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NIH Data Sharing PolicyNIH Data Sharing Policy
“To ensure that others can use” data, 
meta-data is needed that documents “

http://grants.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm

definitions of variables, 
details about codesdetails about codes
the methodology and procedures the methodology and procedures 
used to collect the data,used to collect the data,
variable field locations, [variable field locations, [……].].

The precise content of 
documentation will vary by the

scientific area,
type of data collected,type of data collected,
study design, andand
characteristics of the dataset.”
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field_name form_name field_unitsent_preceding_heement_typ element_label element_enum element_note _validatvalida_validation
sub_id Demographics Information text Subject ID
sub_lname Demographics text Last Name
sub_fname Demographics text First Name
sub_gender Demographics select Gender M, Male
sub_dob Demographics text Date of Birth MM/DD/YYYY Date
sub_phn1 Demographics Information text Home Phone Number XXXX Phone
sub_phntype Demographics select Alt Phone Type C, Cellular \n 
sub_phn2 Demographics text Alt Phone Number XXXX Phone
sub_add Demographics textarea city, state, & zipcode)
scr_vis_date Study Visits Screening Visit text Date of Visit MM/DD/YYYY Date
scr_ht Study Visits cm text Height (cm) int
scr_wt Study Visits kg text Weight (kg) XXX.XX float
scr_bp Study Visits mmHg text Blood Pressue (mmHg) XXX/XXX
scr_rest_hr Study Visits bpm text Resting Heart Rate (bpm) int
bs_vis_date Study Visits Baseline Visit text Date of Visit MM/DD/YYYY Date
bs_ht Study Visits cm text Height (cm) int
bs_wt Study Visits kg text Weight (kg) XXX.XX float 0.01 999.99
bs_bp Study Visits mmHg text Blood Pressue (mmHg) XXX/XXX
bs_rest_hr Study Visits bpm text Resting Heart Rate (bpm) int
six_mth_vis_date Study Visits 6 Month Visit text Date of Visit MM/DD/YYYY Date
six_mth_ht Study Visits cm text Height (cm) int
six_mth_wt Study Visits kg text Weight (kg) XXX.XX float 0.01 999.99
six_mth_bp Study Visits mmHg text Blood Pressue (mmHg) XXX/XXX
six_mth_rest_hr Study Visits bpm text Resting Heart Rate (bpm) int
fu_vis_date Study Visits Follow Up Visit text Date of Visit MM/DD/YYYY Date
fu_ht Study Visits cm text Height (cm) int
fu_wt Study Visits kg text Weight (kg) XXX.XX float 0.01 999.99
fu_bp Study Visits mmHg text Blood Pressue (mmHg) XXX/XXX
fu_rest_hr Study Visits bpm text Resting Heart Rate (bpm) int
scr_labs_wbc Study Labs K/cu mm Screening Labs text WBC (K/cu mm) XX.XX float 0.01 99.99
scr_labs_rbc Study Labs M/cu mm text RBC (M/cu mm) XX.XX float 0.01 99.99
scr_labs_plat Study Labs K/ml text Platelets (K/ml) XXX int 1 999

