Example Assignment 4B: HPV Cytology Study Database

Description of Study

The HPV Cytology Study is a cross-sectional study of a diagnostic test to determine the ability of High Resolution Anoscopy (HRA) HPV 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.  The de-identified sample data is on 64 subjects.  We substituted patient names with the names of movie characters, changed birth dates to the year of the movie release, and changed all exam dates.  The sample database contains no identifying information.

Data Collection System/Back-End Data Repository

The data collection system for this study is a REDCap project and the repository database is a simple Access database with only two dynamic tables: a Subject table with 8 subject-specific fields, and an Exam table with 17 fields.  (See Appendix 1 for the Access field list).  There are two REDCap instruments for data entry, Subject and Exam (repeatable).  (See Appendix 2 for the REDCap codebook.)

Data Collection and Entry

The data is collected by clinicians in the clinic onto a standard paper exam form (attached as Appendix 3).  After collection, the data are transcribed into the Access data entry form by the medical student RA on the study.

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 not available for data entry.

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



Monitoring, reporting, and analysis is/will be done with Access queries and some export to Stata.

Reporting

A “Summary Result” report is displayed in Appendix 4.

Security and Confidentiality

The original paper form is part of the patient’s confidential clinic record.  The REDCap data collection system is secure and accessible only to members of the study team.  The back-end Access database is maintained on MyResearch in a folder accessible only by members of the study team.  When data is exported to Stata, patients are identified by a SubjectID that has no meaning external to the database.  No dates are exported.
Administration/Back Up
REDCap and MyResearch are both backed up regularly by Academic Research Systems.
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.
MAK note:  This budget statement is inadequate.  The student should at least have estimated/reported the RA’s total salary and perhaps tried to prorate the salary by proportion of effort devoted to data collection and management.  No extra credit given.


Appendix 1 Access Field List
Subject Table
	Columns
	Name	Type	Size
	SubjectID	Long Integer	4
	Sex	Short Text	1
	Sex01	Byte	1
	DOB	Date With Time	8
	FirstName	Short Text	50
	LastName	Short Text	50
	MovieTitle	Short Text	255
	HivPositiveIND	Byte	1
	ConversionDate	Date With Time	8
Exam Table
	Columns
	Name	Type	Size
	ExamID	Long Integer	4
	SubjectID	Long Integer	4
	redcap_repeat_instance	Long Integer	4
	ExamDate	Date With Time	8
	CD4	Long Integer	4
	HAART	Byte	1
	ViralLoadDetectable	Byte	1
	ViralLoad	Long Integer	4
	WhyHere	Short Text	50
	Cytology	Integer	2
	HRALesionInternal	Byte	1
	HRALesionExternal	Byte	1
	HRAText	Short Text	255
	HRA_HSILvsLSIL	Short Text	50
	HistoPath	Short Text	255
	HistoPathCode	Integer	2
	DREMassFelt	Byte	1
	Provider	Short Text	2



Appendix 2  REDCap Codebook
0
Female
1
Male

1
Yes
0
No

0
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1
Unverified
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#
	Variable / Field Name
	Field Label
Field Note
	Field Attributes (Field Type, Validation, Choices, Calculations, etc.)

	Instrument: Subject (subject)

	
	1
	subject_id
	Subject ID
	text

	
	2
	first_name
	First Name
	text

	
	3
	last_name
	Last Name
	text

	
	4
	movie_title
	Movie Title
	text

	
	5
	sex
	Sex
	radio

	
	6
	dob
	Date of Birth
M-D-Y
	text (date_mdy)

	
	7
	hivpositive
	HIV Positive
	yesno

	
	8
	conversion_date
Show the field ONLY if:
[hivpositive] = '1'
	Date of Conversion (if known)
M-D-Y
	text (date_mdy)

	
	9
	subject_complete
	Section Header: Form Status
Complete?
	dropdown

	Instrument:   Exam  (exam)

	
	10
	exam_date
	Section Header:
Exam Date
M-D-Y
	text (date_mdy)
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0
No
1
Yes
9
Unknown

0
No
1
Yes
9
Unknown

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

0
No
1
Yes


	
	11
	age
	Age
years
	calc
Calculation: rounddown(datedi"([dob], [exam_date],"y","mdy"))

	
	12
	cd4
Show the field ONLY if:
[hivpositive] = '1'
	Section Header: HIV Positive? [hivpositive] (If this is incorrect, please update the Subject instrument.) CD4
	text (integer)

	
	13
	haart
Show the field ONLY if:
[hivpositive] = '1'
	HAART
	radio

	
	14
	viral_load_detected
Show the field ONLY if:
[hivpositive] = '1'
	Viral Load Detected?
	radio

	
	15
	viral_load
Show the field ONLY if:
[hivpositive] = '1' and [viral_load_detected]
= '1'
	Viral Load
	text (integer)

	
	16
	why_here
	Section Header: Today's Exam High Resolution Anoscopy (HRA)
Why Here?
	text

	
	17
	cytology
	Cytology
	radio

	
	18
	hra_lesion_int
	HRA Lesion Internal
	radio



19 hra_lesion_ex	HRA Lesion External	radio
	0
	No

	1
	Yes


20 hra_text	HRA Text	text
21 hra_hsilvs	HRA HSIL vs LSIL	text
22 histo_path_code	Histo Path Code	radio
	0
	No Biopsy/Normal Exam

	1
	NML/RSM

	2
	ASC-H

	3
	LSIL

	4
	HSIL

	5
	Invasive SCCA

	6
	Exclude


23 histo_path	Histo Path	text
24 dre_mass	DRE Mass Felt?	radio
	0
	No

	1
	Yes

	9
	Unknown


25 provider	Provider	radio
	0
	MB

	1
	NJ

	2
	MR

	3
	JP



Appendix 3 – Paper Data Collection Form

MAK Note: The paper data collection form should be reproduced here.  It is not available for the example.
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