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Biost 578 B: Introductory Applied Data Analysis
Emerson, Spring 2005
Homework #2
April 4, 2005
Written homework to be handed in at the beginning of class Wednesday, April 6, 2005.
In the clinical trial of methotrexate for the treatment of primary biliary cirrhosis, data is available on the following variables measured at baseline on the 265 subjects randomized to receive either methotrexate or placebo.:
Age (yrs)

Sex
Body mass index (kg / m sq)
Duration of disease (yrs)

Well-being score (sum of four indices, each measured as a scale of 1, 2, 3, 4)
Pruritus score (sum of four indices, each measured as a scale of 1, 2, 3, 4)
Shortness of Breath (absent/present)
Splenomegaly (absent/present)
Spider angiomata (absent/present)
Telangiectasia (absent/present)
Edema (absent/present)
Alkaline phosphatase (mg/dl)
AST (mg/dl)
ALT (mg/dl)
Total bilirubin (mg/dl)
Albumin (g/dl)
Prothrombin time (sec)

Prothrombin time INR

Serum creatinine (mg/dl)
Creatinine clearance (mg / min / 1.73 m sq)
Serum cholesterol (mg/dl)
WBC – white blood cell count (1000 cells/ cu mm)
Platelets (1000 cells / cu mm)
FVC – forced expiratory volume (pct predicted for age, sex, height)

DLCO – diffused lung carbon monoxide (pct predicted for age, sex, height)

Mayo score (an index of risk for death from PBC based on bilirubin, edema, PT, …)
Varices (absent/present)
Stage (histologic stage of liver disease (1,2,3,4) averaged across 4-5 pathologists)
Fibrosis (fibrosis seen in liver biopsy (0,1,2,3) averaged across 4-5 pathologists)
Prepare a statistical analysis plan (SAP) describing the analysis methods and presentation for this data appropriate for a report of clinical trial results. This SAP should include a mock-up of any table that would be presented in the report.
