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Instructions 

IND Studies 
Before preparing the final Clinical Study Report (CSR) for an Investigational New Drug Application (IND) study, consult OSRO Regulatory to determine if a full report, an abbreviated report or a synopsis is required.  Regardless of the type of report, the final CSR should contain a summary of all safety information and should encompass all study objectives and endpoints. Additionally, the CSR should include all clinical and statistical descriptions, presentations, and analyses for all endpoints.

A clinical trial is not considered complete until the analysis of all endpoints is included in the CSR (including interim or Addendum CSR).

A recommended template for the full and abbreviated Clinical Study Report is provided for your use.  Text which is in red font is required for an abbreviated CSR.  A full CSR uses the complete template regardless of text color. Prior to submitting the CSR, please delete this instruction page.
For information on preparing CSRs for IND studies, consult FDA Guideline for Industry: Structure and Content of Clinical Study Reports (July 1996) and ICH Harmonised Tripartite Guideline E3: Structure and Content of Clinical Study Reports (Nov 1995).

The final Clinical Study Report should be submitted to OSRO Regulatory within nine (9) months following the last data point collected for the last participant supporting the primary and secondary objectives for Investigational New Drug (IND) studies.

IDE Studies

Final Clinical Study Reports should be submitted to OSRO Regulatory within three (3) months following the last data point collected for the last participant supporting the primary and secondary objectives for Investigational Device Exemption (IDE) studies. 

The provided template is designed for IND studies.  For information on preparing CSRs for IDE studies, consult IDE Reports: Suggested Format for an IDE Final Report (FDA).

<THIS TEMPLATE IS INTENTDED ONLY FOR IND STUDIES>
<REFER TO ICH E3 FOR CONTENT OF EACH SECTION OF THIS TEMPLATE>
TITLE
NIH CC PROTOCOL NUMBER: 
	Investigational Product(s):

Manufacturer(s):
	<Include all products that are investigational, including supporting assays>

	Indication:
	

	Study Design:
	

	IND Sponsor:
	

	Study Phase:
	

	Study Start Date:
	

	Study Completion Date:
	<Defined as the last participant, last visit>

	Principal Investigator: 
	

	Report Version Number:
	

	Report Date:
	

	The study was carried out in accordance with Good Clinical Practice as required by the following items:

· United States Code of Federal Regulations (CFR) applicable to clinical studies (45 CFR Part 46; 21 CFR Part 50, 21 CFR Part 56, and 21 CFR Part 312)
· International Council for Harmonisation guideline E6(R2): Good Clinical Practice: Integrated Addendum to ICH E6(R1)


Signature Page

Protocol Title:

Protocol Number:

I have read this report and confirm to the best of my knowledge it accurately describes the conduct and results of this study.
	Principal Investigator:



	Signed:
	
	Date:
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	Name of IND Sponsor:

Center for Cancer Research (CCR), National Cancer Institute (NCI)
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Use Only)

	Name of Final Product(s):


	Volume:
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	Page:
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Inclusion Criteria for all Participants:
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3 List of Abbreviations
<Add Abbreviations as needed>

	AE
	Adverse Event

	ALT
	Alanine Aminotransferase

	CBC
	Complete Blood Count

	CRF
	Case Report Form

	CCR
	Center for Cancer Research

	ECG
	Electrocardiogram

	ELISA
	Enzyme-linked Immunosorbent Assay

	ELISPOT
	Enzyme-linked Immunospot

	FDA
	Food and Drug Administration

	IM
	Intramuscular

	IND
	Investigational New Drug

	IRB
	Institutional Review Board

	ISM
	Independent Safety Monitor

	MOP
	Manual of Procedures

	NCI
	National Cancer Institute

	NIH
	National Institutes of Health

	SAE
	Serious Adverse Events

	SC
	Subcutaneous


4 Ethics
4.1 Institutional Review Board

The protocol and any amendments were submitted for ethical review, and approval was obtained in writing from each investigator’s Institutional Review Board (IRB). Any changes to the protocol required IRB approval prior to implementation unless proceeding with the changes was in the best interest of the Participant’s safety. See Section 8.8 for additional protocol details.
4.2 Ethical Conduct of the Study

This study was conducted in compliance with Good Clinical Practice and applicable Food and Drug Administration (FDA) and other Department of Health and Human Services regulatory requirements.

