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Consolidated Studies 

 
Current Studies as of 2/1/2014 

 

  
Branch Active, 

Recruiting 

Active, In 
Follow-

up 
In Development In Analysis  Total 

 
 

TB 12 9 6 7 34 
 

 
AMIB 9 7 3 11 30 

 
 

AAABB 10 9 5 2 26 
 

 
Total  31 25 14 20 90 

  

Additional Future Efforts for AADCRC  

AADCRC 

Support  Level of effort  

Study design support such as 
protocol development, sample size 
calculations, CRF development 

2 studies per year  
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Current Studies as of 2/1/2014 
Active, 
Recruiting 

Active, In Follow-
up In Development In Analysis  

Transplant  
CTOT-08 CTOT-09 CTOTC-06 CTOT-02 
CTOT-11 CTOT-10 CTOTC-07 CTOT-03 
CTOT-13 CTOT-12/ITN524ST CTOTC-08 CTOT-05 
CTOT-14 CTOTC-03 CTOTC-09 CTOT-07 
CTOT-15 CTOTC-04 CTOTC-10 CTOTC-01 
CTOT-16 CTOTC-05 GEN02 CTOTC-02 
CTOT-17 ITN029ST   GEN-01 
GEN-03 ITN030ST     
GEN-04 ITN036ST     
ITN039ST       
ITN054ST       
ITN507ST       

Autoimmune  
ALE05 SCSSc-01 ITN055AI ALE02 
ALE06 CMC-MC ITN058AI AMS01 
ASC01 ITN028AI ITN059AI AMS02 
ASJ02 ITN033AI   APV01 
AUC02 ITN034AI   ARA02 
SRA01 ITN035AI   ARA05 
ITN040CT ITN045AI    ARA06 
ITN041AI     ASJ01 
ITN051AI     ITN018AI 
      ITN021AI 
      ITN027AI 

Allergy  
ADRN-01 CoFAR 2 ADRN-04 ADRN-03 
ADRN-02 CoFAR 3 COFAR 9 ADRN-05 
CoFAR 5 CoFAR 4 ITN057AD   
CoFAR 6 ICAC-07 ITN060AD   
CoFAR 7 ICAC-19 ITN061AD   
CoFAR 8 ICAC-20     
ICAC-23 ITN032AD     
ITN049AD ITN043AD     
ITN050AD ITN052AD     
ITN053AD       
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Site Visits 

Average Site Visits Per Year  
Transplant          

  

 Site 
establishment 

/SIV 
IMV Combined 

IMV/COV COV Phone 
IMV/COV 

CTOT & CTOTC & GEN 16 (includes 
calls) 80 0 

24 
(includes 

calls) 
130 

TOTAL Number of Actual Visits for Transplant = 90         
Autoimmune          
Stem Cell 0 22 0 0 0 
Ace 0 14 0 0 0 
Non ACE 1 9 1 0 0 
TOTAL Number of Actual Visits for Autoimmune = 60        
Allergy/Asthma          
CoFAR 5 30 0 5 0 
ICAC 10 22 0 10 10 
ADRN 10 5 0 5 5 
TOTAL Number of Actual Visits for Allergy/Asthma = 102 

 
  

            
TOTAL Number of Actual Visits for DAIT = 252 
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Serious Adverse Events 

 Average Number of SAEs Processed by the Safety Desk Per Year 

 

 

  Initial 
SAEs 

Expedited 
SAEs 

#F/U 
Expedited  

# of times information 
received at SACCC 

 
 

ADCT 16 7 6 81 
 

 
ADRN 1 0 0 1 

 
 

CTOT/CTOTC 88 2 1 345 
   ICAC 10 0 0 25 
   ITN -Transplant  22 0 0 79 
   ITN - Allergy  24 0 0 55 
   ITN - Autoimmune  15 3 3 109 
   CoFAR 5 0 0 5 
 

 
TOTAL  151 13 9 700 
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Number of SAEs processed by the Safety Desk in FY2011 

  
Initial SAEs Expedited SAEs #F/U 

Expedited  

# of times 
information 

received at SACCC 
ADCT 22 10 7 103 
ADRN 0 0 0 0 
CTOT/CTOTC 26 2 1 87 
ICAC 4 1 2 40 
ITN 109 9 11 328 

Total  161 22 21 558 

     Number of SAEs processed by the Safety Desk in FY2012 

  
Initial SAEs Expedited SAEs #F/U 

Expedited  

# of times 
information 

received at SACCC 
ADCT 18 8 7 71 
ADRN 2 0 0 1 
CTOT/CTOTC 78 4 3 372 
ICAC 8 0 0 14 
ITN 79 1 2 245 

Total  185 13 12 703 

 
    

