Example Assignment 4B: Anal Cytology Study Database

Description of Study

The Anal Cytology Study is a cross-sectional study of a diagnostic test to determine the the ability of anal cytology to predict histopathologic anal cancer in a population of patients referred to an anal HPV clinic.  The sample is more than 800 new patients over the last 2 years who have had both anal cytology and histopathology.
Database

The database for this study is a simple Access database with only one dynamic table that has 17 fields.  (See Appendix 1 for field list.)  There is one form for data entry.
Data Collection and Entry

The data are collected by clinicians in the clinic onto a standard paper exam form (attached as Appendix 2).  After collection, the data are transcribed into the Access data entry form by medical student Mina Chang (MSIV).

Data Checking and Validation

The anal cytology field allows only the following result codes:

	CytologyCode
	CytologyText

	0
	Normal

	1
	ASCUS

	2
	LSIL

	3
	HSIL-II

	4
	HSIL-III

	5
	HSIL-II to III

	6
	ASC-H

	7
	Unsatis.

	8
	HSIL, susp. Invasion


There are several yes/no fields.  If  HIV positive is “No” subsequent fields related to HIV positive are grayed out.

Because the possible results for histopathology were not clear at the beginning of the study and data collection, the histopathology field was initially a free-text field and was subsequently translated into a coded value, with codes as follows:

	HistoPathCode
	HistoPathText

	0
	No Biopsy/Normal Exam

	1
	NML/RSM

	2
	ASC-H

	3
	LSIL

	4
	HSIL

	5
	Invasive SCCA

	9
	Exclude


Most analysis is/will be done with Access queries and some export to Stata.
Security and Confidentiality

No PHI is transcribed into the Access database.  It is maintained on the paper form which is part of the patient’s confidential clinic record.

Administration/Back Up
The Access file is stored on a network drive that is backed up nightly.  The research assistant keeps her own backups as well.

Budget/Cost:

The cost of data management for this study is impossible to separate from the RA’s salary because it was all done by the RA.
Subject 
Columns

Name
Type
Size

SubjectID
Long Integer
4

Sex
Text
1

Age
Long Integer
4

HivPositive
Byte
1

CD4
Long Integer
4

HAART
Byte
1

ViralLoadDetectable
Byte
1

ViralLoad
Long Integer
4

WhyHere
Text
50

Cytology
Integer
2

HRALesionInternal
Byte
1

HRALesionExternal
Byte
1

HRAText
Text
255

HRA_HSILvsLSIL
Text
50

HistoPath
Text
255

HistoPathCode
Byte
1

DREMassFelt
Byte
1

Provider
Text
2
