	
	



Protocol Template for Retrospective Studies (Using Existing Data Only)
GENERAL INSTRUCTIONS

1. Use this protocol template ONLY if your study will use data and/or samples that have already been collected and are on the shelf at the time of submission to the IRB.

2. Highlighted text [yellow] contains instructions and should be deleted.  

3. Text that is not highlighted is provided as example only, and should be modified to reflect the specifics of your study. 

4. If section is not applicable, write “Not Applicable” under header

5. If you are adding sections use heading font in style list (this will ensure title appears in table of contents)

6. To update the Table of Contents, move cursor to the Table (text will turn grey) and hit F9.  Choose option to update entire table.

7. To insert references, you may use either the RefWorks application, the Insert/References/Endnotes function in Word, or any other reference application.

8. Run spell check prior to submitting

9. For assistance with sample size or statistical analysis plan, contact the Biostatistics & Research Data Core, Center for Health Research (570-214-9825, biostatistics@geisinger.edu).

10. Submit the protocol with the IRB Submission Form and other required information to the IRB.

Please remove this page from your protocol.
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 ABBREVIATIONS USED in the protocol

List all abbreviations used in alphabetical order; all abbreviations should defined at first use and then used consistently thereafter.
	Abbreviation
	Term

	IRB
	Institutional Review Board

	
	

	
	

	
	

	
	

	
	

	
	

	
	


Abstract

Every protocol must include an abstract.  

Recommended Length: ≤ ½ page

The abstract should be a summary of the most important aspects of the protocol.  Detailed information should be put in the body of the protocol.  For example, the synopsis should only contain the main inclusion criteria, while the body of the protocol should contain the complete list.  

Be sure to define study type:  Choose Retrospective Cohort, Case-Control or similar.

1.0 BACKGROUND AND Significance

The purpose of the background and significance section is to state the problem to be investigated, the rationale for the proposed research, the current state of knowledge relevant to the proposal, why the question is important and the potential contribution of this research to the problem(s) addressed.  Include appropriate references.

Recommended Length: Approximately 2-3 pages 

The background and significance section should cover: 

· The rationale for the proposed project; 

· The state of existing knowledge, including literature citations and highlights of relevant data; 

· Gaps that the project is intended to fill;

· Disease/diagnosis;
· Population to be studied; and
· Outcomes
2.0 Hypotheses and Specific aims

The purpose of the hypotheses and specific aims is to describe concisely and realistically what the proposed research is intended to accomplish. Think of your hypotheses as the foundation of your application -- the conceptual underpinning on which the entire structure rests.  Choose one or more important, testable, focused hypotheses that increases understanding of biologic processes, diseases, treatments, or preventions and is based on previous research.  Your Specific Aims state what you plan to accomplish to test your hypotheses.
Recommended Length: The recommended length of the specific aims is ( 1 page. 

The specific aims should cover:

· broad, long-term goals; 

· the hypothesis or hypotheses to be tested; and 

· specific research objectives.

2.1 Specific Aim 1

State aim and briefly explain how you will accomplish the aim. 

2.1.1 Hypothesis 1

Make sure it is understandable, testable and adequately supported by citations in the Background and by data in the Preliminary Results Sections. 
2.1.2 Hypothesis 2

Add other hypotheses as appropriate.  This can be removed if it is not applicable.
2.2 Specific Aim 2

Add other project aims, numbering 4.2, 4.3, 4.4, etc.  This can be removed if it is not applicable.
2.2.1 Hypothesis 1

3.0 Preliminary data (If Applicable)
Include pilot, unpublished or theoretical data not included in background
4.0 STUDY DESIGN

4.1 Description

e.g., This is a retrospective cohort …
e.g., This is a case-control study …
If applicable, include matching criteria, eg, Qualifying subjects will be matched on gender and age (±5 years).  An equal number of controls will be identified (i.e., 1:1 matching).

4.2 Study Population

4.2.1 Inclusion Criteria

Inclusion criteria should be used to define your study population from the overall population.  Be aware of confusing negatives in inclusion criteria.  In general, an inclusion with “no” or “not” might be appropriately restated as an exclusion.  

1. Bulleted list

2. Date range range – how does this differ from the date range noted in 6.3. If different, perhaps use a different phrase here.

3. ICD-9 codes

4. Diagnostics codes

5. Problem List

4.2.2 Exclusion Criteria

Exclusion criteria should be used to clarify what subset of patients should not be included from those listed above.  Be aware of confusing negatives in exclusion criteria.  Do not restate negative inclusion criteria.
1. Bulleted list

2. Date range – how does this differ from the date range noted in 6.3. If different, perhaps use a different phrase here. 

3. ICD-9 codes

4. Diagnostics codes

5. Problem List

4.3 Study Date Range

The study will use retrospectively collected data within the date frame from MM/DD/YY to MM/DD/YY. 

4.4 Approximate Number of Patients

Approximately X Geisinger patients will be identified and included in this study.  

If multi-center study, also state this number.  

If Applicable - Describe the approximate number of patients in each experimental group (e.g., for case-control studies).  

4.5 Data to be Collected
The following data will be collected … (include a data dictionary in the appendix).
4.6 Primary Outcome

The primary outcome will be XX.