WISDOM for WISDOM for REDCapREDCap
MODEL

DESIGN
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Pht.1 1 2 2 2 2 3 3 4 4 4 4 5 5 5 5 5 5 5 5 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Pht.2 1 1 1 2 2 1 1 1 1 2 2 1 1 1 1 1 1 2 2 1 1 1 1 1 1 1 2 2 2 2 2 2 3 4
Pht.3 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34
Ivl -1 1 -2 2 -3 3 -4 4 -5 5 -6 6 -7 7
Pol -1 1 1 1 1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 1 1 1 1 1 1 1 1 1 1 1 1 1 -1 -1
Dat 2 1 #### ##### 4.31 47.3 -1 99999 -1 99999 -1 99999 -1 99999 -1 99999 -1 99999 -1 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 81 0 1.71 28.0 9.33 90.0 15080 15080 14626 14627 14626 14627 15000 99999 15000 99999 15000 99999 15000 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 115 0 1.50 12.0 10.95 75.0 -1 15535 14618 99999 14618 99999 14618 99999 14618 99999 14618 99999 14618 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 166 0 #### ##### ##### ##### -1 2258 16819 99999 16819 99999 16819 99999 16819 99999 16819 99999 16819 99999 1 0 0 0 0 1 1 0 0 1 0 0 0
Dat 181 0 1.14 14.0 10.59 62.9 17400 99999 13152 99999 13152 99999 13152 99999 13152 99999 13152 99999 13152 99999 0 0 0 0 0 0 0 0 0 0 0 0 0 25
Dat 28 0 1.00 24.0 2.00 21.1 12327 12327 11147 99999 11147 99999 11147 99999 11147 99999 11147 99999 11147 99999 0 0 0 0 0 0 0 0 1 1 0 0 0 5
Dat 126 1 1.46 9.6 6.53 7.0 -1 99999 11599 11914 11599 99999 11599 99999 11599 99999 11599 99999 11599 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 223 0 #### ##### ##### ##### 12653 99999 11427 99999 11427 99999 11427 99999 11427 99999 11427 99999 11427 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 180 1 1.00 14.0 7.55 55.1 12406 99999 9830 99999 9830 99999 9830 99999 9830 99999 9830 99999 9830 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 26 1 1.50 16.0 5.42 48.0 4139 4139 4138 4139 4138 4139 9101 99999 9101 99999 9101 99999 9101 99999 0 0 0 0 0 0 0 0 1 1 0 0 0 3
Dat 88 0 #### ##### 8.45 100.0 -1 99999 9502 99999 9502 99999 9502 99999 9502 99999 9502 99999 9502 99999 0 0 0 0 0 0 0 0 0 0 0 0 0 9
Dat 89 0 #### ##### 4.56 90.0 -1 99999 9159 99999 9159 99999 9159 99999 9159 99999 9159 99999 9159 99999 0 0 0 0 0 0 0 0 0 0 0 0 0 3
Dat 114 0 3.00 18.0 11.10 100.0 13200 13719 12781 13553 12781 13553 12132 12133 12132 12133 12132 12133 12781 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 116 0 3.62 26.0 14.54 100.0 12298 99999 12298 99999 12298 99999 11464 12251 11464 12251 11464 12251 12298 99999 0 0 0 0 0 0 0 0 0 0 0 0 1
Dat 36 1 2.09 11.0 4.66 19.1 13245 99999 7510 99999 7510 99999 7510 99999 7510 99999 7510 99999 7510 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 39 0 1.00 12.0 5.84 76.0 -1 99999 6857 99999 6857 99999 6857 99999 6857 99999 6857 99999 6857 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 7 0 #### ##### 4.50 80.0 7629 99999 6463 99999 6463 99999 6463 99999 6463 99999 6463 99999 6463 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 27 0 1.00 8.0 ##### ##### 4383 4383 4211 4383 4211 4383 5645 99999 5645 99999 5645 99999 5645 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 179 0 2.00 18.0 8.60 100.0 12728 12728 14211 99999 14211 99999 10710 10711 10710 10711 10710 10711 14211 99999 0 0 0 0 0 0 0 1 0 0 0 0 0
Dat 113 0 2.00 14.0 13.13 100.0 14592 99999 10226 13513 14150 99999 10226 10227 10226 10227 10226 99999 14150 99999 0 0 0 0 0 0 0 1 0 0 0 0 0 75 25
Dat 38 0 1.13 16.0 6.58 95.0 5975 99999 4986 99999 4986 99999 4986 99999 4986 99999 4986 99999 4986 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 141 0 1.39 12.7 2.82 17.5 -1 99999 5076 99999 5076 99999 5076 99999 5076 99999 5076 99999 5076 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 157 0 1.33 30.0 1.78 69.2 -1 99999 4997 99999 4997 99999 4997 99999 4997 99999 4997 99999 4997 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 158 0 2.07 60.0 2.08 50.0 -1 99999 4999 99999 4999 99999 4999 99999 4999 99999 4999 99999 4999 99999 0 0 0 0 0 0 0 0 0 0 0 0 0
Dat 49 0 #### ##### ##### ##### -1 99999 4291 99999 4291 99999 4291 99999 4291 99999 4291 99999 4291 99999 0 0 0 0 0 0 0 0 0 0 0 0 0

Pol -1 1 1 1 1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 -1 1 1 1 1 1 1 1 1 1 1 1 1 1 -1 -1
Pht.1 1 2 2 2 2 3 3 4 4 4 4 5 5 5 5 5 5 5 5 6 6 6 6 6 6 6 6 6 6 6 6 6 6 6
Pht.2 1 1 1 2 2 1 1 1 1 2 2 1 1 1 1 1 1 2 2 1 1 1 1 1 1 1 2 2 2 2 2 2 3 4
Pht.3 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27 28 29 30 31 32 33 34
Ivl -1 1 -2 2 -3 3 -4 4 -5 5 -6 6 -7 7
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NIH Data Sharing PolicyNIH Data Sharing Policy
“To ensure that others can use” data, 
meta-data is needed that documents

http://grants.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm

“definitions of variables, 
details about codesdetails about codes
the methodology and procedures the methodology and procedures 
used to collect the data,used to collect the data,
variable field locations, [variable field locations, [……].].

The precise content of 
documentation will vary by the

scientific area,
type of data collected,type of data collected,
study design, andand
characteristics of the dataset.”

DATA

DATA

DOMAIN
MODEL

MODEL

DESIGN

DESIGN

only the DOMAINonly the DOMAIN
will varywill vary

metameta--datadata

documentationdocumentation

© Wittkowski KM 122007-11-11 19:23

Summary / ConclusionsSummary / Conclusions
For WISDOM, e.g., 

Experimental Design
Protocol Writing
Data Management (Oracle)
Data Acquisition (REDCap)
Safety Monitoring
Statistical Analyses (µStat)
Data SharingData Sharing

A consensus ontology consensus ontology 
has to be developed for 
representing biostatistics 
knowledge at the layers DATA

MODEL
DESIGN

to assist clinical/translational scientists with 

Study
Knowledge

WISDOM

Study Data
for Analysis

µStat

DocMngt

p-values

R/S-PLUS

Graphics

ORACLE

CT.gov

Doc‘s Entry

MS Word
Timeline

draft CRFs

draft
Pathways

Procedures

Policies

VersionsConsent

InvestigatorExternal 
Documents

Lists:
AE/O1/O2/..

Protocol WritingStatistics

P
H
P

SCL/SQL

X
M
L

S
S
C

D
O
C

JAVASCL

DataKnowl-
edge

A
P
I

Sample
sizes,

Monitoring,
Review

Register

Administrator

Screen
Forms

Data Entry
& Protocol

Management
Coordinator

T
X
T

X
L
S

Data Entry

X
M
L

REDCap DBMS

Study Data
for Entry

iRIS
Ontologies




