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Clinical Resource Center (formerly GCRC)
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Clinical Research Data Warehouse 
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Data Safety and Monitoring Board

FDA


Food and Drug Administration
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Institutional Review Board

ITM


Institute for Translational Medicine

NCI


National Cancer Institute

NIH


National Institutes of Health

OCR


Office of Clinical Research 

UC


University of Chicago

UCCCC

University of Chicago Comprehensive Cancer Center

UCMC


University of Chicago Medical Center

URA


University Research Administration
1.  Introduction 

1.1 Background and Rationale

Describe the following:

1.1.1 Background: Disease and current understanding of disease 
Provide a brief discussion of the target disease state.
1.1.2 Rationale for Conducting this Research
Include a description and justification for conducting this study based on existing knowledge and study objectives and hypothesis.  Provide a summary of previous pre-clinical studies, relevant clinical studies, or any epidemiological data, if available.  In the last paragraph state the main purpose of the study summarizing all the information provided in this background section.
1.2 OBJECTIVES 

Objectives 

Describe in detail the study objectives, including as applicable both a primary objective and any secondary objective(s)

Primary Objective

Preferably, the primary objective should address a specific hypothesis.  If so, then state the hypotheses in quantifiable terms.
Secondary Objective(s)
Secondary objectives may or may not be hypothesis-driven, may include secondary outcomes, and general non-experimental objectives (e.g. to develop a registry, to collect natural history data).

2.  Study Design 

Briefly describe the study design and indicate, in general terms, how the design will fulfill the intent of the study.

2.1 Type of Study 
(e.g. cross-sectional, cohort, case-control, case-only, case-crossover, ecological or community study, family-based or other (explain)]; state if it is a multicenter study)

2.2 Study Population

A brief description of the study population (e.g., healthy/sick, inpatient/outpatient, demographic groups), sample size and characteristics of different study groups, if applicable).
Describe the method for identifying candidates for the study.

2.3 Duration of Study 

A description of the study timeline, including a start date and approximate end date.  Provide the total length of time for data collection and data analyses.
3.  Target Study Population
Describe the following in detail:

3.1 Number of Subjects
If this study is a multisite study, state the total number of subjects in all sites and the number here at U of Chicago. If applicable, state the number in each group (i.e. if there are multiple populations being enrolled). 
3.2 Gender, Age, Racial and Ethnic Origin of Subjects

State the gender, age and ethnicity of the subjects in the study.  If applicable, a rationale for excluding women, minorities and/or children from participation must be included.  It is a policy of National Institutes of Health that all research involving human subjects includes women, minorities and children. All protocols that explicitly exclude any of these populations must provide sufficient rationale for the exclusion of such. Sufficient rationale might include a discussion of the inappropriate study population with respect to the health of the subjects or the purpose of the research. 
3.3 Inclusion Criteria
Create a numbered list of criteria subjects must meet to be eligible for study enrollment (e.g. age, gender, target disease, concomitant disease if applicable).  Describe how it will be documented, i.e. diagnostic methods, criteria for classification, etc.
3.4 Exclusion Criteria
List specific clinical contraindications for exclusion.  Specify any specific grades of signs/symptoms.
3.5 Vulnerable Subjects
List all vulnerable or special populations to be included in the study: children, pregnant women and fetuses, prisoners, mentally disabled persons, economically disadvantaged persons, and/or educationally disadvantaged persons. Provide a rationale for including the vulnerable subjects.
3.6 Subject Identification & Recruitment
Describe how subjects will be identified and recruited (i.e., advertisements, patient records, primary physician referrals). If ads are to be used, indicate where ads will be placed and who will handle responses to the ads. In addition, indicate whether patients are being recruited through clinicians or primary physicians. If subjects are identified through medical records, identify who will perform the search and define the search parameters. 
3.7 Location
State where research is to be conducted (building, floor, clinic/suite number).

3.8  Subject Stipends or Payments
Describe any subject stipend or payment here.  If there is no subject payment, delete this section.

4.  Data handling and Record Keeping 

4.1 Data Capture, Management, & Collection Procedures
· Describe responsibilities for data handling and record-keeping. Information should include the role in data collection, review of data, trial materials, and reports, as well as retention of source documents, files, and records. 

· If data are to be generated in one location and transferred to another group, describe the responsibilities of each party.

· Detail how data will be collected and stored locally.  Specify whether it will be paper or electronic, distributed or central, batched or ongoing processing, and any related requirements.
· Describe the procedure for obtaining data. Indicate the types of data that will be collected, such as initial clinical data, laboratory results (e.g., genetic sequences, biomarker levels, etc.), and outcome measure data (e.g., periodontal measurements, caries assessments, physical measurements, questionnaire responses). Describe any data from subject self-report.
· Describe how data may be shared. Specify whether it may be shared with other UChicago investigators and/or whether it may be shared outside UChicago. Specify each external site with which identifiable data will be shared and which specific identifiers will be shared. Specify if samples will be shared in addition to data. 
4.2 Secure Storage of Data
Describe how long collected data will be stored and where it will be stored.  The process by which the data will be destroyed should also be addressed

Describe how your storage requirements will comply with HIPAA Privacy and HITECH. Clarify if identifiers will be removed at any point. Describe both physical and electronic security measures. 
4.3 Confidentiality

Information about study subjects should be kept confidential and managed according to the requirements of the Health Insurance Portability and Accountability Act of 1996 (HIPAA).  Those regulations require a signed subject authorization (usually included in the consent form), informing the subject of the following: 

· What protected health information (PHI) will be collected from subjects in this study

· Who will have access to that information and why

· Who will use or disclose that information

· The rights of a research subject to revoke their authorization for use of their PHI. 