4.3 Participant Information and Consent

Informed consent was an ongoing process that began with the first contact with a prospective participant and continued until the study was completed. The consent form provided information about the study and what was involved in participating in the study, the risks, the benefits, Participant rights, and documented the Participant's agreement to participate. All procedures, Participant obligations, and Participant rights were explained to the Participant in easily understood language. During the explanation of the study and during the actual study, the Participant was entitled to privacy and respect. The investigator or a designee presented the information and administered the consent. This person understood the protocol and able to answer questions about the investigational agent(s). The investigator/designee presenting the study encouraged the prospective Participant to ask questions during this introduction to the study and anytime during his/her participation. Following the information presentation, the investigator/designee made certain that the Participant understood the study before the consent form was signed and before final enrollment in the study.

A copy of the current IRB-approved consent form was used to obtain informed consent from the Participant. The consent form must have been signed by the Participant before participation in any study related activities. A copy of the signed and dated consent form was provided to the Participant. Signed consent forms remained in each Participant’s study file and were available for verification by study monitors at all time(s). In addition, A copy of the informed consent is available in section 15.1.1.
5 Investigators and Study Administrative Structure
	Principal Investigator: 
	

	Medical Monitor: 
	

	Statistician:
	

	Report Authors:
	

	Data Coordinating Center: 
	

	Contract Research Organization:
	


6 Introduction

6.1 Background Information

May include additional subsections as needed.
7 Objectives

7.1 Primary Objective

7.2 Secondary Objectives

7.3 Exploratory Objectives

8 Investigational Plan
8.1 Overall Study Design and Plan - Description

8.1.1 Screening/Baseline Visit

8.1.2  Treatment Duration
8.1.3 Follow-Up

8.2 Discussion of Study Design (Including Changes in Study Design and choice of control groups)
8.3 Selection of Study Population

8.3.1 Inclusion Criteria
8.3.1.1 Inclusion Criteria for all Participants

· Only Participants who met the following inclusion criteria were eligible for enrollment in this study. 
8.3.2 Exclusion Criteria
8.3.2.1 Exclusion Criteria for all Participants

No Participant could have participated in the study if they met any of the following criteria:

8.3.3 Removal of Participants from Therapy or Assessment
A Participant may have withdrawn or have been withdrawn from the study for the following reasons:

If a Participant withdrew or was withdrawn prior to completion of the study, the reason for this decision was recorded in the case report forms (CRFs). The remaining follow-up safety evaluations were conducted if the Participant agreed. If a Participant was withdrawn because of an AE or SAE, the Participant was followed until resolution of the event.

The National Institutes of Health (NIH) reserved the right to terminate this study at any time. Reasons for terminating the study may have included, but were not limited to, the following:

· Incidence or severity of AEs indicated a potential health hazard;
· Data recording was inaccurate or incomplete;
· Investigator did not adhere to the protocol or applicable regulatory guidelines in conducting the study.
8.4 Treatments

8.4.1 Treatments Administered
<Include all treatments, including none investigational ones>

XXXX were administered as detailed in Table 1. 
Table 1.
Schedule of XXXX
	Dose

Group
	No. Participants
	Dose
	Route
	Day 0
	Day XXX
	Day XXX

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	


8.4.2 Investigational Product(s)
8.4.3 Method of Assigning Participants to Dose Groups
8.4.4 Selection of Doses in the Study