Number of SAEs processed by the Safety Desk in FY2013 

  
Initial SAEs Expedited SAEs #F/U 

Expedited  

# of times 
information 

received at SACCC 
ADCT 9 4 4 69 
ADRN 0 0 0 1 
CTOT/CTOTC 160 0 0 577 
ICAC 17 0 0 22 
ITN 52 2 2 207 

Total  238 6 6 876 
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Safety Oversight Activities 

Average Safety Oversight Activities in a Year  

Safety Oversight Meetings # of Regular 
Meetings 

# of Ad Hoc 
Meetings 

Total #  of 
Protocol Reviews 

Total DSMB/SMC 20 2 75 

 

Safety Oversight Activities in 2010  

Safety Oversight # of Regular 
Meetings 

# of Ad Hoc 
Meetings 

Total #  of 
Protocol Reviews 

Allergy Asthma DSMB 6 2 36 
Allergy Asthma SMC 2 0 3 
TrialNet DSMB 3 1 7 
Autoimmune DSMB 4 0 17 
Hematopoietic Stem Cell Transplant DSMB 2 0 4 
Transplant DSMB 2 1 26 
TOTAL  19 4 93 

    Safety Oversight Activities in 2011 

Safety Oversight # of Regular 
Meetings 

# of Ad Hoc 
Meetings 

Total #  of 
Protocol Reviews 

Allergy Asthma DSMB 6 0 20 
Allergy Asthma SMC 2 0 3 
TrialNet DSMB 3 0 2 
Autoimmune DSMB 4 0 15 
Hematopoietic Stem Cell Transplant DSMB 3 0 4 
Transplant DSMB 4 0 18 
Rad/Nuc DMC 3 0 3 
TOTAL  25 0 65 

    Average Safety Oversight Activities in 2012 

Safety Oversight # of Regular 
Meetings 

# of Ad Hoc 
Meetings 

Total #  of 
Protocol Reviews 

Allergy Asthma DSMB 3 0 8 
Allergy Asthma SMC 2 0 3 
TrialNet DSMB 3 0 5 
Autoimmune DSMB 3 2 14 
Hematopoietic Stem Cell Transplant DSMB 2 0 4 
Transplant DSMB 3 1 31 
Rad/Nuc DMC 1 0 1 
TOTAL  17 3 66 
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Publications 

Average Publications Per Year  
  Transplant  Autoimmune  Allergy/Asthma  Totals 
Abstract/Presentation  9 5 24 38 
Manuscripts - Completed 8 7 16 31 
Manuscripts - In Progress 8 5 21 34 
IND Annual Reports: Displays/Table Preparations 6 5 7 18 
Clinical Study Reports (Reviewed/Updated/Finalized) 8 14 4 26 
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Study Details 

Protocols by Consortium/Investigator-Initiated Clinical Trial and Status 

Consortium Protocol  
No. 

Current Study  
Status 

Target/ 
Final 

enrollment 

Clinical  
Sites IND Interventional NCT # Full Title 

Network 
Specific 
Website/ Study 
Acronym  

ACE ALE02 In Analysis 57 8 Y Y NCT00710021 

Effect of Vitamin D3 on the IFNα Signature in Patients 
with Systemic Lupus Erythematosus N/A 

ACE ALE05 Active, Recruiting 78 14 Y Y NCT01709474 

Vitamin D3 Effects on Immune Function in Pediatric 
Systemic Lupus Erythematosus (SLE) N/A 

ACE ALE06 Active, Recruiting 120 15 N Y NCT01946880 

An Investigator-Initiated, Phase II, Randomized, 
Withdrawal Study of Mycophenolate Mofetil (MMF) in 
Patients with Stable, Quiescent Systemic Lupus 
Erythematosus (SLE) 

N/A 

ACE AMS01 In Analysis 38 1 N Y NCT00039988 

Treatment of Multiple Sclerosis with Copaxone 
(Glatiramer Acetate) and Albuterol N/A 

ACE AMS02 In Analysis 8 1 N Y NCT00095329 

A Phase I/II, Open-label, Pilot Trial To Evaluate The Safety 
of Rapamune® 
(sirolimus) in Patients With Multiple Sclerosis 

N/A 

ACE APV01 In Analysis 20 4 Y Y NCT00283712 

A Randomized, Double-Blind, Placebo-Controlled Phase II 
Trial of Infliximab in Subjects with Pemphigus Vulgaris 
Receiving Prednisone 

N/A 

ACE ARA02 In Analysis 64 14 Y Y NCT00302952 

A Double Blind, Placebo Controlled, Phase II, Randomized 
Study of Lovastatin Therapy in the Treatment of Mildly 
Active Rheumatoid Arthritis 

N/A 

ACE ARA05 In Analysis 13 18 N Y NCT00796705 

Switching Anti-TNF-α Agents In Patients with RA with An 
Inadequate Response To TNF-α Inhibition N/A 

