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Web-based HGT Resource
 

• Launched in 2004, GeMCRIS® is a Web-accessible 

database of human gene transfer clinical trials 

accessible by all. 

– You may access GeMCRIS via the Internet. 

• GeMCRIS is also a relational database that supports 

Web-based reporting of adverse event information 

directly to NIH. 

• The development of GeMCRIS was a collaborative 

involving both the NIH and the FDA.  AE information 

captured in GeMCRIS also meets FDA reporting 

requirements. 



  

  

 
 

 

 

 

 

 

 

 

 How to Access GeMCRIS (1)
 

•	 Type the following URL into your Web 

browser’s address bar: 

http://www.gemcris.od.nih.gov/ 

http:http://www.gemcris.od.nih.gov


 

   

How to Access GeMCRIS (2)
 

• Start from the OBA Website and follow 

the links to GeMCRIS:
 Click Here 



 

 

 

  

 

 

  

   

   

 

 

 

 

 

 

Finding Information (1)
 
Search Functions
 

All clinical trial information is accessed through 

the “Search” functions on the Menu Bar 

Search functions include: 

•Protocol title and OBA Protocol numbers 

•Medical condition (MedDRA coded) 

•Trial Sites, study phase and trial status 

•Product searches by: 

-Product name (includes synonyms e.g. “TK”) 
-Descriptors (controlled vocabulary) 

-Vectors, genetic elements, producer cells 

-Routes of administrations 



 
 

Finding Information (2)
 
Search Protocol Data
 



 
    

 

 

 

 

  
 

 

 

  

  

  

Finding Information (2a)
 
Search Protocol Data – Query Fields
 

Title search: 
•	 Limited to terms 

(“strings”) found in the 
title 

Medical Condition: 
•	 Uses MedDRA terms 

and hierarchy 

•	 Controlled vocabulary 

•	 Finds related “concepts” 
across trials 

•	 Powerful search function 



 
   

 

 

 
  

 

 

 

 

  
  

 

 

Finding Information (2b)
 
Search Protocol Data - Examples
 

Title search: 
• Returns 7 hits 

Medical Condition:
 
• Returns 11 hits 

Search multiple 

fields for best 

results 



 
   

 
 

 

 

 

  

 

    

Finding Information (2c)
 
Search Protocol Data – About Results
 

View All for a “quick” display
	

HYPERLINKS: 
• Investigator(s), 

• Vector, cells, genes 

• RAC minutes 

• Abstracts 

• Clinicaltrials .gov 

• Amendments 



 
  

 

Finding Information (2d) 
Search Protocol Data – More About Results 

Hyperlink Output: 



 
 

Finding Information (3)
 
Search Product Data
 



 
    

 
 

 
  

 

 
 

  

 

 

 

 

 
 

 

Finding Information (3a)
 
Search Product Data -- Query Fields
 

Product Name: 
•	 Shorthand or other 

designations of constructs 
(e.g. GVAX, JX-594…) 

Biological Descriptors: 
•	 Vector Classes 

•	 Producer Cells 

•	 Genetic elements 

•	 Transduced Cells 

Routes of Administration
 

Multiple field entries return 

filtered data (“and” logic) 



 
   

 
 

 

 
 

  

  

       

 
 

 

 

Finding Information (3b)
 
Search Product Data -- Examples
 

Vector Descriptor = 
• “Adeno-Assoc” 

51 Total hits 

returned 

Using both terms: 

“Adeno-Assoc” & 
“RPE” as genetic 

element returns: 

5 Hits 
Note the MedDRA 

term: “Amaurosis” 



 
   

  

  

 

 

    

 

  

  

 

  

Finding Information (3c) 
Search Product Data -- Examples 

Genetic Element 

Descriptor = 

• “Cystic fibrosis” 

22 Total hits 

returned 

Of the 22 protocols administering the CFTR cDNA there are: 

• 7 AAV serotype 2 vectors 

• 6 Adeno serotype 5 vectors 

• 4 Adeno serotype 2 vectors 

• 4 Liposome vectors (DMRIE-DOPE, DOPE & EDMPC-chol) 

• 1 Polylysine-plasmid complex 



 

    

Finding Information (4)
 
Vocabulary Reports: Search Terms
 



  

    

 

Finding Information (4a)
 
Vocabulary Reports: 4 Types – 2 Flavors
 

Term Reports
 



  

    

 

 

  

Finding Information (4b) 

Vocabulary Reports: 4 Types – 2 Flavors 

Vectors 

VPCs 

Hierarchy Reports 



 
   

  

Finding Information (4c) 
Search Vocabulary -- Examples 

Search term: “retinal”  Result: 1 Hit:  RPE65 



 
   

  

  

Finding Information (4d)
 
Search Vocabulary -- Examples
 

Hierarchy Report: Vectors 

Search term: “poxvirus”  Result: 6 Hits
 



 
  

Finding Information (5)
 
Search by PI or Site
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Problems? Qs? Need Help?
 

• Contacts: 

– Chuck Trimmer: 

trimmerc@od.nih.gov 

– Bob Jambou 

jambour@od.nih.gov 

– Maureen Montgomery 

montgomm@od.nih.gov 

– OBA: 

OBA@od.nih.gov 

mailto:OBA@od.nih.gov
mailto:montgomm@od.nih.gov
mailto:jambour@od.nih.gov
mailto:trimmerc@od.nih.gov

