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Pediatric Acute Liver Failure Study (PALF) 
Read Me File 

 
The Pediatric Acute Liver Failure Study Phases  
 
Phase I:  9/14/1999 to 8/31/2005   
University of Texas Southwestern Medical Center at Dallas acted as the Data Coordinating Center during this phase of the study.  This first phase 
of the study was an ancillary as part of the larger Acute Liver Failure grant held by William M. Lee at the University of Texas Southwestern 
Medical Center. 
 
Phase 2: 9/15/2005 to 8/31/2010 
The Data Coordinating Center was transitioned to the University of Pittsburgh, Epidemiology Data Center for this phase of the study.  Data from 
phase 1 of the PALF study were combined, to the extent possble, with the data collected for phase 2. 
 
Phase 3: 9/1/2010 to 8/31/2015 
University of Pittsburgh, Epidemiology Data Center continued as the Data Coordinating Center during this phase of the study. 
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Description of Materials Included 
The documents and datasets are separated into folders by the phase of the study.  The PALF Phases 1 and 2 folder contains documents and 
datasets related only to Phases 1 and 2 of the study (note that data from phase 1 of the PALF study were combined with data collected in phase 
2 and combined codebooks were created).  PALF Phase 3 folder contains documents and datasets relating to Phase 3 of the study only.  PALF 
Phase 1 and 2 and 3 folder contains documents relevant to all 3 Phases of the study.   The following table below provides the folder location, file 
category, file name and description of the file. 
 

Document Type Folder File Name Description 
NIDDK Repository 
Checklist 

NIDDK Repository Archive PALF FTP_Checklist.xls NIDDK repository checklist of 
materials included in archive.  

Public Website NIDDK Repository Archive\PALF Phase 3\Public 
Website 

PALF Public Website URL.pdf URL to the PALF public website 

Read Me File 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests 

Supplemental Tests Read Me File.pdf Provides a more in depth 
description of the supplemental 
testing done during phases 1 and 2 
of the study. 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external laboratories 

Results from External Laboratories Read Me 
File.pdf 

Provide a more in depth description 
of the substudy’s done during 
phase 3 of PALF 

SAS Formats NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\SAS Formats 

formats.sas SAS formats associated with all the 
PALF datasets (includes null code 
designations in the comments) 
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Document Type Folder File Name Description 

Protocols 

NIDDK Repository Archive\PALF Phase 1 and 
2/Protocol/Phase1 

PALF Phase I Protocol.pdf Phase I protocol description 

NIDDK Repository Archive\PALF Phase 1 and 
2/Protocol/Phase2/NAC 

PALF NAC Site Protocol v2.4.pdf Phase 2 Multi-center Study of the 
Safety and Efficacy of N-
acetylcysteine in the Treatment of 
Acute Liver Failure in Pediatric 
Patients Not Caused by 
Acetaminophen Protocol 

NIDDK Repository Archive\PALF Phase 1 and 
2/Protocol/Phase2/Registry 

PALF Registry Site Protocol v2.6.pdf Phase 2 registry and biological 
sample protocol 

NIDDK Repository Archive\PALF Phase 
3\Protocol 

PALF Cohort Study Protocol and 
Appendix_2014.03.10.pd 

Observational Study of Children 
with Acute Liver Failure in North 
America (Cohort Study) protocol 
and appendix 

Publications 

NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\Bibliography 

PALF Study Bibliography.doc Bibliography of all PALF study 
publication 

NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\Key Study Publications\Autoimmune 

Prevalence and significance of autoantibodies in 
children with acute liver failure.pdf 

Published article 

NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\Key Study Publications\NAC 

NAC trial_article_Hep_2013 04 09.pdf Published article 

Form Completion 
Documents, 
System Manuals 
and 
MOPs 

NIDDK Repository Archive\PALF Phase 1 and 
2\Phase 1 Operations 

Pediatric Operations Man Jan 1 2001 .pdf Phase I protocol and manual of 
operations. 

NIDDK Repository Archive\PALF Phase 1 and 
2\Form Completion Documents\Phase2\NAC 

NC_NAC Trial Criteria_QbyQ.pdf 
 

Phase 2 Q by Q for the NAC Trial 
Criteria form 

NF_NAC Form_ QbyQ.pdf Phase 2 Q by Q for the NAC 
flowsheet  

NIDDK Repository Archive\PALF Phase 1 and 
2\Form Completion 
Documents\Phase2\Registry 

EL_Enrollment Log_ QbyQ.pdf Phase 2 Registry Q by Q for the 
Enrollment Log 

FF_Follow-up Form_QbyQ.pdf Phase 2 Registry Q by Q for the 
Follow-up form 

FV_Follow-up Vital Status_QbyQ.pdf Phase 2 Registry Q by Q for the 
Follow-up Vital Status form 
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Document Type Folder File Name Description 

Form Completion 
Documents, 
System Manuals 
and 
MOPs 

NIDDK Repository Archive\PALF Phase 1 and 
2\Form Completion 
Documents\Phase2\Registry 

HE_Hospitalization Evaluation_ QbyQ.pdf Phase 2 Registry Q by Q for the 
Hospitalization Evaluation form 