ACE ARA06 In Analysis 63 7 N Y NCT00837434 

A Partially Blinded, Randomized, Multi-Center, Phase IV 
Trial to Evaluate Mechanism of Action of Anti-TNF agents 
in Rheumatoid Arthritis 

N/A 

ACE ASC01 Active, Recruiting 80 20 Y Y NCT01086540 

A Randomized, Double-Blind, Placebo-Controlled, Phase II 
Multicenter Trial of a Monoclonal Antibody to CD20 
(Rituximab) for the Treatment of Systemic Sclerosis-
Associated Pulmonary Arterial Hypertension (SSc-PAH) 

N/A 

ACE ASJ01 In Analysis 12 2 N Y NCT00101829 

An Open-Label, One Arm, Phase I Safety Study of Anti-
CD20 Antibody (rituximab, Rituxan®) Therapy for Primary 
Sjögren’s Syndrome 

N/A 
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http://clinicaltrials.gov/ct2/show/NCT00710021?term=ALE-02&rank=1
http://clinicaltrials.gov/ct2/show/NCT01709474?term=ALE05&rank=1
http://clinicaltrials.gov/ct2/show/NCT01946880?term=ALE06&rank=1
http://clinicaltrials.gov/ct2/show/NCT00039988?term=AMS01&rank=1http://clinicaltrials.gov/ct2/show/NCT00039988?term=AMS01&rank=1
http://clinicaltrials.gov/ct2/show/NCT00095329?term=AMS02&rank=1
http://clinicaltrials.gov/ct2/show/NCT00283712?term=APV-01&rank=1
http://clinicaltrials.gov/ct2/show/NCT00302952?term=ARA-02&rank=1
http://clinicaltrials.gov/ct2/show/NCT00796705?term=ARA-05&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT00837434?term=ARA-06&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01086540?term=ASC-01&rank=4
http://clinicaltrials.gov/ct2/show/NCT00101829?term=ASJ01&rank=1


ACE ASJ02 Active, Recruiting 72 10 Y Y NCT01552681 

A Randomized, Double-blind, Placebo-controlled Phase II 
Clinical Trial of Baminercept, a Lymphotoxin-beta 
Receptor Fusion Protein, for the Treatment of Primary 
Sjögren's Syndrome  

N/A 

ACE AUC02 Active, Recruiting 120 15 Y Y NCT01953354 

A Prospective, Randomized, Double-blind, Placebo-
controlled Phase II Clinical Study of Trichuris suis Ova 
Treatment on Left-sided Ulcerative Colitis and its Effects 
on Mucosal Immune State and Microbiota   

N/A 

ACE SRA01 Active, Recruiting 280   N N NCT01947036 T and B Cell Responses across Autoimmune Diseases N/A 

ADRN ADRN-01 Active, Recruiting 120 1 N N NCT01429311 

Investigation of Reduced Interferon Responses in 
Peripheral Blood Mononuclear Cells of Participants With 
Atopic Dermatitis and a History of Eczema Herpeticum 

N/A 

ADRN ADRN-02 Active, Recruiting 2600 9 N N NCT01494142 

Registry for the Atopic Dermatitis Research Network 
(ADRN-02) N/A 

ADRN ADRN-03 In Analysis 40 1 N Y NCT01518478 

An Open Label Study in Adults With Atopic Dermatitis to 
Assess Variability in Immune Response to Fluzone® 
Intradermal Vaccine 

N/A 

ADRN ADRN-04 In Development 180 3 N N N/A ADRN Barrier/Immunoprofiling Exploratory Pilot Study N/A 

ADRN ADRN-05 In Analysis 368 5 N Y NCT01737710 

A Randomized Open Label Mechanistic Study in Atopic 
Dermatitis to Assess the Immunogenicity of Fluzone® 
Intradermal and Intramuscular Vaccines 

N/A 

CoFAR CoFAR 2 Active, In Follow-
up 650 5 N N NCT00356174 

A Prospective Cohort Study of Immune Mechanisms, 
Genetic Factors, and Clinical and Environmental 
Characteristics Associated With the Occurrence and 
Clinical Outcome of Peanut Allergy 

N/A 

CoFAR CoFAR 3 Active, In Follow-
up 55 5 Y Y NCT00461097 

Oral Desensitization to Egg With Subsequent Induction of 
Tolerance for Egg-Allergic Children N/A 

CoFAR CoFAR 4 Active, In Follow-
up 40 5 Y Y NCT00580606 

Sublingual Immunotherapy for Peanut Allergy: A 
Randomized, Double-Blind, Placebo-Controlled, Phase I/II 
Pilot Study with a Whole Peanut Extract  

N/A 

CoFAR CoFAR 5 Active, Recruiting 600 5 N N NCT01323803 Eosinophilic Esophagitis (EoE) Databank N/A 

