical Company.

7.3
Agent Ordering

Include ordering instructions (i.e. contact person/office at Sponsor, telephone and fax number). Add as appendices, where applicable, copies of drug order form.  Indicate time necessary to fill order and expected time after order is placed that study agent will arrive.

7.4
Agent Accountability

Agent Inventory Records – The investigator, or a responsible party designated by the investigator, will maintain a careful record of the inventory and disposition of all agents received from Sponsor on a Drug Accountability Record Form (DARF). 

8.
Correlative/Special Studies
Please briefly describe all planned correlative studies.  Explicit instructions for handling, preserving, and shipping the specimens should be provided below.  Information on endpoint validation including additional background (as needed), description of the assay(s) used, materials and methods, and assay validation should be provided in an appendix.  A plan for statistical analysis of the results of the correlative study (ies) should be provided in the Statistics Section of the protocol.  

8.1
Laboratory Correlative Studies

8.1.1
(Title – Laboratory Correlative Study #1)
8.1.1.1
Collection of Specimen(s)

8.1.1.2
Handling of Specimens(s)

8.1.1.3
Shipping of Specimen(s) (if multicenter)
8.1.1.4 
Site(s) Performing Correlative Study (if multicenter)
8.2
Special Studies

8.2.1
(Title – Special Correlative Study #1)

8.2.1.1
Assessment

8.2.1.2
Method of Assessment

8.2.1.3
Timing of Assessment
9.
Measurement of Effect
Please provide disease-appropriate response criteria.  Be sure to include definitions of response criteria, disease parameters (RECIST Criteria, Virologic Response Criteria, etc.) and acceptable measurements to evaluate disease.

9.1 Response Criteria

The specific parameters established to measure endpoints. 

Ex: ORR measured by a decrease in PSA levels. 

9.2 Duration of Response (modify as necessary)
Duration of overall response:  The duration of overall response is measured from the time measurement criteria are met for CR or PR (whichever is first recorded) until the first date that recurrent or progressive disease is objectively documented (taking as reference for progressive disease the smallest measurements recorded since the treatment started).

The duration of overall CR is measured from the time measurement criteria are first met for CR until the first date that recurrent disease is objectively documented.

Duration of stable disease:  Stable disease is measured from the start of the treatment until the criteria for progression are met, taking as reference the smallest measurements recorded since the treatment started. 

9.3 Progression-Free Survival (if applicable)
Include this section if time to progression or progression-free survival (PFS) are to be used.  PFS is defined as the duration of time from start of treatment to time of progression.
9.4 Other Response Parameters

Other endpoints and the criteria for their measurement should be entered below or reference should be made to the protocol section where these criteria may be found.

10. 
Data Reporting / Regulatory Considerations
10.1 Data Collection

The data collection plan for this study is to utilize REDCap to capture all treatment, toxicity, efficacy, and adverse event data for all enrolled patients. 

10.1.1 REDCap

REDCap (Research Electronic Data Capture) is a free data management software system that is fully supported by the Weill-Cornell Medical Center CTSC.  It is a tool for the creation of customized, secure data management systems that include Web-based data-entry forms, reporting tools, and a full array of security features including user and group based privileges, authentication using institution LDAP system, with a full audit trail of data manipulation and export procedures.  REDCap is maintained on CTSC-owned servers that are backed up nightly and support encrypted (SSL-based) connections.  Nationally, the software is developed, enhanced and supported through a multi-institutional consortium led by the Vanderbilt University CTSA.
10.2 Regulatory Considerations

All protocol amendments and consent form modifications will be made by the Principal Investigator.  Insert pharmaceutical company name will have the opportunity to review and approve the changes prior to submission of these changes to the local IRB and distribution to participating sites.