HF_Hospitalization Flowsheet_ QbyQ.pdf Phase 2 Registry Q by Q for the 
Hospitalization Flowsheet 

RC_Registry Criteria_ QbyQ.pdf Phase 2 Registry Q by Q for the 
Registry Criteria form 

NIDDK Repository Archive\PALF Phase 3\Form 
Completion Documents 

AI_Autoimmune_ QbyQ.pdf Q by Q for the autoimmune log 
Biochemistries_ QbyQ.pdf Q by Q for the CBC with 

differential, comprehensive panel, 
blood glass and procedure lab 
biochemistry forms 

Data Collection Flowsheet.pdf Flow diagram of the enrollment 
and data collection process 

Data Collection Timeline.pdf Data timeline indicates what forms 
are to be completed at each time 
point and who is to complete the 
form and samples and volume 
required for storage for each 
timepoint. 

DG_Diagnosis Log_QbyQ.pdf Q by Q for the diagnosis log 
EV_Event Log_QbyQ.pdf Q by Q for the event log 
FP_Follow-up Form_QbyQ.pdf Q by Q for the follow-up form 
GA_Global Assessment_QbyQ.pdf Q by Q for the global assessment  
GC_Genetics Consent_QbyQ.pdf Q by Q for the genetics consent  
IF_Infections_QbyQ.pdf Q by Q for the infections log 
IN_Intervention Log_QbyQ.pdf Q by Q for the intervention log 
LO_Liver Offer Log_QbyQ.pdf Q by Q for the liver offer log 
MD_Medication Log_QbyQ.pdf Q by Q for the medication log 
MT_Metabolics_QbyQ.pdf Q by Q for the metabolics log 
NE_Neurocognitive Criteria_QbyQ.pdf Q by Q for the neurocognitive 

enrollment criteria form 
Neurocog.Longitudinal_MOP.pdf Neurocognitive comprehensive 

battery manual of operations 
OP_Off_Protocol_QbyQ.pdf Q by Q for the off protocol form 
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Document Type Folder File Name Description 

Form Completion 
Documents, 
System Manuals 
and 
MOPs 

NIDDK Repository Archive\PALF Phase 3\Form 
Completion Documents 

PA_Physical Assessment_QbyQ.pdf Q by Q for the physical assessment 
form 

PedsQL_QbyQ.pdf General instruction for the PedsQL 
forms 

PF_Patient Information Form_QbyQ.pdf Q by Q for the patient information 
form 

PI_Patient Initialization Form_QbyQ.pdf Q by Q for the patient initialization 
form 

PR_Procedures Log_QbyQ.pdf Q by Q for the procedures log 
SE_Screening Evaluation_QbyQ.pdf Q by Q for the screening evaluation 

form 
SP&SM_Serologies-Patient&Serologies-
Maternal_QbyQ.pdf 

Q by Q for the maternal and patient 
serology forms 

UN_UNOS Log_QbyQ.pdf Q by Q for the UNOS/TGLN log 
VI_Virals_QbyQ.pdf Q by Q for the viral log 

NIDDK Repository Archive\PALF Phase 3\ Form 
Completion Documents \Data Management 
System 

PALF Data Management System Guide_v2.0.pdf Data Management System User 
Guide 

Sample Tracking System Guide_v1.0.pdf Sample Tracking System User Guide 

Forms 

NIDDK Repository Archive\PALF Phase 1 and 
2\Data Forms\Phase1\NAC 

NAC Form.pdf Phase 1 NAC form (data rolled in 
with Phase 2 data) 

NAC Follow-up Form.pdf Phase 1 NAC Update form (data 
rolled in with Phase 2 data) 

NIDDK Repository Archive\PALF Phase 1 and 
2\Data Forms\Phase1\Registry 

Admission Form.pdf Phase 1 Registry Admission to 
Study form (data rolled in with 
Phase 2 data) 

Outcome Form.pdf Phase 1 Registry Clinical 
Assessment and Outcome form 
(data rolled in with Phase 2 data) 

NIDDK Repository Archive\PALF Phase 1 and 
2\Data Forms\Phase2\NAC 

NC_NAC Trial Criteria.pdf Phase 2 NAC Trial Criteria form 
NF_NAC form.pdf Phase 2 NAC Flowsheet 

NIDDK Repository Archive\PALF Phase 1 and 
2\Data Forms\Phase2\Registry 

EL_Enrollment Log.pdf Phase 2 Registry Enrollment Log 
form 

FF_Follow-up Form.pdf Phase 2 Registry Follow-up form 
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Document Type Folder File Name Description 

Forms 

NIDDK Repository Archive\PALF Phase 1 and 
2\Data Forms\Phase2\Registry 

FV_Follow-up Vital Status.pdf Phase 2 Registry Follow-up Vital 
Status form 

HE_Hospitalization Evaluation.pdf Phase 2 Registry Hospitalization 
Evaluation form 

HF_Hospitalization Flowsheet.pdf Phase 2 Registry Hospitalization 
Flowsheet 

RC_Registry Criteria.pdf Phase 2 Registry Criteria form 
SC_Sample Collection Checklist.pdf Phase 2 Sample Collection Checklist 