CoFAR CoFAR 6 Active, Recruiting 75 5 Y Y NCT01904604 

Epicutaneous Immunotherapy (EPIT) for Peanut Allergy: A 
Randomized, Double-Blind, Placebo-Controlled, Phase II 
Study in Children and Adults 

N/A 

CoFAR CoFAR 7 Active, Recruiting 130 5 Y Y NCT01846208 

Oral Desensitization to Egg With Subsequent Induction of 
Sustained Unresponsiveness for Egg-Allergic Children 
Using Baked Egg or Egg Oral Immunotherapy (OIT) 

N/A 

CoFAR CoFAR 8 Active, Recruiting 50 5 N N N/A Consortium for Food Allergy Research Mechanistic Studies 
Support Protocol N/A 

CoFAR CoFAR 9 In Development TBD TBD N TBD N/A Impact of Vaccination on Th-2 Immunity in Infancy N/A 
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file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01552681?term=ASJ02&rank=1
http://clinicaltrials.gov/ct2/show/NCT01953354?term=AUC-02&rank=1
http://clinicaltrials.gov/ct2/show/NCT01947036?term=SRA-01&rank=1
http://clinicaltrials.gov/ct2/show/NCT01429311?term=ADRN-01&rank=1
http://clinicaltrials.gov/ct2/show/NCT014941http:/clinicaltrials.gov/ct2/show/NCT01494142?term=ADRN-02&rank=1
http://clinicaltrials.gov/ct2/show/NCT01518478?term=ADRN-03&rank=1
http://clinicaltrials.gov/ct2/show/NCT01737710?term=ADRN-05&rank=1
http://clinicaltrials.gov/ct2/show/NCT00356174?term=CoFAR&rank=5
http://clinicaltrials.gov/ct2/show/NCT00461097?term=CoFAR&rank=2
http://clinicaltrials.gov/ct2/show/NCT00580606?term=NCT00580606&rank=1
http://clinicaltrials.gov/ct2/show/NCT01323803?term=CoFAR&rank=4
http://clinicaltrials.gov/ct2/show/NCT01904604?term=CoFAR&rank=6
http://clinicaltrials.gov/ct2/show/NCT01846208?term=CoFAR&rank=1


CTOT CTOT-02/ 
CCTPT-02 In Analysis 757 16 Y Y NCT00307125 

B-Cell Depletion by Anti-CD20 (Rituximab) in Renal 
Allograft Recipients who Develop de novo Anti-HLA 
Alloantibodies will Result in Inhibition of Alloantibody 
Production and Attenuation of Chronic Humoral Rejection 

N/A 

CTOT CTOT-03 In Analysis 313 5 N N NCT00531921 

Correlation of Donor Proinflammatory mRNA Profiles with 
Early Outcomes of Thoracic and Abdominal 
Transplantation 

N/A 

CTOT CTOT-05 In Analysis 175 12 N N NCT00466804 

Observational Study of Alloimmunity in Cardiac Transplant 
Recipients N/A 

CTOT CTOT-07 In Analysis N/A 1 N N NCT01428700 

Development of Gene Expression Signatures for the 
Diagnosis of Liver Allograft Rejection and Recurrent 
Hepatitis C disease 

N/A 

CTOT CTOT-08 Active, Recruiting 300 5 N N NCT01289717 

Discovery and Validation of Proteogenomic Biomarker 
Panels in a Prospective Serial Blood & Urine Monitoring 
Study of Kidney Transplant Recipients – Transplant 
Proteogenomics 

N/A 

CTOT CTOT-09 

Active, In Follow-
up 210 11 N Y NCT01517984 

Immune Monitoring and CNI Withdrawal in Low Risk 
Recipients of Kidney Transplants N/A 

CTOT CTOT-10 

Active, In Follow-
up 19 3 Y Y NCT01436305 

Optimization of NULOJIX® (Belatacept) Usage as a Means 
of Avoiding CNI and Steroids in Renal Transplantation N/A 

CTOT CTOT-11 Active, Recruiting 400 26 Y Y NCT01278745 

Prevention of Cardiac Allograft Vasculopathy using 
Rituximab (Rituxan) Therapy in Cardiac Transplantation  N/A 

CTOT CTOT-12 / 
ITN524ST 

Active, In Follow-
up 250 8 N N NCT01516177 

An Observational Study to Assess the Prevalence of a 
Tolerance Signature in Renal Transplant Recipients ARTIST 

CTOT CTOT-13 Active, Recruiting 80 15 Y Y NCT01769443 

A Prospective, Randomized, Multicenter, Two-parallel 
Arm Study Evaluating the Overall Efficacy and Safety of 
Desensitization Therapy on Selected Patients Awaiting 
Heart Transplantation  

N/A 

CTOT CTOT-14 Active, Recruiting 300 6 N N NCT01672164 

Discovery and Validation of Proteogenomic Biomarker 
Panels in a Prospective Serial Blood & Urine Monitoring 
Study of Liver Transplant Recipients – Transplant 
Proteogenomics 

