CLINICAL RESEARCH COMMITTEE:

 PROTOCOL FOR INITIAL DATA REQUEST OR PUBLICATION

Submit the protocol and cover letter to the IRB. When you receive the IRB approval letter, submit a copy of the IRB letter and the protocol to the SLEH/THI Clinical Research Committee. Protocols should be sent to THI Scientific Publications, MC 1-194.

Section I—Administration

	1.
	Title
	

	2.
	Principal author/investigator
	

	3.
	Departments and Institution(s)
	

	4.
	Co-author(s)/Co-investigator(s) in order of their level of participation
	

	5.
	Database of interest
	

	6.
	If for manuscript, proposed journal
	

	7.
	Will your data set contain any of the following items that are considered Protected Health Information (PHI)? (Check all that apply.)

____Names

____Geographic subdivisions smaller than a state, except first 3 digits of the zip code

  ____All elements of dates (except year) for individuals younger than 90; all elements of 

          dates (including year) for those over 90 years old

____Telephone numbers

____Fax numbers

____E-mail addresses

____Social security numbers

____Medical record numbers

____Health plan beneficiary numbers

____Account numbers

____Certificate/license numbers

____Vehicle identifiers and serial numbers, including license plate numbers

____Device identifiers and serial numbers

____Web Universal Resource Locators (URLs)

____Internet protocol address numbers

____Biometric identifiers, including voice and finger prints

____Full face photographic images and any comparable images

____Any other unique, identifying number characteristic, or code, with some exceptions

If any Protected Health Information will be accessed, a “HIPAA IRB Waiver of Authorization Form” will need to be submitted to the IRB along with this Protocol for Initial Data Request or Publication.


Section II—Hypotheses

State briefly what your study will address (broad objective, primary aim and hypothesis, secondary aims and hypotheses, or uniqueness of case).

Section III—Background

State how this study will fill a gap in the scientific literature.

Section IV—Study Design (NA for all sections not applicable to your study/report)

Definitions and examples can be found on the Scientific Publications page of the THI website at http://texasheart.org/scipub.html.

1.
What type of study/manuscript is this: case report, case series, cross-sectional, case control, cohort, clinical trial?

2.
Number of patients to be included in the study:

3.
Inclusion criteria. What characteristics, traits, procedures, etc., of patients will allow them to be enrolled in the study?

4.
Exclusion criteria. What characteristics, traits, procedures, or drug therapies will exclude patients from enrollment in the study? 

5.
Outcome variables (dependent variables). What is the characteristic or outcome that is considered an endpoint for this study? (There may be more than one outcome variable in a study.) 

6.
Predictor variables (independent variables). What patient characteristics, traits, procedures, monitoring modalities, or therapies are being examined that may correlate with or precede (predict) the endpoint of interest? These variables may or may not be related to each other. For example, age, height, and weight may be predictors of postoperative death. Height is related to weight, and age is related to height in younger age groups. 

7.
Statistics.

Which statistics will you use in this study? What is the probability of detecting a result if 

the result really exists (the power calculation)?

Definitions and examples of types of statistics can be found on the Scientific Publications page of the THI website at http://texasheart.org/scipub.html.

8.
Limitations. Please list any problems you anticipate having with your data (inaccurate measurements, absence of certain necessary variables, too few patients with a particular characteristic, too few patients with outcome, etc.).

Section V—Significance/Potential Impact on Practice or Research

Section VI—Key References 

1.


2.


Approval

(  Approval: Clinical Research Committee, Mike Wilson, MD, Chair





By (signature):


Date: 
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