NIDDK Repository Archive\PALF Phase 3\Data 
Forms 

AI_Autoimmune.pdf Autoimmune Log 
BG_Biochemistries - Blood Gases.pdf Blood Gases Biochemistry form 
CD_Biochemistries - CBC with Differential.pdf CBC with Differential Biochemistry 

form 
CP_Biochemistries - Comprehensive Panel.pdf Comprehensive Panel Biochemistry 

form 
DG_Diagnosis Log.pdf Diagnosis Log 
EV_Event Log.pdf Event Log 
FP_Follow-up Form.pdf Follow-up form 
GA_Global Assessment.pdf Global Assessment form 
GC_Genetics Consent.pdf Genetics consent form 
IF_Infections.pdf Infections log 
IN_Intervention Log.pdf Intervention log 
LO_Liver Offer Log.pdf Liver offer log 
MD_Medication Log.pdf Medication log 
MT_Metabolics.pdf Metabolic log 
NE_Neurocognitive Criteria.pdf Neurocognitive Enrollment Criteria 

form 
OP_Off_Protocol.pdf Off protocol form 
PA_Physical Assessment.pdf Physical assessment form 
PF_Patient Information Form.pdf Patient information form 
PI_Patient Initialization Form.pdf Patient initialization form 
PL_Biochemistries - Procedural labs.pdf Procedural lab form 
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Document Type Folder File Name Description 

Forms NIDDK Repository Archive\PALF Phase 3\Data 
Forms 

PQIA_PedsQL_Infant_1-12mo.pdf PedsQL parent report for infants (1-
12 months) 

PQIB_PedsQL_Infant_13-24mo.pdf PedsQL parent report for infants 
(13-24 months) 

PQPF_PedsQL_English_Fatigue_PR.pdf PedsQL multidimensional fatigue 
scale parent report for ages 2-18 

PQPGB_PedsQL_English_Generic_PR_2-4.pdf PedsQL parent report for toddlers 
(ages 2-4) 

PQPGC_PedsQL_English_Generic_PR_8-12.pdf PedsQL parent report for children 
(ages 8-12) 

PQPGT_PedsQL_English_Generic_PR_13-18.pdf PedsQL parent report for teens 
(ages 13-18) 

PQPGY_PedsQL_English_Generic_PR_5-7.pdf PedsQL parent report for young 
children (ages 5-7) 

PQSFC_PedsQL_English_Fatigue_SR_8-12.pdf PedsQL multidimensional fatigue 
scale child report (ages 8-12) 

PQSFT_PedsQL_English_Fatigue_SR_13-18.pdf PedsQL multidimensional fatigue 
scale teen report (ages 13-18) 

PQSFY_PedsQL_English_Fatigue_SR_5-7.pdf PedsQL multidimensional fatigue 
scale young child report (ages 5-7) 

PQSGC_PedsQL_English_Generic_SR_8-12.pdf PedsQL child report (ages 8-12) 
PQSGT_PedsQL_English_Generic_SR_13-18.pdf PedsQL teen report (ages 13-18) 
PQSGY_PedsQL_English_Generic_SR_5-7.pdf PedsQL young child report (ages 5-

7) 
PR_Procedures Log.pdf Procedures log 
SE_Screening Evaluation.pdf Screening evaluation form 
SF_Summary Measures Form.pdf Neurocognitive Longitudinal 

Comprehensive Battery Summary 
measures  

SM_Serologies-Maternal.pdf Maternal serologies form 
SP_Serologies-Patient.pdf Patient serologies form 
TB_Teacher BRIEF.pdf Neurocognitive longitudinal – 

comprehensive battery BRIEF 
Teacher (Age 6+) form 
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Document Type Folder File Name Description 

Forms NIDDK Repository Archive\PALF Phase 3\Data 
Forms 

UN_UNOS Log.pdf UNOS/TGLN log 
VI_Virals.pdf Viral log 
VR_Validity Rating Form.pdf Neurocognitive longitudinal 

comprehensive battery validity 
rating form 

Variable 
Codebooks 

NIDDK Repository Archive\PALF Phase 1 and 
2\Variable Codebooks\NAC 

NC_NAC Trial Criteria_codebook.pdf NAC Trial Criteria form codebook  
NF_NAC Form_codebook.pdf NAC flowsheet codebook (for phase 

1 and 2 data) 

NIDDK Repository Archive\PALF Phase 1 and 
2\Variable Codebooks\Registry 

EL_Enrollment Log_codebook.pdf Phase 2 Registry Enrollment Log 
codebook  

FF_Follow-up Form_codebook.pdf Phase 2 Registry Follow-up form 
codebook  

FV_Follow-up Vital Status_codebook.pdf Phase 2 Registry Follow-up Vital 
Status form codebook  

HE_Hospitalization Evaluation_codebook.pdf Registry Hospitalization Evaluation 
form codebook (for phase 1 and 2 
data) 

HF_Hospitalization Flowsheet_codebook.pdf Registry Hospitalization Flowsheet 
codebook (for phase 1 and 2 data) 