8.4.5 Selection and Timing of Dose for Each Participant
8.4.6 Blinding
8.4.7 Prior and Concomitant Therapy

8.4.8 Treatment Compliance

8.5 Efficacy and Safety Variables

Table 2 presents the efficacy and safety variables that were assessed in the study.
Table 2.
Schedule of Assessments
8.5.1 Efficacy Assessments

8.5.2 Safety Assessments

8.5.3 Other Assessments
8.5.4 Appropriateness of Measurements
All efficacy and safety measurements were standard, reliable, and widely recognized as appropriate.
8.5.5 Endpoints
8.5.5.1 Primary Endpoint(s)
8.5.5.2 Secondary Endpoint(s)
9.5.5.3
Exploratory Endpoint(s)
8.5.6 Drug Concentration Measurements 
8.6 Data Quality Assurance
All source documents were completed by the clinician (or other appropriate study personnel). 
Data were handled in accordance with Good Clinical Practice, federal regulations, and instructions from CCR. All source documents were filled out completely by the examining personnel or the study coordinator and signed by the person collecting the data on that form. The source documents were reviewed, signed, and dated by the investigator. 
8.7 Statistical Methods 

8.7.1 Statistical and Analytical Plans

8.7.2 Determination of Sample Size
8.8 Changes in the Conduct of the Study or Planned Analyses

The original IRB-approved protocol was dated xx Month 20XX. There were X amendments <details to be inserted>. The final version of the protocol was dated dd/mmm/yyyy.
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10.4.1.3 Interim Analyses and Data Monitoring

10.4.1.4 Multicenter Studies
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11.3.1 Listing of Deaths, Other Serious Adverse Events, and Other Significant Adverse Events

11.3.1.1 Deaths

11.3.1.2 Other Serious Adverse Events

11.3.1.3 Other Significant Adverse Events

11.3.2 Narratives of Deaths, Other Serious Adverse Events, and Certain Other Significant Adverse Events

11.3.3 Analysis and Discussion of Deaths, Other Serious Adverse Events, and Other Significant Adverse Events

11.4 Clinical Laboratory Evaluation

11.4.1 Listing of Individual Laboratory Measurements by Participant and Each Abnormal Laboratory Value

11.4.2 Evaluation of Each Laboratory Parameter

11.4.2.1 Laboratory Values Over Time

11.4.2.2 Individual Participant Changes
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11.5 Vital Signs, Physical Findings, and Other Observations Related to Safety
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11.7 Safety Conclusions

12 Discussion and Overall Conclusions
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14 References
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15.1 Study Information 

15.1.1 Protocol and protocol amendments including Informed Consent Forms.
15.1.2 Sample case report form (unique pages only). 
15.1.3 List of IEC's or IRB's (plus the name of the committee chair if required by the regulatory authority) and representative written information for Participant and sample consent forms. 
15.1.4 List and description of investigators and other important participants in the study, including brief (one page) CV's or equivalent summaries of training and experience relevant to the performance of the clinical study. 
15.1.5 Signatures of principal or coordinating investigator(s) or sponsor's responsible medical officer, depending on the regulatory authority's requirement. 
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15.1.7 Randomization scheme and codes (Participant identification and treatment assigned). 
15.1.8 Audit certificates (if available). 
15.1.9 Documentation of statistical methods. 
15.1.10  Documentation of inter-laboratory standardization methods and quality assurance procedures if used.
15.1.11  Publications based on the study. 
15.1.12  Important publications referenced in the report. 
15.2 Participant Data Listings 
15.2.1 Discontinued Participants. 
15.2.2 Protocol deviations. 
15.2.3 Participants excluded from the efficacy analysis.
15.2.4 Demographic data. 
15.2.5 Compliance and/or drug concentration data (if available). 
15.2.6 Individual efficacy response data. 
15.2.7 Adverse event listings (each Participant). 
15.2.8 Listing of individual laboratory measurements by Participant, when required by regulatory authorities. 
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15.3.2 Other CRF's submitted. 
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