4.7 Secondary Outcome(s)

Secondary outcome(s) include XX.  This can be removed if it is not applicable.
4.8 Statistical Considerations

State who will perform the statistical analyses (eg, Biostatistics & Research Data Core). 

4.8.1 Statistical Analysis Plan

Outline analysis methods for each hypothesis grouped by the specific aims.
4.8.2 Statistical Power and Sample Size Considerations

Rationale for number of subjects and power calculations.  Include all relevant assumptions.
4.9 Data Management

4.9.1 Data Collection and Storage

Provide specific details on data collection procedures.  Describe who will be obtaining the data, how the dataset, specifically data containing protected health information (PHI) will be stored.  If the data meets the definition of Limited or De-identified dataset, then include the process on how this will be achieved.  Describe who will have access to the data, specifically PHI, if included in the research dataset.  Describe details of any data sharing and how the data set will be shared.
Please note:  This must be study specific and relevant to your submission.
4.9.2 Records Retention

Records of data generated in the course of the study shall be retained for 6 years OR XX years, after which point they will be destroyed OR  If there is a possibility that the data set might be used for future research studies, please state  “the data will be retained (describe what security measures and who has access) for use in future research studies that have been reviewed and approved by the IRB.”
Please note:  This must be detailed and study specific and relevant to your submission.
4.10 Study Timeline

example
	Task
	Start_Date
	Finish_Date

	Data Pull / Chart Review
	MM/YY
	MM/YY

	Data Analysis
	MM/YY
	MM/YY

	Etc.
	
	


5.0 Protection of human subjects

5.1 Protection of Human Subjects Against Confidentiality Risks

Describe the risks related to loss of confidentiality (eg, PHI identifiably, etc) and the precautions taken to minimize the risks (eg,. Unique key, key separated from data, password protected files, encryption, locked cabinets)  

e.g.;

All study data will be kept in password-protected computer files, and hard copy data will be double locked and accessible only to the study investigators.  Only group-level information without personal identifiers will be included when presenting results or submitting manuscripts for publication.
Please note:  This must be study specific and relevant to your submission.
6.0 PUBLICATION Plan (Optional)
You may choose to provide plans for meeting abstract submissions and/or journal publications.

REFERENCES

Citation format from American Medical Association (AMA) Manual of Style, 9th edition shown below – may be modified based on requirements/preference.  Use either RefWorks or Insert/Reference/Endnote function in Word to add references. (When you delete this note, the examples showing the AMA formatting of endnotes will be deleted from the References section. 
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7.0 ATTACHMENTS

7.1 Attachment 1: Title of the Attachment

Copy and paste the line above to make attachments automatically number.  Attachments should be numbered in the order they are mentioned in the protocol.  Attachments should not be mentioned in the synopsis.  

� 	Book—single author  


Shepard TH. Catalog of Teratogenic Agents. 7th ed. Baltimore, Md: Johns Hopkins Press; 1992. 


� 	Book—more than one author (list all authors if six or less, otherwise list first three followed by "et al.")  


Baselt RC, Cravey RH. Disposition of Toxic Drugs and Chemicals in Man. 4th ed. Foster City, Calif: Chemical Toxicology Institute; 1995.  


� 	Book—with editors  


Armitage JO, Antman KH, eds. High-dose Cancer Therapy: Pharmacology, Hematopoietins, Stem Cells. Baltimore, Md: Williams & Wilkins; 1995. 


� 	Chapter from a book  


Degner LF, McWilliams ME. Challenges in conducting cross-national nursing research. In: Fitzpatrick JJ, Stevenson JS, Polis NS, eds. Nursing Research and its Utilization: International State of the Science. New York, NY: Springer; 1994:211-215. 


� Article from journal—single author 


Moldofsky H. Sleep, neuroimmune and neuroendocrine functions in fibromyalgia and chronic fatigue syndrome. Adv Neuroimmunol. 1995;5:39-56.  


� Article from journal--more than one author (list all authors if six or less, otherwise list first three followed by "et al.")  


Raux H, Coulon P, Lafay F, Flamand A. Monoclonal antibodies which recognize the acidic configuration of the rabies glycoprotein at the surface of the virion can be neutralizing. Virology. 1995;210:400-408.   


� Monographic series 


Davidoff RA. Migraine: Manifestations, Pathogenesis, and Management. Philadelphia, Pa: FA Davis; 1995. Contemporary Neurology Series, No. 42.  


� Online journals with volume and page information 


Simon JA, Hudes ES. Relationship of ascorbic acid to blood lead levels. JAMA [serial online]. 1999;281:2289-2293. Available from: American Medical Association, Chicago, Ill. Accessed August 24, 1999.  


� Online journals without volume and page information 


Gordon GF. Bypassing heart surgery. Alternative Medicine [serial online]. July 1999;issue 30.  


� Online web site 


Terre Haute Center for Medical Education. The THCME Medical Biochemistry page. Available at: http://web.indstate.edu/thcme/mwking/home.html. Accessed August 24, 1999.  
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[Add Version Date] must be modified each time there is a modification to the protocol