N/A 

CTOT CTOT-15 Active, Recruiting 60 3 Y Y NCT01790594 

Optimization of NULOJIX® (Belatacept) Usage as a Means 
of Minimizing CNI Exposure in Simultaneous Pancreas and 
Kidney Transplantation 

N/A 

CTOT CTOT-16 Active, Recruiting 180 3 Y Y NCT01856257 

Steroid and Tacrolimus Avoidance Using NULOJIX® 
(belatacept) in Renal Transplantation N/A 
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http://clinicaltrials.gov/ct2/show/study/NCT00307125?term=CTOT-02&rank=1
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http://clinicaltrials.gov/ct2/show/NCT00531921?term=CTOT-03&rank=1
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http://clinicaltrials.gov/ct2/show/NCT00466804?term=CTOT-05&rank=1
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http://clinicaltrials.gov/ct2/show/NCT01428700?term=CTOT-07&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01289717?term=CTOT-08&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01517984?term=CTOT-09&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01436305?term=CTOT-10&rank=1
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http://clinicaltrials.gov/ct2/show/NCT01278745?term=CTOT-11&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01516177?term=CTOT-12&rank=1
http://www.immunetolerance.org/studies/associating-renal-transplantation-itn-signature-tolerance-artist
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01769443?term=CTOT13&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01672164?term=CTOT-14&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01790594?term=CTOT-15&rank=1
file:///C:%5CDocuments%20and%20Settings%5Choffmanhe%5CLocal%20Settings%5CTemporary%20Internet%20Files%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.Outlook%5CAppData%5CLocal%5Ccoopersu%5CAppData%5CLocal%5CMicrosoft%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5Coyewar%5CAppData%5CLocal%5CMicrosoft%5CWindows%5CTemporary%20Internet%20Files%5CContent.IE5%5C2HFD243B%5CProtocolSummary
http://clinicaltrials.gov/ct2/show/NCT01856257?term=CTOT-16&rank=1


CTOT CTOT-17 Active, Recruiting 243 6 N N NCT01974999 

A Retrospective Multicenter Study to Determine 5-year 
Clinical Outcomes in Subjects Previously Enrolled in the 
CTOT01 study 

N/A 

CTOTC CTOTC-01 In Analysis 7 5 N Y NCT00768729 

Immunosuppression Minimization to Single Drug Therapy 
with Sirolimus (Rapamune) in Pediatric Transplantation  N/A 

CTOTC CTOTC-02 In Analysis 75 3 N N NCT00951353 

Immune Development and Alloimmunity in Pediatric 
Renal Transplant Recipients  N/A 

CTOTC CTOTC-03 Active, In Follow-
up 80 6 N N NCT00891865 

Viral Triggers of Alloimmunity and Autoimmunity in 
Pediatric Lung Transplantation N/A 

CTOTC CTOTC-04 Active, In Follow-
up 370 8 CTA N NCT01005316 Allo-antibodies in Pediatric Heart Transplantation N/A 

CTOTC CTOTC-05 Active, In Follow-
up 400 14 N N NCT01370746 

Perceived Barriers to Patient Adherence after Pediatric 
Solid Organ Transplantation N/A 

CTOTC CTOTC-06 In Development 1277 6 N N N/A Biomarkers for Post-Transplant Lymphoproliferative 
Disorders in Children N/A 

CTOTC CTOTC-07 In Development 42 6 Y N N/A Polyclonal Tregs to Promote Tolerance in Pediatric Liver 
Transplant Recipients N/A 

CTOTC CTOTC-08 In Development 50 6 Y N N/A B-cell Targeted Induction to Improve Outcomes in 
Pediatric Lung Transplantation  N/A 

CTOTC CTOTC-09 In Development 360 9 N N N/A 

An Observational Cohort Study to Determine the Impact 
of Alloantibodies and Antibodies to Self Antigens on 
Chronic Graft Function up to 5 years after Pediatric Heart 
Transplant 

N/A 

CTOTC CTOTC-10 In Development 50 9 N N N/A 
Randomized Controlled Trial of Novel Mobile Device 
Application to Improve Adherence in Children > 11 Years 
of Age After Pediatric Heart Transplantation 

N/A 

GTCRP GEN-01 In Analysis 160 1 N N N/A Using the Transcriptome of 1 Year Protocol Biopsies to 
Predict Functional Decline in Kidney Transplant Recipients N/A 

GTCRP GEN02 In Development 160 1 N N N/A Genomic for Transplantation: Discovery and Biomarkers N/A 

GTCRP GEN03 Active, Recruiting 4300 5 N N NCT01714440 Genomics of Kidney Transplantation N/A 

GTCRP GEN04 Active, Recruiting 480 4 N N NCT01782586 

Multicenter Validation of Gene Expression Markers of 
Renal Allograft Functional Decline N/A 