11.
Statistical Considerations
All investigator-initiated trials must include a study statistician assigned by the Division of Biostatistics and Epidemiology. Please contact Dr. Karla Ballman (kab2053@med.cornell.edu) for additional information and assignment of a study statistician. 
11.1 Study Design/Endpoints

Please specify the study design and primary endpoints.  The design should provide for early termination for sufficiently discouraging results (e.g., by use of a 2-stage design).  For the primary endpoint, indicate the “promising range”, the range of true values sufficiently promising to justify further testing of the agent (e.g., true response rate of at least 20%).  Likewise, for the primary endpoint indicate the “discouraging” range, a range of values sufficiently discouraging to justify no further testing of the agent (e.g., true response rate no greater than 5%).  Define the decision rule for declaring the agent promising based on the observed value of the primary endpoint.  Give the probability of a positive result, given that the true value falls within the promising range, and the probability of a negative result (along with the probability of early negative termination), given that the true value falls within the discouraging range.
11.2 Sample Size/Accrual Rate

Please specify the planned sample size and accrual rate (e.g., patients/month).
11.3 Stratification Factors

Please specify any planned patient stratification factors.  Indicate whether interim monitoring and efficacy determination will be done for each stratum individually.

11.4 Analysis of Endpoints

11.4.1 Analysis of Primary Endpoints

In this section, please describe what statistical methods will be utilized to analyze the primary study endpoints. 
11.4.2 Analysis of Secondary Endpoints

If secondary endpoints are included in this study, please specify how they will be analyzed.  In particular, brief descriptions should be given of analyses of pharmacokinetic, biologic, and correlative laboratory endpoints.
11.5 Interim Analysis 

Please describe any plans for interim analysis including time points for when they will be performed.  

11.6 Reporting and Exclusions
11.6.1
Evaluation of toxicity. All patients will be evaluable for toxicity from the time of their first treatment with Investigational Agent. Consultation with the Biostatistics Office will allow for completion of this section.
11.6.2
Evaluation of response. All patients included in the study will be assessed for response to treatment if they have received at least XX treatments.  Consultation with the Biostatistics Office will allow for completion of this section.
12. Adverse Event Reporting Requirements 
Adverse event (AE) monitoring and reporting is a routine part of every clinical trial.  The investigator will be required to provide appropriate information concerning any findings that suggest significant hazards, contraindications, side effects, or precautions pertinent to the safe use of the drug or device under investigation.  Safety will be monitored by evaluation of adverse events reported by patients or observed by investigators or research staff, as well as by other investigations such as clinical laboratory tests, x-rays, electrocardiographs, etc.

12.1
Adverse Event Definition

An adverse event (also referred to as an adverse experience) can be any unfavorable and unintended sign (e.g., an abnormal laboratory finding), symptom, or disease temporally associated with the use of a drug, and does not imply any judgment about causality. An adverse event can arise with any use of the drug (e.g., off-label use, use in combination with another drug) and with any route of administration, formulation, or dose, including an overdose. 



12.1.1
Investigational Agent or Device Risks 


(include additional sections as needed for all agents of devices being utilized in the research study.)



Include expected risks for agent or device. 


12.1.2
Adverse Event Characteristics and Related Attributions
Specify the adverse event reporting system you will utilize for tracking adverse events during the conduct of this study (i.e., NCI Common Terminology Criteria for Adverse Events (CTCAE), Vaccine Adverse Event Reporting System (VAER), Division of AIDS (DAIDS) Table for Grading the Severity of Adult and Pediatric Adverse Events, Manufacturer and User Facility Device Experience Database (MAUDE) and the Special Nutritionals Adverse Event Monitoring System). For example, the following text is text that may be used when utilizing the CTCAE and should be changed to reflect the correct AE reporting system. 

CTCAE term (AE description) and grade:  The descriptions and grading scales found in the revised NCI Common Terminology Criteria for Adverse Events (CTCAE) version 4.0 will be utilized for AE reporting.  A copy of the CTCAE version 4.0 can be downloaded from the CTEP web site (http://ctep.cancer.gov).
· Attribution of the AE:
· Definite – The AE is clearly related to the study treatment.

· Probable – The AE is likely related to the study treatment.

· Possible – The AE may be related to the study treatment.

· Unlikely – The AE is doubtfully related to the study treatment.

· Unrelated – The AE is clearly NOT related to the study treatment.


12.1.3   
Recording of Adverse Events

All adverse events will be recorded on a patient specific AE log. The AE log will be maintained by the research staff and kept in the patient’s research chart.   



