Subject Index

AAR. See After-action
review (AAR)
Abnormal values, 10
Acceliant™ software,
242
Access software, 26
Accuracy, 193-194
Active (positive) controls,
57, 61
Ad hoc hypotheses, 215
Adaptive design, 185
Adjuvant treatment, 196
Advanced Revelation, 242
Adverse events
forms, 76
collection, 41, 91
list, 8, 103
monitoring, 170
policy, 179, 232
reports, 87,99, 179, 207
Adverse Event Reporting
System (AERS), 182
After-action review
(AAR), 83,230
AIDS, 62
AMA Manual of Style,
228
Analysis of variance, 195,
222
Anecdotal studies, 88
Angiograms, 206
Animal experiments, 88

Appointments, missed,
75

Arithmetic mean, 222

Aspirin, 5

Attorney, 28

Audit trail, 132, 145, 157

Baseline
analysis, 194, 203
data, 41, 49, 125
measures, 18, 36, 56
Baxter, 4
Baycol/Lipobay, 4
Behrens-Fisher problem,
208
Bias, 59
Biologics, 18
Binary restenosis,
Binomial data, 202
Blinding, 36, 60-61
Blocking, 56
Blocked randomization,
Blood tests, 40
Bonferroni inequality, 214
Bootstrap, 65,212
Box and whiskers plot,
193
Breaking the code, 186
Breast implants, 4, 58
Budgets and
Expenditures, 50, 118,
141, 186,229

CANDA. See Computer-
aided new drug
application
(CANDA), 124

Cardiac arrhythmia
suppression, 48

Case controls, 71

Case-control studies, 88

Case report forms, 125

electronic, 130
storing, 9

Categorical data, 196

Cause and effect relation,
211

CDISC

guidelines, 125, 133
Metadata Model, 133
Censored data, 201
Character data
storing and retrieving,
12
Checklists
comprehensive, 161
design, 35, 50, 80
future studies, 234
measurements, 42
preventive measures, 43
Chi-square
analysis, 222
distribution, 196, 222

Cholesterol-lowering

drugs, 126
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C-ISAM, 242
Clinical Discovery
Platform, 240
Clindex software, 238
Clinical
review, see AAR
sites, see Sites
follow-up, see Follow-up
investigators, see
Investigators
Clinical research monitors
(CRMs), 24,26, 165
responsibilities of, 28,
126, 138-139, 166,
169-173, 175,178
Clinical Resource Centers,
109
Clinical trials
closure, 46, 72, 227
cost of, 72
cut-off dates, 201
delays, 229
registry, 107, 113
single versus multiple,
36
termination and
extension, 184
time line, 45, 90
Clinical vs statistical
significance, 217
Clintrial software, 242
Clintrinet software, 240
Closure, 46, 72,227
Code cracking, 47, 62,77
Coding systems, 131-132,
153
Cofactors, 202
Collateral studies, 233
Committees, (see Review
Committees)
Common Technical
Document, 37, 83-86
Competing events, 206
Compliance
increasing, 97
monitoring, —,
staff contribution to
Computer-aided new drug
application
(CANDA), 104
Computer-assisted data
entry, 123
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Concurrent medications,
48,76

Confidence intervals, 191,
222

Confidentiality, patient,
155

CONSORT statement,
105

Contract research
organizations
(CROs), 31,109

Contracts, drafting, 28

Controls, 57

Cost

considerations, 72

overruns, 172

tracking, (see Budgets
and Expenditures)

CPHS. See Committee for
the Protection of
Human Subjects
(CPHS)

Critical value, 222

Critical terms, 49

CRMs. See Clinical
research monitors
(CRMs)

CROs. See Contract
research
organizations (CROs)

Crossover design, 70

Crossovers, 205

Cross reactions, 17

Data
analysis, see Statistical
analysis
collecting, 8, 123
fraudulent, 78
missing, 178, 205
monitoring, 78, 180-182
permanent storage, 228
repeated tests on, 214
security, 155
storage, 133, 156
transfer, 154
types of, 64, 190
visualization, 181
Database management
systems (DBMS), 150
Database manager, 30,
156

Database
access, 148, 155
backup, 158
combining, 151
protection, 157
regulatory agency access
types, 143-148
client-server, 150
testing, 158
Data Desk/Activ
Stats/DataDesk XL,
243
Data entry
computer-assisted, 10,
43,180
development, 123-131
via internet, 155
standardization, 49
technology, 9
training for, 139
Data specifications table,
124
Datatrak EDC™, 241
DB2, 151
DBMS Copy, 245
DBMS. See Database
management systems
(DBMS)
Deming regression, 213
Demographics, 103
Design
checklist, 50
decisions, 35
team, 23-25
Documentation
guidelines for, 83-106
of software, 218
checklist, 162
Domain tables, 152
Doses, missed, 75
Dow Corning, 58
Downsizing, 3
Dropouts, 69, 178,
205

Economic models, 73

e-CREF. See Electronic,
case report form
(e-CRF)