ICAC ICAC-07 Active, In Follow-
up 500 5 N N NCT00114881 Urban Environment and Childhood Asthma  URECA 

ICAC ICAC-19 Active, In Follow-
up 711 9 Y N NCT01383941 Asthma Phenotypes in the Inner City APIC 

ICAC ICAC-20 Active, In Follow-
up 494 8 Y Y NCT01430403 

Preventative Omalizumab or Step-up Therapy for Severe 
Fall Exacerbations PROSE 

ICAC ICAC-23 Active, Recruiting 100 4 N N N/A T-Cell Characterization in Cockroach Allergy Epitope 2 
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http://clinicaltrials.gov/ct2/show/NCT00768729?term=CTOTC-01&rank=1
http://clinicaltrials.gov/ct2/show/NCT00951353?term=CTOTC-02&rank=1http://clinicaltrials.gov/ct2/show/NCT00951353?term=CTOTC-02&rank=1
http://clinicaltrials.gov/ct2/show/NCT00891865?term=CTOTC-03&rank=1
http://clinicaltrials.gov/ct2/show/NCT01005316?term=CTOTC-04&rank=1
http://clinicaltrials.gov/ct2/show/NCT01370746?term=CTOTC-05&rank=1
http://clinicaltrials.gov/ct2/show/NCT01714440?term=gen-03&rank=1http://clinicaltrials.gov/ct2/show/NCT01714440?term=gen-03&rank=1
http://clinicaltrials.gov/ct2/show/NCT01782586?term=GEN-04&rank=1
http://clinicaltrials.gov/ct2/show/NCT00114881?term=ICAC-07&rank=1
http://clinicaltrials.gov/ct2/show/NCT01383941?term=icac-19&rank=1
http://clinicaltrials.gov/ct2/show/NCT01430403?term=ICAC-20&rank=1


ITN ITN018AI In Analysis 9 3 Y Y NCT00525889 

A Phase I Trial of Proleukin and Rapamune in Recent-onset 
Type 1 Diabetes Mellitus  IL2-RAPA 

ITN ITN021AI In Analysis 187 9 Y Y NCT00104299 

Rituximab Therapy for the Induction of Remission and 
Tolerance in ANCA-Associated Vasculitis  RAVE 

ITN ITN027AI In Analysis 197 9 Y Y NCT00129259 

Phase II Multiple-Dose Treatment of Type 1 Diabetes 
Mellitus With hOKT3γ1 (Ala-Ala) AbATE 

ITN ITN028AI Active, In Follow-
up 58 11 Y Y NCT00515099 

Effect of Antithymocyte Globulin on Preserving Beta Cell 
Function in New Onset Type 1 Diabetes Mellitus START 

ITN ITN029ST Active, In Follow-
up 20 3 N Y NCT00320606 

Immunosuppression Withdrawal for Pediatric Living-
donor Liver Transplant Recipients WISP-R 

ITN ITN030ST Active, In Follow-
up 275 8 N Y NCT00135694 

A Phase II Trial to Assess the Safety of 
Immunosuppression Withdrawal in Liver Transplant 
Recipients 

A-WISH 

ITN ITN032AD Active, In Follow-
up 640 1 N Y NCT00329784 

Induction of Tolerance Through Early Introduction of 
Peanut in High-Risk Children LEAP 

ITN ITN033AI Active, In Follow-
up 25 4 Y Y NCT00288626 

Induction of Tolerance Through Early Introduction of 
Peanut in High-Risk ChildrenA Phase II Study of High-Dose 
Immunosuppressive Therapy (HDIT) Using Carmustine, 
Etoposide, Cytarabine, and Melphalan (BEAM) and 
Thymoglobulin, and Autologous CD34+ Hematopoietic 
Stem Cell Transplant (HCT) for the Treatment of Poor 
Prognosis Multiple Sclerosis 

HALT-MS 

ITN ITN034AI Active, In Follow-
up 137 24 Y Y NCT00774852 

A Randomized, Double-blind, Controlled, Phase II 
Multicenter Trial of CTLA4Ig (Abatacept) Plus 
Cyclophosphamide vs Cyclophosphamide Alone in the 
Treatment of Lupus Nephritis 

ACCESS 

ITN ITN035AI Active, In Follow-
up 123 26 Y Y NCT01116427 

A Phase II, Randomized, Double-blind, Parallel-group, 
Placebo-controlled, Multicenter Study to Evaluate the 
Safety and Efficacy of Abatacept in Adults with Relapsing-
remitting Multiple Sclerosis 

ACCLAIM 

ITN ITN036ST Active, In Follow-
up 15 3 Y Y NCT00801632 Renal allograft tolerance through mixed chimerism Mixed 