RC_Registry Criteria_codebook.pdf Registry Criteria form codebook 
(for phase 1 and 2 data) 

SC_Sample Collection Checklist_codebook.pdf Phase 2 Registry Sample Collection 
Checklist codebook 

NIDDK Repository Archive\PALF Phase 
3\Variable Codebooks 

AI_Autoimmune_codebook.pdf Autoimmune log cobebook 
BG_Biochemistries - Blood Gases_codebook.pdf Blood gases biochemistry form 

codebook 
CD_Biochemistries - CBC with 
Differential_codebook.pdf 

CBC with differential biochemistry 
form codebook 

CP_Biochemistris - Comprehensive 
Panel_codebook.pdf 

Comprehensive panel biochemistry 
form codebook 

DG_Diagnosis Log_codebook.pdf Diagnosis log codebook 
EV_Event Log_codebook.pdf Event log codebook 
FP_Follow-up Form_codebook.pdf Follow-up form codebook 
GA_Global Assessment_codebook.pdf Global assessment form codebook 
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Document Type Folder File Name Description 

Variable 
Codebooks 

NIDDK Repository Archive\PALF Phase 
3\Variable Codebooks 

GC_Genetics Consent_codebook.pdf Genetics consent form codebook 
IF_Infections_codebook.pdf Infection log codebook 
IN_Intervention Log_codebook.pdf Interventions log codebook 
LO_Liver Offer Log_codebook.pdf Liver offer log codebook 
MD_Medication Log_codebook.pdf Medication log codebook 
MT_Metabolics_codebook.pdf Metabolics log codebook 
NE_Neurocognitive Criteria_codebook.pdf Neurocognitive enrollment criteria 

form codebook 
OP_Off_Protocol_codebook.pdf Off protocol form codebook 
PA_Physical Assessment_codebook.pdf Physical assessment form 

codebook 
PF_Patient Information Form_codebook.pdf Patient information form codebook 
PI_Patient Initialization Form_codebook.pdf Patient initialization form codebook 
PL_Biochemistries - Procedural 
labs_codebook.pdf 

Procedural labs biochemistry form 
codebook 

PQIA_PedsQL_Infant_1-12mo_codebook.pdf PedsQL parent report for infants (1-
12 months) form codebook 

PQIB_PedsQL_Infant_13-24mo_codebook.pdf PedsQL parent report for infants 
(13-24 months) form codebook 

PQPF_PedsQL_English_Fatigue_PR_codebook.pdf PedsQL multidimensional fatigue 
scale parent report for ages 2-18 
form codebook 

PQPGB_PedsQL_English_Generic_PR_2-
4_codebook.pdf 

PedsQL parent report for toddlers 
(ages 2-4) form codebook 

PQPGC_PedsQL_English_Generic_PR_8-
12_codebook.pdf 

PedsQL parent report for children 
(ages 8-12) form codebook 

PQPGT_PedsQL_English_Generic_PR_13-
18_codebook.pdf 

PedsQL parent report for teens 
(ages 13-18) form codebook 

PQPGY_PedsQL_English_Generic_PR_5-
7_codebook.pdf 

PedsQL parent report for young 
children (ages 5-7) form codebook 

PQSFC_PedsQL_English_Fatigue_SR_8-
12_codebook.pdf 

PedsQL multidimensional fatigue 
scale child report (ages 8-12) form 
codebook 
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Document Type Folder File Name Description 

Variable 
Codebooks 

NIDDK Repository Archive\PALF Phase 
3\Variable Codebooks 

PQSFT_PedsQL_English_Fatigue_SR_13-
18_codebook.pdf 

PedsQL multidimensional fatigue 
scale teen report (ages 13-18) form 
codebook 

PQSFY_PedsQL_English_Fatigue_SR_5-
7_codebook.pdf 

PedsQL multidimensional fatigue 
scale young child report (ages 5-7) 
form codebook 

PQSGC_PedsQL_English_Generic_SR_8-
12_codebook.pdf 

PedsQL child report (ages 8-12) 
form codebook 

PQSGT_PedsQL_English_Generic_SR_13-
18_codebook.pdf 

PedsQL teen report (ages 13-18) 
form codebook 

PQSGY_PedsQL_English_Generic_SR_5-
7_codebook.pdf 

PedsQL young child report (ages 5-
7) form codebook 

PR_Procedures Log_codebook.pdf Procedures log codebook 
SE_Screening Evaluation_codebook.pdf Screening evaluation form 

codebook 
SF_Summary Measures Form_codebook.pdf Neurocognitive Longitudinal 

Comprehensive Battery Summary 
measures form dataset 

SM_Serologies-Maternal_codebook.pdf Maternal serologies form codebook 
SP_Serologies-Patient_codebook.pdf Patient serologies form codebook 
TB_Teacher BRIEF_codebook.pdf Neurocognitive longitudinal – 

comprehensive battery BRIEF 
Teacher (Age 6+) form codebook 

UN_UNOS Log_codebook.pdf UNOS/TGLN log codebook 
VI_Virals_codebook.pdf Viral log codebook 
VR_Validity Rating Form_codebook.pdf Neurocognitive longitudinal 

comprehensive battery validity 
rating form codebook 

DATASETS NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\NAC 

nc.sas7bdat NAC Trial Criteria form dataset 
nf.sas7bdat NAC Flowsheet dataset (includes 

data for phases 1 and 2) 
rand.sas7bdat NAC Randomization dataset (for 

phases 1 and 2 - no variable 
codebook associated with dataset) 
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Document Type Folder File Name Description 

