EPI 218 Example Assignment 4B 

Research Database Description
Coronary CT-angiogram in Stroke Patients

My study is a prospective cohort study to assess the predictive value of coronary CT-angiogram in terms of coronary heart disease events in 200 stroke patients. As part of this study, patients will be assessed twice, at baseline and one–year later. At each time point, a CT study of the carotid and coronary arteries will be performed, and clinical data collected at the same time as the CT studies.

1. General description of database (including relationships diagram):

The database was created using PostgreSQL version 8.1 (PostgreSQL Global Development Group), which is an open-source ANSI SQL92 compliant relational database that runs on a variety of UNIX and Windows based platforms. The web interface for the database was written in the Java (Sun Microsystems, Santa Clara, CA) programming language. The relationships diagram showing the structure of my study database is displayed in the appendix. The database counts 22 static “lookup” tables (indicated in the appendix). There will be one form (with different components) to enter the clinical information about the patients. The different imaging variables will be assessed by experts who will be given case report forms (CRF) to fill out with the values of these variables for each patient.

2. Data collection and entry:

The data will be collected during patients' interview by a research assistant. The research assistant initially uses paper forms and then enters the data into the database using a web interface for the database written in the Java (Sun Microsystems, Santa Clara, CA) programming language. The database is able to import lab values from the STOR.
3. Error checking and data validation:

The database automatically checks data against the range of allowed values. At a frequency decided by the user (typically every month), statistical summaries of the different variables are automatically generated in order to allow for periodic outlier detection.

4. Analysis (e.g., export to Stata):

The database can be queried for specific variables in specific subsets of patients. These variables are placed in an excel spreadsheet that can subsequently be imported in Stata for statistical analysis.

5. Security/confidentiality:

In order to be HIPAA compliant, the database is password-protected. All activity is logged for HIPAA auditing. 128-bit SSL (secure socket layer) is used to encrypt all connections between the user’s browser and the database. The patient's protected health information is protected by keeping identifying data (name, SSN, MRN) in a separate table. The privileges of each user, more specifically the extent of his/her access to the database, is defined by the administrator of the database.

6. Back up:

The database is stored on a HP ML570 G3 server with two 3.16GHz processors, 4GB memory, dual power supplies, two Smart Array disk controllers, 72 GB disks for the mirrored OS, and 8,300 GB SCSI drives. It is backed up using the same procedure/hardware (picture archiving and communication system) that is used to back-up the imaging studies obtained in the patients from the UCSF Department of Radiology.

EXTRA CREDIT

7. Budget/Cost estimate:

	PERMANENT EQUIPMENT: 

HP ML570 G3 server with two 3.16GHz processors, 4GB memory, dual power supplies, two Smart Array disk controllers, 72 GB disks for the mirrored OS, and 8,300 GB SCSI drives
	$15,005.00

	DATABASE MANAGEMENT:

salary support for my database manager (25% of his time)
	$29,100.00



	TOTAL
	$44,100


This covered is covered mainly by a REAC grant, and partially by departmental funds.

The salary of my research assistant is covered by a different grant (K12).

Appendix:

Relationships diagram showing the structure of my study database:
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List of the tables:

	Demographics
	Brain NCT
	Blood Draw

	Family History
	Brain CECT
	EKG

	Past Personal History
	Brain PCT
	Drugs

	Hospital Admission&Discharge
	Carotid PCT
	

	Death
	Intracranial CTA
	

	Physical Examination
	Carotid CTA
	

	Rankin
	Aortic CTA
	

	NIHSS
	Cardiac CTA
	

	Barthel
	
	

	MMSE
	
	

	Risk Factors
	
	


Web interface:
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