12.1.4  
Reporting of AE to WCM IRB

All AEs occurring on this study will be reported to the IRB according to the IRB policy, which can be accessed via the following link:  http://researchintegrity.weill.cornell.edu/forms_and_policies/forms/Immediate_Reporting_Policy.pdf. 

12.2
Definition of SAE

SAE’s include death, life threatening adverse experiences, hospitalization or prolongation of hospitalization, disability or incapacitation, overdose, congenital anomalies and any other serious events that may jeopardize the subject or require medical or surgical intervention to prevent one of the outcomes listed in this definition. (Modify as necessary)

12.2.1
Reporting of SAE to IRB

All SAEs occurring on this study will be reported to the IRB according to the IRB policy, which can be accessed via the following link:  

http://researchintegrity.weill.cornell.edu/forms_and_policies/forms/Immediate_Reporting_Policy.pdf. 



12.2.2
Reporting of SAE to FDA [For protocols where WCMC is the Sponsor-Investigator]

If an SAE occurs on this study, the event will be filed on a MedWatch form with the FDA. The investigator must notify the FDA of any SAE’s as soon as possible but no later than 7 calendar days after the initial receipt of the information

Select appropriate reporting branch below

CDER INDs: 

Food and Drug Administration
Center for Drug Evaluation and Research
Division of xxxx Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

CDER-only Biologic INDs: 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Therapeutic Biologic Products Document Room 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

CBER INDs: 
Office of xxxx 
Center for Biologics Evaluation and Research 
Food and Drug Administration 
Suite 200N 1401 Rockville Pike 
Rockville, MD 20852-1448 


12.2.3
Reporting of SAE to Insert Pharmaceutical Company Name

Institution will send INSERT PHARMACEUTICAL COMPANY NAME copies of any and all serious adverse event reports filed with the FDA or other applicable regulatory authorities, as well as copies of any correspondence with the FDA or other applicable regulatory authorities, regarding any and all serious adverse events, irrespective of association with the Study Drug(s) in the course of the Clinical Trial, within five (5) business days of such report or correspondence being sent to the FDA or other applicable regulatory authorities.  Copies should be faxed directly to INSERT SPONSOR NAME Safety Department at XXX-XXX-XXXX.  

12.4 AE/SAE Follow Up

Please specify any follow up procedures for any AEs/SAEs that occur on study. Sample language is provided below in italics. 

EX. All SAEs and AEs reported during this study will be followed until resolution or until the investigator confirms that the AE/SAE has stabilized and no more follow-up is required. This requirement indicates that follow-up may be required for some events after the patient discontinues participation from the study. 

13. 
Data and Safety Monitoring Plan (DSMP)
In this section, please include a written plan of the measures that will be taken to ensure the safety of clinical research subjects and protect the validity and integrity of research data. The following questions should be addressed as a part of the DSMP and must be incorporated into your WCM eIRB application:
· Include a description of the proposed monitoring entity (i.e. WCM DSMB, Independent Medical Monitor) and rationale for choosing the specified monitoring entity. If you are using an independent medical monitor or study monitoring committee/group, please specify their qualifications. 
· Describe the data/events that will be captured and submitted to the monitoring entity. Specify what data will be collected during the course of the study to assess both safety and efficacy. 
· Describe what adverse events may cause the subject to terminate protocol treatment. Specifically, describe treatment stopping rules for an individual patient.
· How will adverse events and unanticipated problems be reported to the monitoring entity and with what frequency?

· How often will the monitoring entity review data/events (i.e. annually, semi-annually, etc.)? 

· Describe the complete study stopping rules (criteria for study suspension and potential study termination). If there are no defined stopping rules, please provide a rationale. Also, state any specific triggers for action. 
· All dose escalation trials are required to define dose limiting toxicities, rules for escalation of dose, and criteria for stopping the trial and defining the Maximum Tolerated Dose.
· How will the monitoring entity’s comments/review be disseminated? (e.g. Submitted to the IRB at the time of continuing review and submitted to participating sites upon receipt of review comments.) 
For additional information and guidance on developing a DSMP, please contact the Quality Assurance Unit (JCTOQAU@med.cornell.edu). 
References
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