DATASETS 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\NAC 

sae.sas7bdat Serious adverse event dataset for 
the NAC Trial 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS NIDDK Repository 
Archive\Datasets\Registry 

el.sas7bdat Registry Enrollment Log dataset 
ff.sas7bdat Registry Follow-up form dataset 

(includes data for phases 1 and 2) 
fv.sas7bdat Registry Follow-up vital status form 

dataset (includes data for phases 1 
and 2) 

he.sas7bdat Registry Hospitalization Evaluation 
form dataset (includes data for 
phases 1 and 2) 

hf.sas7bdat Registry Hospitalization Flowsheet 
dataset (includes data for phases 1 
and 2) 

rc.sas7bdat Registry Criteria form dataset 
(includes data for phases 1 and 2) 

sc.sas7bdat Registry Sample Collection 
Checklist dataset 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\APAP 

apap.sas7bdat APAP adducts sub-study results 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\Diagnostic 
Labs 

supp_tests.sas7bdat Supplemental testing to fill in gaps 
in diagnostic tests 

supp_tests_daily.sas7bdat Supplemental testing to fill in gaps 
in daily laboratory tests 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental 
Tests\Inflammatory Biomarkers 

yoram_sup.sas7bdat Translational inflammation 
biomarker ancillary study results 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\NK Cell 

nkcell.sas7bdat Natural Killer (NK) Cells Sub-study 
results 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\Date of 
Evaluation 

doedate_update.sas7bdat Data set containing updated date 
of evaluation from clarification 
from sites regarding date of follow-
up evaluation captured on the FF 
and FV forms. 
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Document Type Folder File Name Description 

DATASETS 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental 
Tests\Supplemental Information and final 
diagnoses 

si_diag.sas7bdat Si_diag dataset contains 
information that was not collected 
on the PALF forms: NAC IRB dates, 
participant withdrawal and lost to 
follow-up dates, and updated final 
diagnoses.  

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets 

ai.sas7bdat Autoimmune log dataset 
bg.sas7bdat Blood gases biochemistry dataset 
cd.sas7bdat CBC with differential biochemistry 

dataset 
cp.sas7bdat Comprehensive panel biochemistry 

dataset 
dg.sas7bdat Diagnosis log dataset 
ev.sas7bdat Event form dataset 
fp.sas7bdat Follow-up form dataset 
ga.sas7bdat Global assessment form dataset 
gc.sas7bdat Genetics consent form dataset 
if.sas7bdat Infection log dataset 
in.sas7bdat Intervention log dataset 
lo.sas7bdat Liver offer log dataset 
md.sas7bdat Medication log dataset 
mt.sas7bdat Metabolics log dataset 
ne.sas7bdat Neurocognitive enrollment criteria 

form dataset 
op.sas7bdat Off protocol form dataset 
pa.sas7bdat Physical assessment form dataset 
pf.sas7bdat Patient information form dataset 
pi.sas7bdat Patient initialization form dataset 
pl.sas7bdat Procedural labs form dataset 
pqia.sas7bdat PedsQL parent report for infants (1-

12 months) dataset 
pqib.sas7bdat PedsQL parent report for infants 

(13-24 months) dataset 
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Document Type Folder File Name Description 

DATASETS NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets 

pqpf.sas7bdat PedsQL multidimensional fatigue 
scale parent report for ages 2-18 
dataset 

pqpgb.sas7bdat PedsQL parent report for toddlers 
(ages 2-4) dataset 

pqpgc.sas7bdat PedsQL parent report for children 
(ages 8-12) dataset 

pqpgt.sas7bdat PedsQL parent report for teens 
(ages 13-18) dataset 

pqpgy.sas7bdat PedsQL parent report for young 
children (ages 5-7) dataset 

pqsfc.sas7bdat PedsQL multidimensional fatigue 
scale child report (ages 8-12) 
dataset 

pqsft.sas7bdat PedsQL multidimensional fatigue 
scale teen report (ages 13-18) 
dataset 

pqsfy.sas7bdat PedsQL multidimensional fatigue 
scale young child report (ages 5-7) 
dataset 

pqsgc.sas7bdat PedsQL child report (ages 8-12) 
dataset 

pqsgt.sas7bdat PedsQL teen report (ages 13-18) 
dataset 

pqsgy.sas7bdat PedsQL young child report (ages 5-
7) dataset 

pr.sas7bdat Procedure log dataset 
se.sas7bdat Screening evaluation form dataset 
sf.sas7bdat Neurocognitive Longitudinal 

Comprehensive Battery Summary 
measures dataset 

sm.sas7bdat Maternal serologies form dataset 
sp.sas7bdat Patient serologies form dataset 
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Document Type Folder File Name Description 

