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Biost 578 B: Introductory Applied Data Analysis
Emerson, Spring 2005
Homework #6
April 27, 2005
Written answers to the homework are to be handed in at the beginning of class Wednesday, May 4, 2005. (There will be no class on Monday, May 2, 2005.)
You are asked to prepare a statistical analysis detailing the analyses you would use to describe
1. Duration of the clinical study (i.e., length of time(s) patients were observed during follow-up).

2. Patient disposition over the course of the clinical trial (e.g., number of patients who died, who received a liver transplant, who discontinued follow-up, etc.)

3. Patient compliance with study drug over the course of the clinical trial.

4. Patient adherence to clinic visits and study procedures.

As a part of this analysis, prepare graphs of timelines for individual patients in which you indicate

1. Times that each patient was taking study drug. Differentiate between patients who stopped study drug per protocol and patients who stopped study drug due to their own personal preference.

2. Times that each patient permanently discontinued study drug but continued to be followed with clinic visits.

3. Times that each patient discontinued regular visits but consented to be followed for vital status (deaths, transplants).

4. Times of death or transplant for each patient, if observed.

5. Time between randomization for each patient and the date that the DSMB terminated the study on November 1, 2002.

6. Times that each patient has valid (nonmissing) laboratory data, endoscopy data, and biopsy data. You may choose to identify with which scheduled visit each measurement is labeled. Alternatively, you might consider providing descriptive statistics

The data files are on the class web pages. All files are plain text, with variables delimited by commas. Dates will tend to have “NA” if the values are missing, while numeric quantities will just be blank (nothing between the commas). The first row consists of the variable names. The data files are as follows:

labs.txt:

· sc= screening center (numeric code)

· measdate= date of measurement

· ptid= patient identifier

· evalwk= indicator of scheduled clinic visit

· bili= serum total bilirubin (mg/dl)

· alb= serum albumin (g/dl)

· ptinr= PT/INR

otcm.txt

· sc= screening center (numeric code),
· ptid= patient identifier

· dthdate= date of death

· tplntdate= date of liver transplant

· listdate= date listed to receive a liver transplant

· lostdate= date lost to follow-up

· bldvardate= date of first episode of bleeding varices

· encephdate= date of first episode of hepatic encephalopathy

· ascitdate= date of first diagnosis of ascites

· prurdate= date of first diagnosis of disabling pruritus (itching)

· yr2endodate= date of two year endoscopy

· yr2endo= results of two year endoscopy (1= varices, 2= none)

· yr2biopdate= date of two year biopsy

· yr2avgstg= average of pathologists’ readings of stage from two year biopsy 

· yr2avgfib= average of pathologists’ readings of fibrosis from two year biopsy

· (similar fields to the previous five for 4, 6, 8, and 10 year visits)

· wdrwdate= date patient withdrew from treatment due to inability to tolerate drug

· voldcdate= data patient discontinued study of his/her own volition

stopdrg.txt

· sc= screening center (numeric code),
· ptid= patient identifier

· randomdt= date of randomization

· maxevaldt= date of last clinic evaluation

· stopdrugdt= date study drug permanently stopped

· stopreason= reason for stopping study drug

· wdrawdt= date patient withdrew from the study

· tplntdate= date of liver transplant

· deathdt= date of death

· following= was patient being followed at time of study closure

· followstat= status of follow-up for patient (every 3 mos or every 12 mos)

· cancerdt= date of cancer diagnosis

· losttofup= date lost to follow-up

· wdreason= reason for withdrawal from study
(The data file for drug compliance will be added soon.)