EDC. See Electronic, data
capture

EEG, 29



Efficacy measures, (see
Endpoints)
Efficacy trials, 8
Electronic
case report form (e-
CRF), 123
data capture, 1-3, 132,
submission (e-Sub), 1,
10
Eligibility
determination, 45, 112
requirements, 18, 44, 70,
78, 89,232
Endpoints, 9
Reporting, 204
secondary, 41
surrogate, 38, 39
Enrollment
ethical considerations,
114
monitoring, 77, 176
Equivalence
demonstrating, 68
testing for, 209
Error sources, 3, 9-10, 27,
42,49,123,131,152,
181,199,213
Erythromycin, 44
Ethical considerations, 93,
114
Exact test, 222
Exception
handling, 91
investigator related,
patient related, 103
Expenditures, (see
Budgets and
Expenditures)
Experimental design, 43,
55
Exponential distribution,
66
External review panels
(see Review
Committees)
EZsubs®, 241

Facilities, changes in, 171

FDA. See Food and Drug
Administration
(FDA)

File access, 155

Final reports, 102
First Doc R&D, 241
Fisher’s exact test, 92, 196
Flat file database, 143
Follow-up, 45, 125
missed appointments, 76
file, 144
procedures, 91
Food and Drug
Administration
(FDA), 18, 83, 104,
109, 124, 182, 208
Forecasting models, 176
Formal testing team, 27
Fractional factorial design,
71
Fraudulent data, 78
F-test, 198
Future studies, 233

Gant chart, 26, 125
Globalview operating
system, 27
Government regulations,
European, 37
Groupings, pre-defined,
126

Handheld devices, 239
Hardware, 27, 229, 162
Hardware checklist, 162
HCOL Clinical Study, 239
Health fairs, 114
Hierarchical databases,
145,153
Histogram, 181
Historical databases, 71,
107
HTML format, 99-102

ICH guidelines, 38
THS Guidelines, 203
Implementation team, 19
Ineligible individuals, 69,
205
Informed consent
form, 94
Instructions,
holes in, 48
Intent-to-treat, 19, 63
Interactions (drug), 44, 69,
231

Interest, loss of, 115,
172-174
Interim reports, 83
Investigator
categories, 167
manuals, 43
meetings, 168
motivators, 110, 173
payment, 13,173
rapport, 167
relations, 123
responsibilities, 92
retention, 111, 173
recruitment efforts, 28
In vitro/in vivo
experiments, 5, 35
ISAM, 149

Journal articles, drafting
and publishing, 104,
228

Karnofsky Index, 202

Key fields, 149, 152
Keypunch instructions, 131
Kick-off meetings, 168
KISS, 11, 70, 93
Kruskall-Wallace test, 199

Laboratories
computerization, 9
paying, 13
guidelines, 97
results validation, 180

Lawsuit, 58

Lead software developer,

125
Lipid-lowering therapies,
44

Logistic regression, 222

Log-rank test, 202

Lung cancer data, 200

Management, 4

Manuals. See Procedures
manuals

Manufacturing specialist,
26

Marketing representative,
25

Maximum tolerated dose,
35

SUBJECT INDEX 253



Measurements checklist,
42

Median, 193, 222

Medical monitors, 24, 166,

168, 184, 230
Medication
adjusting, (see Intent-to-
treat)
MeDRA, 86-87
Menus, 129

MetaTrial software, 238
Metoprolol, 39
Metric data, 192, 198
Microsoft Access, 150
Milestones, 25
Minimum effective dose,
35
Minimum relevant
difference, 209, 222
Missed appointments, 75
Monitoring, 1, 165
enrollment, 77
for quality, 176
long term, 232
Motrin™, 37, 39
Multicenter trial, 3
Multiple databases, 151
Multiple trials, 36
Multivariate statistical,
186

Network database, 146

New drug applications
(NDA), 104

Newsletter, 116, 172

Noncompliant patients, 75,
205

Nonparametric methods,
199

Normal distribution, 65,
222

NPC Test, 244

NQuery Advisor, 244

Null hypothesis, 198, 223

Objectives, 37, 186

Object-oriented databases,
150

O’Brien test, 208

Odds ratio, 191

Open-ended reporting,
123
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Oracle software, 26, 150,
238,241

Oral contraceptives, 44

Ordinal data, 194, 197

Outcome measures, 90

Outcomes, anticipated, 8

Outliers, 199, 206

Paperless system, 1
Parametric methods, 198
Pass 2000, 244
Passive (negative)
controls, 57
Patients
care, 227
compliance, 97, 116
confidentiality, 155
deaths, 171
follow up, 76, 91
instructions, 43, 76
1D, 153
loss adjustment, 69, 207
manual, 43
motivating, 116
noncompliance, 42
payment, 95
population, 4, 36, 44,
107,114,
records, 93
recruitment, 112
retaining, 115
selection, 17, 89
telephone contact, 116
withdrawals, 63, 91, 103,
165,178
Payment, advance, 173
Permutation tests, 223, 199
Pfizer, 4
Pharmaceuticals checklist,
161
Pharmacokineticist, 71
Pharmacologist, 26
Pharmocology, 88
PharmaTrack™, 239
Phase I-I11, 5, 88
Physician panel, 19, 28
Physician (see
Investigator)
Placebo, 57
Plan-Do-Check approach,
13
Planned closure, 46