DATASETS 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets 

tb.sas7bdat Neurocognitive longitudinal – 
comprehensive battery BRIEF 
Teacher (Age 6+) form dataset 

un.sas7bdat UNOS/TGLN log dataset 
vi.sas7bdat Viral log dataset 
vr.sas7bdat Neurocognitive longitudinal 

comprehensive battery validity 
rating form dataset 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external laboratories 

brain_injury_biomarkers.sas7bdat Neurological brain injury 
biomarkers substudy dataset (Dr. 
Michael Bell) 

Inflammatory_Biomarkers.sas7bdat Inflammatory biomarker substudy 
dataset (Dr. Yoram Vodovotz) 

liver_regeneration_biomarkers.sas7bdat Liver regeneration biomarkers 
substudy dataset (Dr. David 
Rudnick)  

nk_cell_biomarkers.sas7bdat NK cell biomarkers substudy 
dataset (Dr. Mike Leonis) 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external 
laboratories\PedsQL Results 

PedsQL_age1to12m_6m_eval.sas7bdat Varni PedsQL results for the 6 
month evaluation for ages 1 to 12 
months dataset 

PedsQL_age1to12m_12m_eval.sas7bdat Varni PedsQL results for the 12 
month evaluation for ages 1 to 12 
months dataset 

PedsQL_age13to24m_6m_eval.sas7bdat Varni PedsQL results for the 6 
month evaluation for ages 13 to 24 
months dataset 

PedsQL_age13to24m_12m_eval.sas7bdat Varni PedsQL results for the 12 
month evaluation for ages 13 to 24 
months dataset 

PedsQL_agegreater24m_6m_eval.sas7bdat Varni PedsQL results for the 6 
month evaluation for age > 24 
months dataset 
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Document Type Folder File Name Description 

DATASETS 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external 
laboratories\PedsQL Results 

PedsQL_agegreater24m_12m_eval.sas7bdat Varni PedsQL results for the 12 
month evaluation for age > 24 
months dataset 

NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\SAS Datasets\Biospecimens 

niddk_repository.sas7bdat Biospecimen sample linkage 
dataset 

rutgers_dna.sas7bdat DNA sample linkage dataset 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\NAC\Proc Contents 

PALF_NC_proc contents.rtf NAC Trial Criteria form dataset proc 
contents file 

PALF_NF_proc contents.rtf NAC Trial Flowsheet dataset proc 
contents file (include phase 1 and 2 
variables) 

PALF_RAND_proc contents.rtf NAC Randomization dataset proc 
contents file (includes phase 1 and 
2 variables) 

PALF_SAE_proc contents.rtf Serious adverse events dataset 
proc contents file  

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Registry\Proc Contents 

PALF_EL_proc contents.rtf Registry Enrollment Log dataset 
proc contents file  

PALF_FF_proc contents.rtf Registry Follow-up form dataset 
proc contents file 

PALF_FV_proc contents.rtf Registry Follow-up vital status form 
dataset proc contents file 

PALF_HE_proc contents.rtf Registry Hospitalization Evaluation 
form dataset proc contents file 
(includes variables for phases 1 and 
2) 

PALF_HF_proc contents.rtf Registry Hospitalization Flowsheet 
dataset proc contents file (includes 
variables for phases 1 and 2) 

PALF_RC_proc contents.rtf Registry Criteria form dataset proc 
contents file (includes variables for 
phases 1 and 2) 

PALF_SC_proc contents.rtf Registry Sample Collection 
Checklist dataset proc contents file 
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Document Type Folder File Name Description 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\APAP\Proc 
Contents 

APAP_proc contents.rtf APAP adducts sub-study results 
dataset proc contents file 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\Diagnostic 
Labs\Proc Contents 

PALF_SUPP_TESTS_DAILY_proc contents.rtf Supplemental testing to fill in gaps 
in daily laboratory tests dataset 
proc contents file 

PALF_SUPP_TESTS_proc contents.rtf Supplemental testing to fill in gaps 
in diagnostic tests dataset proc 
contents file 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental 
Tests\Inflammatory Biomarkers\Proc Contents 

PALF_YORAM_SUP_proc contents.rtf Translational inflammation 
biomarker ancillary study results 
dataset proc contents file 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\NK 
Cell\Proc Contents 

nkcell_proc contents.rtf Natural Killer (NK) Cells Sub-study 
results dataset proc contents file 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental Tests\Date of 
Evaluation\Proc Contents 

DOEDATE_update_proc contents.rtf Date of evaluation update dataset 
proc contents file 

NIDDK Repository Archive\PALF Phase 1 and 
2\SAS Datasets\Supplemental 
Tests\Supplemental Information and final 
diagnoses\Proc Contents 

SI_DIAG PROC CONTENTS.rtf Proc contents file for the si_diag 
dataset which contains information 
that was not collected on the PALF 
forms: NAC IRB dates, participant 
withdrawal and lost to follow-up 
dates, and updated final diagnoses.  
 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Proc Contents 