Chimerism 

ITN ITN039ST Active, Recruiting 10 5 Y Y NCT01318915 

Immunosuppression with Antithymocyte Globulin, 
Rituximab, Tacrolimus, and Sirolimus, Followed by 
Withdrawal of Tacrolimus and Sirolimus, in Living-donor 
Renal Transplant Recipients 

RESTARRT 

ITN ITN040CT Expanded Access 
- Available  7 3 Y Y NCT01309022 

Immunosuppressive Medications for Previous Participants 
in Clinical Trial NIS01 (ITN005CT) EXIIST 

ITN ITN041AI Active, Recruiting 98 15 Y Y NCT01183468 

Effect of Intravenous Alpha-1 Antitrypsin on Preserving 
Beta-cell Function in New-onset Type 1 Diabetes Mellitus RETAIN 
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http://clinicaltrials.gov/ct2/show/NCT00525889?term=ITN018&rank=1
http://www.immunetolerance.org/studies/proleukin%C2%AE-and-rapamune%C2%AE-type-1-diabetes-mellitus-il2-rapa
http://clinicaltrials.gov/ct2/show/NCT00104299?term=ITN021&rank=1
http://www.immunetolerance.org/studies/rituximab-treatment-wegeners-granulomatosis-and-microscopic-polyangiitis-rave
http://clinicaltrials.gov/ct2/show/NCT00129259?term=ITN027&rank=1
http://www.immunetolerance.org/studies/autoimmunity-blocking-antibody-tolerance-recently-diagnosed-type-1-diabetes-abate
http://clinicaltrials.gov/ct2/show/NCT00515099?term=ITN028&rank=1
http://www.immunetolerance.org/studies/study-thymoglobulin-arrest-type-1-diabetes-start
http://clinicaltrials.gov/ct2/show/NCT00320606?term=ITN029&rank=1
http://www.immunetolerance.org/studies/withdrawal-immunosuppression-pediatric-liver-transplant-recipients-wisp-r
http://clinicaltrials.gov/ct2/show/NCT00135694?term=ITN030&rank=2
http://www.immunetolerance.org/studies/gradual-withdrawal-immune-system-suppressing-drugs-patients-receiving-liver-transplant-wish
http://clinicaltrials.gov/ct2/show/NCT00329784?term=ITN032&rank=2
http://www.immunetolerance.org/studies/promoting-tolerance-peanut-high-risk-children-leap
http://clinicaltrials.gov/ct2/show/NCT00288626?term=ITN033&rank=1
http://www.immunetolerance.org/studies/high-dose-immunosuppression-and-autologous-transplantation-multiple-sclerosis-halt-ms
http://clinicaltrials.gov/ct2/show/NCT00774852?term=ITN034&rank=1
http://www.immunetolerance.org/studies/abatacept-and-cyclophosphamide-combination-therapy-lupus-nephritis-access
http://clinicaltrials.gov/ct2/show/NCT01116427?term=ITN035&rank=1
http://www.immunetolerance.org/studies/cooperative-clinical-study-abatacept-multiple-sclerosis-acclaim
http://clinicaltrials.gov/ct2/show/NCT00801632?term=ITN036&rank=1
http://www.immunetolerance.org/studies/renal-allograft-tolerance-through-mixed-chimerism-mixed-chimerism
http://www.immunetolerance.org/studies/renal-allograft-tolerance-through-mixed-chimerism-mixed-chimerism
http://clinicaltrials.gov/ct2/show/NCT01318915?term=ITN039&rank=1
http://www.immunetolerance.org/studies/atg-and-rituximab-renal-transplantation-restarrt
http://clinicaltrials.gov/ct2/show/NCT01309022?term=ITN040&rank=1
http://www.immunetolerance.org/studies/immunosuppressive-medications-participants-itn005ct-exiist
http://clinicaltrials.gov/ct2/show/NCT01183468?term=ITN041&rank=1
http://www.immunetolerance.org/studies/research-trial-aralast-new-onset-diabetes-retain


ITN ITN043AD Active, In Follow-
up 90 1 CTA Y NCT01335139 

A Randomized, Double-blind, Single-center, Placebo 
controlled Study of Sublingual Immunotherapy and 
Subcutaneous Immunotherapy in Adults with Seasonal 
Allergic Rhinitis 

GRASS 

ITN ITN045AI Active, In Follow-
up 49 18 Y Y NCT00965458 

Inducing Remission in New Onset Type 1 Diabetes Mellitus 
with Alefacept (Ameviver) T1DAL 

ITN ITN049AD Active, Recruiting 635 1 N Y NCT01366846 

The Persistence of Oral Tolerance Induction to Peanut and 
Its Immunological Basis (LEAP-ON) LEAP-ON 

ITN ITN050AD Active, Recruiting 144 5 Y Y IMPACT 

Oral Immunotherapy for Induction of Tolerance and 
Desensitization inPeanut-Allergic Children IMPACT 