Planning checklist, 35, 50
Planning, importance of, 2,
113
PocketTrials software, 239
Postmarketing, 228, 232
Power of a test, 67, 231
Power and Precision
software, 244
Precision, 64, 192, 211
Pre-design checklist, 35
Predictors, finding, 217
Pretrial meetings, 168
Preventive measures, 43,
79
Procedure manuals, 24, 83,
95ff, 163, 179
Profit considerations, 72
Program documentation,
99,218
Program testing, 27, 136
Programmers
screen preparation, 20,
127
statistical, 30
Programming conventions,
136
Project management
software, 180, 238
Project manager, 23, 168,
180, 230
Proposals,
objectives, 89
reviewing and rewriting,
49
clinical overview, 86
Protocol
deviations, 42, 78, 171,
178,204
table of contents, 87
Pull-down menus, 129
p-value, 223

Quality control, 42, 47, 91,
123,179
Quality-of-life, 49

Radio button, 128
Randomization, 56
blocked, 59
response adaptive, 72
stratified, 60
Randomized trials, 58



Rank tests, 223
Reactions, severe, 171
Recruiting
factors in, 113
media campaigns, 1114
monitoring, 77
patients, 112
problems with, 29
physicians, 108
targeting, 70
tracking, 176-177
Redundant variables,
Regulatory agencies
advice, 11
approval of, 19, 25, 163
notification, 79
requirements, 57
submissions to, 9, 83,
102
Regulatory liaison, 25
Relational database, 146,
Repeated tests, 214
Reports
clinical overview, 86
start with, 7, 45
topics covered by,
97-102, 189
“Rescue efforts,” costs of,
188
Resource center guide,
110
Response adaptive
randomization, 72
Review committees, 29,
30, 163, 179, 183-185
Run-in period, 117-118

SaberTooth Curriculum,
213
Safety
measures, 18
monitoring board, 48
trials, 5
Sample determination
formulas for, 64
Samples
requirements, 216
representative,
size, 8, 36, 63
cost, 72
SAS
analysis, 196, 200, 202

software, 238, 243
univariate procedure,
181
Screen-capture utilities,
137
Screen development,
124-131
Security, 155-158
Sequential tests, 185
Servers, 150
Sham surgery, 58
Side effects
anticipated, 39
Significance level, 66, 223
Silicon implants, 4, 58
Silktest software, 137, 245
Simpson’s paradox, 210
Site (see Treatment site)
Smirnov test, 208
Smoking, 127
Software
checklist, 162
developer, 26
documentation, 218
Speech recognition, 239
Sponsor data, 88
Spreadsheets, 144
SPSS, 243
SQL, 147
SQL-Amywhere®, 151
Staff turnover, 171
Staffing, 23
Standard error, 192
Stata®©, 181, 243
Statistical
analysis, 91, 103, 194
assumptions, 216
programmers, 30
significance, 209, 217
software, 243
terminology , 222
Statistics checklist, 213
StatXact software, 243
Stenosis, 39
Stratified randomization,
59
Stress testing, 138
Student’s t, 223
Study (see, also, Clinical
trials)
committees, 93
closure, 46

justification, 88
objectives, 37
population, 44, 203
protocol, table of
contents, 87
time lines, 45
StudyBuilder software,
240
Subgroup hypotheses, 5,
232
Subjects, (see Patients)
Subsamples, 69
Supplies, 161, 176
Support
technical, 140
Surrogate response, 38-39
Survival data, 200
Sybase InfoMaker, 240
Sybase SOL Anywhere,
242
SyMetric software, 243
S+SeqTrial, 244

Teaching hospitals, 109
Team roles, 32
Technical design decisions,
Technical support, 140
Technical writers, 26
Tertiary end points, 41
Testing
database, 158
equivalence, 209
software, 20, 136-138
Testing leads, 27
Test phase checklist,
163-164
Third-party facilitator, 229
Time line, 45
Time-to-event data, 65,
200
Touch screen software, 239
Toxicity, investigating, 186
Training program, 20, 43,
78,139
Transnational trials, 3, 30,
36-7
Treatment
allocation, 47, 50, 60
code cracking, 47, 62,
77
discontinuing, (see
Closure)
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modifications, 79, 185
noncompliance with,
170
plan or regimen, 90
TrialXS software, 237
Treatment sites
coordinators, 28, 75, 163,
206
number, 36, 70
selecting, 107
visits, 111, 139, 165, 69
Trial review committee,
230
Trials (see, Clinical Trials)
TrialWorks™ software,
238
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Triple blinding, 62

t-test procedure, 195, 200,
223

Type I and 1I errors, 66,
223

Type-and-verify field,
129

Validate, 1, 103, 129
Variability measures, 103
Variable and fixed costs,
229
Variation
coping with, 55
minimizing, 96
individual-to-individual

VIP patient treatment,
116

Volunteers, attracting,
113

Web-based data entry,
154-155

Westfall procedure,
215

Wilcoxon test, 198, 223

Winrunner software, 137,
245

Withdrawals (see
Dropouts)

Zelen’s test, 196, 204