PALF_AI_proc contents.rtf Autoimmune log dataset proc 
contents file 

PALF_BG_proc contents.rtf Blood gases biochemistry dataset 
proc contents file 

PALF_CD_proc contents.rtf CBC with differential biochemistry 
dataset proc contents file 

PALF_CP_proc contents.rtf Comprehensive panel dataset proc 
contents file 

PALF_DG_proc contents.rtf Diagnosis log dataset proc contents 
file 
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Document Type Folder File Name Description 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Proc Contents 

PALF_EV_proc contents.rtf Event log dataset proc contents file 
PALF_FP_proc contents.rtf Follow-up form dataset proc 

contents file 
PALF_GA_proc contents.rtf Global assessment form dataset 

proc contents file 
PALF_GC_proc contents.rtf Genetics consent form dataset proc 

contents file 
PALF_IF_proc contents.rtf Infection log dataset proc contents 

file 
PALF_IN_proc contents.rtf Intervention log dataset proc 

contents file 
PALF_LO_proc contents.rtf Liver offer log dataset proc 

contents file 
PALF_MD_proc contents.rtf Medication log dataset proc 

contents file 
PALF_MT_proc contents.rtf Metabolics log dataset proc 

contents file 
PALF_NE_proc contents.rtf Neurocognitive enrollment criteria 

form dataset proc contents file 
PALF_OP_proc contents.rtf Off protocol form dataset proc 

contents file 
PALF_PA_proc contents.rtf Physical assessment form dataset 

proc contents file 
PALF_PF_proc contents.rtf Patient information form dataset 

proc contents file 
PALF_PI_proc contents.rtf Patient initialization form dataset 

proc contents file 
PALF_PL_proc contents.rtf Procedure log dataset proc 

contents file 
PALF_PQIA_proc contents.rtf PedsQL parent report for infants (1-

12 months) dataset proc contents 
file 

PALF_PQIB_proc contents.rtf PedsQL parent report for infants 
(13-24 months) dataset proc 
contents file 
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Document Type Folder File Name Description 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Proc Contents 

PALF_PQPF_proc contents.rtf PedsQL multidimensional fatigue 
scale parent report for ages 2-18 
dataset proc contents file 

PALF_PQPGB_proc contents.rtf PedsQL parent report for toddlers 
(ages 2-4) dataset proc contents file 

PALF_PQPGC_proc contents.rtf PedsQL parent report for children 
(ages 8-12) dataset proc contents 
file 

PALF_PQPGT_proc contents.rtf PedsQL parent report for teens 
(ages 13-18) dataset proc contents 
file 

PALF_PQPGY_proc contents.rtf PedsQL parent report for young 
children (ages 5-7) dataset proc 
contents file 

PALF_PQSFC_proc contents.rtf PedsQL multidimensional fatigue 
scale child report (ages 8-12) 
dataset proc contents file 

PALF_PQSFT_proc contents.rtf PedsQL multidimensional fatigue 
scale teen report (ages 13-18) 
dataset proc contents file 

PALF_PQSFY_proc contents.rtf PedsQL multidimensional fatigue 
scale young child report (ages 5-7) 
dataset proc contents file 

PALF_PQSGC_proc contents.rtf PedsQL child report (ages 8-12) 
dataset proc contents file 

PALF_PQSGT_proc contents.rtf PedsQL teen report (ages 13-18) 
dataset proc contents file 

PALF_PQSGY_proc contents.rtf PedsQL young child report (ages 5-
7) dataset proc contents file 

PALF_PR_proc contents.rtf Procedure log dataset proc 
contents file 

PALF_SE_proc contents.rtf Screening evaluation form dataset 
proc contents file 
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Document Type Folder File Name Description 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Proc Contents 

PALF_SF_proc contents.rtf Neurocognitive Longitudinal 
Comprehensive Battery Summary 
measures dataset proc contents file 

PALF_SM_proc contents.rtf Maternal serologies form dataset 
proc contents file 

PALF_SP_proc contents.rtf Patient serologies form dataset 
proc contents file 

PALF_TB_proc contents.rtf Neurocognitive longitudinal – 
comprehensive battery BRIEF 
Teacher (Age 6+) form dataset proc 
contents file 

PALF_UN_proc contents.rtf UNOS/TGLN log dataset proc 
contents file 

PALF_VI_proc contents.rtf Viral log dataset proc contents file 
PALF_VR_proc contents.rtf Neurocognitive longitudinal 

comprehensive battery validity 
rating form dataset proc contents 
file 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external 
laboratories\Proc Contents 

Brain_Injury_Biomarkers_proc contents.rtf Neurological brain injury 
biomarkers substudy dataset proc 
contents file 

Inflammatory_Biomarkers_proc contents.rtf Inflammatory biomarker substudy 
dataset proc contents file 

Liver_Regeneration_Biomarkers_proc 
contents.rtf 

Liver regeneration biomarkers 
substudy dataset proc contents file 

NK_Cell_Biomarkers_proc contents.rtf NK cell biomarkers substudy 
dataset proc contents file 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external 
laboratories\PedsQL Results\Proc Contents 

PedsQL_age1to12m_6m_eval_proc contents.rtf Varni PedsQL results for the 6 
month evaluation for ages 1 to 12 
months dataset proc contents file 