ITN ITN051AI In Development 105 4 Y N NCT01934504 

Defining Immune Tolerance in ANCA-associated Vasculitis 
(AAV) AVATARS 

ITN ITN052AD Active, In Follow-
up 640 1 N N N/A Evaluation of peanut protein quantification in dust 

in the LEAP study LEAP-PPQ 

ITN ITN053AD Active, Recruiting 640 1 N N N/A Evaluation of peanut protein quantification in dust 
in the LEAP-ON study LEAP-ON-PPQ 

ITN ITN054ST Active, Recruiting 25 4 Y Y N/A Post Transplant Cyclophosphamide ACCEPTOR 

ITN ITN055AI In Development 40 10 Y Y N/A Combination of Antibodies in Lupus: Belimumab and 
Rituxan assessment of Tolerance and Efficacy  CALIBRATE 

ITN ITN057AD In Development 123 26 N Y N/A Anti-TSLP plus antigen-specific immunotherapy for 
induction of tolerance in individuals with cat allergery  CATNIP 

ITN ITN058AI In Development 111 12 Y Y N/A Preserving Beta-Cell Function with Tocilizumab in New 
Onest Type I Diabetes  EXTEND 

ITN ITN059AI In Development 140 9 Y Y NCT01999868 

Efficacy of Ustekinumab followed by Abatacept for the 
Treatment of Psoriasis Vulgaris  PAUSE 

ITN ITN060AD In Development 259 1 TBD  N N/A Assessing tolerance induced by Oral KLH in patients with 
autoimmune disorders TAKE2 

ITN ITN061AD In Development 36 1 CTA Y N/A 
A Pilot Study to Compare Responses to Cat Allergen 
Exposure Using the Environmental Exposure Chamber 
(EEC) and Nasal Allergen Challenge (NAC) 

N/A 

ITN ITN507ST Active, Recruiting 225 4 N N NCT01338779 

Identification and Mechanistic Investigations of Tolerant 
Transplant Recipients FACTOR 

STEM CELL SCSSc-01 Active, In Follow-
up 75 14 Y Y NCT00114530 

 

A Randomized, Open-Label, Phase II, Multi-Center Study 
of High-Dose Immunosuppressive Therapy Using Total 
Body Irradiation, Cyclophosphamide, ATGAM, and 
Autologous Transplantation with Auto-CD34+HPC Versus 
Intravenous Pulse Cyclophosphamide for the Treatment of 
Severe Systemic Sclerosis (SCOT) 

SCOT 

STEM CELL CMC-MC Active N/A N/A Y Y N/A Manufacturing for SCSSc-01 and ITN033AI N/A 
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http://clinicaltrials.gov/ct2/show/NCT01335139?term=ITN043&rank=1
http://www.immunetolerance.org/studies/long-term-effects-sublingual-grass-therapy-grass
http://clinicaltrials.gov/ct2/show/NCT00965458?term=ITN045&rank=1
http://www.immunetolerance.org/studies/inducing-remission-new-onset-t1dm-alefacept-amevive%C2%AE-t1dal
http://clinicaltrials.gov/ct2/show/NCT01366846?term=ITN049&rank=1
http://www.immunetolerance.org/studies/persistence-oral-tolerance-peanut-leap
http://clinicaltrials.gov/ct2/show/NCT01867671?term=ITN050&rank=1
http://www.immunetolerance.org/studies/oral-immunotherapy-induction-tolerance-and-desensitization-peanut-allergic-children-impact
http://clinicaltrials.gov/ct2/show/NCT01934504?term=ITN051&rank=1
http://clinicaltrials.gov/ct2/show/NCT01999868?term=itn059&rank=1
http://clinicaltrials.gov/ct2/show/NCT01338779?term=ITN507&rank=1
http://www.immunetolerance.org/studies/study-tolerant-kidney-transplant-recipients-factor
http://clinicaltrials.gov/ct2/show/NCT00036491?term=AC002&rank=1
http://clinicaltrials.gov/ct2/show/NCT00036491?term=AC002&rank=1
http://www.sclerodermatrial.org/


Abbreviations 

Branches 

AAABB:  Allergy, Asthma, and Airway Biology Branch 

AMIB: Autoimmunity and Mucosal Immunology Branch 

TB: Transplantation Branch 

Scientific Programs 

AADCRC: Asthma and Allergic Diseases Cooperative Research Centers 

ACE: Autoimmunity Centers of Excellence 

ADRN: Atopic Dermatitis Research Network 

CoFAR: Consortium of Food Allergy Research 

CTOT: Clinical Trials in Organ Transplantation  

CTOT-C: Clinical Trials in Organ Transplantation in Children 

GTCRP: Genomics of Transplantation Cooperative Research Program 

ICAC: Inner City Asthma Consortium 

ITN: Immune Tolerance Network 
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