In the event that a subject revokes authorization to collect or use PHI, the investigator, by regulation, retains the ability to use all information collected prior to the revocation of subject authorization.  For subjects that have revoked authorization to collect or use PHI, attempts should be made to obtain permission to collect at least vital status (i.e. that the subject is alive) at the end of their scheduled study period.
Alternatively the IRB must approve 
· a waiver of authorization. Any disclosure outside the UCMC of PHI obtained under a waiver of authorization must be tracked in the medical record. 

or

· a limited data set. Only limited identifiers may be used and disclosed (dates, zip codes). 
4.4 Unanticipated Problems (UP) Reporting
Confirm that all UPs will be reported to the IRB as determined by IRB policy. UPs include events that place subjects or others at risk of harm, including non-physical harm (e.g. loss of laptop causes HIPAA privacy breach).

5.  Risks and Benefits
5.1  
Risks 
Describe any risks that are not already described in the “data” section, e.g. risk to subject’s mental health. 

5.2  
Likelihood of Occurrence
Include the likelihood of the occurrence of these risks

5.3  
Benefits to Subject/Others

Describe all potential benefits to the subject.

If no direct benefit to the subject, describe potential benefit to community, disease population, or science.

Describe how the benefits and/or knowledge to be gained in this research justify the potential risks.
6.  Informed Consent
This section should describe the process of informed consent, if it will be obtained and if so, how it will be documented. If documentation of consent will not be obtained, justification for verbal consent or a waiver of consent must be provided.

If you intend to request a waiver or alteration of the informed consent process, the protocol should describe how the research meets all of the criteria for a waiver. The criteria are:

• The research is no more than minimal risk

• The research could not practicably (not feasible) be carried out without the waiver or alteration, 
• If identifiers are used, why the identifiers are needed
• The waiver or alternation will not adversely affect the rights and welfare of the subjects who are involved in the research, and
•Whenever appropriate, the subjects will be provided with additional pertinent information after participation.
If you intend to obtain informed consent, describe whether or not the consent of the subject will be documented in writing. Describe how the consents of subjects will be documented.
 If you do not intend to obtain documentation of informed consent, provide rationale for your request for a waiver of documentation of informed consent.

The criteria for obtaining verbal (oral) consent are:

• The research is not FDA regulated and
• The only record linking the subject and the research would be the consent document, and the principal risk would be potential harm resulting from a breach of confidentiality – OR-
• The research presents no more than minimal risk of harm to subjects, and involves no procedures for which written consent is normally required outside of the research context – OR-

• If the subjects or legally authorized representatives are members of a distinct cultural group or community in which signing forms is not the norm, the research presents no more than minimal risk of harm to subjects and there is an appropriate alternative mechanism for documenting that informed consent was obtained.
7.  Statistical Plan and Considerations
[For assistance with plans for biostatistics in this research, please visit the Department of Public Health Sciences at www.health.bsd.uchicago.edu]
6.1 Sample Size Determination 
Describe the statistical methods for determining the sample size for the study.
6.2 Statistical Methods

Summarize the overall statistical approach to the analysis of the study.  Describe primary as well as any applicable secondary analyses

8.  Ethical Considerations 

This study is to be conducted according to US and international standards of Good Clinical Practice, applicable government regulations and Institutional research policies and procedures.

This protocol and any amendments will be submitted to the Institutional Review Board (IRB), in agreement with local legal prescriptions, for formal approval of the study conduct.  The decision of the IRB concerning the approval of the study will be made in writing to the investigator and a copy of this decision will be provided to the sponsor and funding agency before commencement of this study.  
If applicable:

All subjects for this study will be provided a consent form describing this study and providing sufficient information for subjects to make an informed decision about their participation in this study.   This consent form will be submitted with the protocol for review and approval by the IRB for the study.  The formal consent of a subject, using the IRB-approved consent form, must be obtained before any research data collection begins.  The consent form must be signed by the subject or (if applicable) legally acceptable surrogate, and the investigator-designated research professional obtaining the consent.  The original consent document will be stored in the research files.  A copy of the signed consent will be provided to the subject.
8.1 Conflict of Interest 

All University of Chicago researchers who conduct research that involves the use of human subjects must have a COI disclosure on file.  Details about the COI disclosure requirements can be found at the URA website.
If there is a potential conflict of interest, include this section and discuss in detail any provisions made in this research due to COI.

If there is no COI with regard to the conduct of this research, a statement can be made to that end or section 8.1 can be removed.

9.  Publication Plan 

This section should reference any publication policies of the University, Department, Division or Research Center.  If, in addition to the sponsor-investigator, other investigators are involved with the study, identify who holds the primary responsibility for publication of the results of the study.  Also define the need to first obtain approval from the primary responsible party before any information can be used or passed on to a third party.
10.  References 

A full list of references should be provided in this section in chronological order by date of publication.  
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