PedsQL_age1to12m_12m_eval_proc contents.rtf Varni PedsQL results for the 12 
month evaluation for ages 1 to 12 
months dataset proc contents file 
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Document Type Folder File Name Description 

PROC CONTENTS 
FILES 

NIDDK Repository Archive\PALF Phase 3\SAS 
Datasets\Results from external 
laboratories\PedsQL Results\Proc Contents 

PedsQL_age13to24m_6m_eval_proc contents.rtf Varni PedsQL results for the 6 
month evaluation for ages 13 to 24 
months dataset proc contents file 

PedsQL_age13to24m_12m_eval_proc 
contents.rtf 

Varni PedsQL results for the 12 
month evaluation for ages 13 to 24 
months dataset proc contents file 

PedsQL_agegreater24m_6m_eval_proc 
contents.rtf 

Varni PedsQL results for the 6 
month evaluation for age > 24 
months dataset proc contents file 

PedsQL_agegreater24m_12m_eval_proc 
contents.rtf 

Varni PedsQL results for the 12 
month evaluation for age > 24 
months dataset proc contents file 

NIDDK Repository Archive\PALF Phase 1 and 2 
and 3\SAS Datasets\Biospecimens\Proc 
Contents 

NIDDK_repository_proc contents.rtf Biospecimen sample linkage 
dataset proc contents file 

Rutgers_DNA_proc contents.rtf DNA sample linkage dataset proc 
contents file 

 
General Comments: 

1. For dates stored as three separate variables (month, day, year), when all pieces had a value >0 a date variable was created.  This variable 
is not shown on the codebook but is available in the dataset. 
 

2. For times stored as two separate variables (hour, minute), when all pieces had a value greater than or equal to 0 a time variable was 
created.  This variable is not shown on the codebook but is available in the dataset. 
 

3. When Phase 1 data were combined with Phase 2 data, study days were converted to actual dates.  Study day variables associated with 
questions no longer being collected in Phase 2 were left as study days and were not converted to dates. 
 

4. When Phase 1 data were combined with Phase 2 data, variables on the from the Phase 1 Admission to Study form and Phase 1 
Assessment and  Outcome form were distributed into the Phase 2 HE and HF.   Daily collected variables from the Phase 1 Assessment 
and Outcome form under the flowsheet (Question 5) were moved to the HF dataset along with some of the blood, liver, 
kidney/electrolytes and arterial toxins labs, which were collected once from the Phase 1 Admission to Study form.  The HF Phase 2 
dataset has one record per study day for each participant. 
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Specific Form Notes: 
 
HE (Phase 1 and Phase 2): 
1. Medications: During phase 1 and 2 medications (including toxins, herbs, mushrooms, OTC meds, vitamins, anesthetics) were collected which 

included medication/toxin name, medication code, date last taken total daily dose with units, and duration.   The difference between Phase 
1 and Phase 2 medication collections was the time frame for collection.   Phase 1 collected medications in the last 6 months while phase 2 
collected medications in the last 1 month. 
 

2. Under features of ALF on the Phase 1 Admission to Study form the two questions for jaundice < 8 wks or ≥ 8 week and <26 wks were 
combined to into the variable for jaundice under Section: II Admission History question 4 on the Phase II HE form. 

 
3. Under Question 14 on the Phase 1 Admission Study form Reye’s syndrome was included in the variable for Autoimmune disease sibling 

under Section II Question 8 on the Phase 2 HE form. 
 

4. Under Question 14 on the Phase 1 Admission Study form poor weight gain and developmental delay were included in the variable for 
Delayed development under Section V: Physical Exam of the Phase 2 HE form. 

 

HF (Phase 1 and Phase 2): 
1. Lactate and pyruvate were updated after Phase 1 and 2 concluded after discovering during analysis that some of the lactate values were 

not converted to mmol/L.  Sites were asked to review their responses and indicate those that were not in mmol/L for lactate and µmol/L 
for pyruvate and provide the units used.  However, the pre-study lactate and pyruvate values were not included in the analyses and 
therefore were not reviewed. 
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Null Codes 
Not collected in phase or missing from Phase 1 Blank 
Missing  .A 
Not applicable .B 
Unknown .C 
Refused .D 
Not done .E 
Below the level of assay detection .F 
Above the level of assay detection .G 
Equivocal/Not definitive .H 
Not assessable/Can not determine .I 
Pending .J 
Room air for FIO2 variable .K 
QNS (quantity not sufficient)  - added for supplemental testing results .L 
Currently taking medication at time of transplant, death, withdraw 
consent, or bm transplant then coded as 

.N 

Admit labs from UTSW Admit form - moved to HF dataset .M 
Pre-study max/min results from the flowsheet on the UTSW Outcome 
form - moved to HF dataset 

.P 

Updated to actual reported date due to Pyruvate/Lactate clean-up .R 
Participant received but cc's not provided .S 
 
 
                                            
                   


	DisclaimerBox0: Persons using assistive technology may not be able to fully access information in this file. For assistance, e-mail niddk-cr@imsweb.com. Include the Web site and filename in your message.


