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Background 
 2007: FDA Amendments Act 

• A mandate to create an active surveillance system 
• Access data from 25 million individuals by July 2010 
• Access data from 100 million individuals by July 2012 

 
 2008: FDA launched the Sentinel Initiative 

 
 2009: Mini-Sentinel funded under Sentinel Initiative 

 
 2014: Funding awarded for Sentinel 
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Mini-Sentinel 
 An FDA-funded pilot project 

 
 Develop scientific operations for an active medical 

product safety surveillance 
 

 Continuous access to electronic healthcare databases 
 

 Operate under FDA’s public health authority 
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Mini-Sentinel Partner Organizations 

Institute for 
Health 

Lead – HPHC Institute 

Data and 
scientific  
partners 

Scientific  
partners 
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Impact / Dissemination 
 4 FDA drug safety communications 

‒ Tri-valent inactivated flu vaccine and febrile seizures  
(no increased risk) 

‒ Rotarix and intussusception (label change) 
‒ Dabigatran and bleeding (no increased risk) 
‒ Olmesartan and sprue-like enteropathy (label change) 

 70 peer-reviewed articles 
 48 methods reports / white papers 
 Thousands of unique queries and comparisons contributing to 

over 140 formal assessments 
 

www.mini-sentinel.org  

http://www.mini-sentinel.org/
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Label change 

http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/ucm356758.htm 

http://www.fda.gov/BiologicsBloodVaccines/SafetyAvailability/ucm356758.htm


7 © 2015 Sentinel Coordinating Center.  All Rights Reserved.. CONFIDENTIAL 

Yih, N Engl J Med. 2014;370:503 
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www.fda.gov/Drugs/DrugSafety/ucm326580.htm; Nov 2, 2012 

Drugs 

“This assessment […used…] FDA’s Mini-Sentinel pilot...” 

http://www.fda.gov/Drugs/DrugSafety/ucm326580.htm
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Psaty. N Engl J Med 2014;370:2165 

“The Mini-Sentinel ' provides an essential public health service.  
The current configuration — the data model, the methods development,  
and the investigative team — represents an impressive achievement.. 
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Distributed Analysis 
1- User creates and 
submits query  
(a computer program) 
 
2- Data partners 
retrieve query  
 
3- Data partners review 
and run query against 
their local data 
 
4- Data partners review 
results  
 
5- Data partners  return 
results via secure 
network  
 
6 Results are 
aggregated 
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Common Data Model (CDM) 
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Data QA and Characterization 
Program 

Development 
Team 

Technical 
Analyst 

Research 
Assistant 

Reviewer 1 

Reviewer 2 

QA Manager 

1. Develop QA 
Package* 

2. Execute QA 
Package 

3. Review Output & 
Submit to MSOC 

4. Track 
Receipt & 
Metadata 

5. Execute 
Internal 

Programs 

6. Review 
Output 

7. Create 
Report 

11. Review 
Report & 
Finalize 

8. Execute 
Internal 

Programs 

9. Review 
Output 

10. Annotate 
Report 

12. Review Report & 
Investigate Issues 

13. Comment 
on Report   

14. Review 
Report & 
Comment 

16. Track 
Approval & 
Metadata 

15. Approve 
ETL 

*Program Development Team Follows MS SAS Program Development SOP to Create QA Package  Data Partner  MSOC 
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Data Checking and Characterization 
 Hundreds of tables per data partner per refresh 
 4 levels of data checks 
 > 1500 checks  
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Multiple networks sharing infrastructure 
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PCORnet 
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 Each organization can participate in multiple networks 
 Each network controls its governance and coordination 
 Networks share infrastructure, data curation, analytics, 

lessons, security, software development  

Multiple networks sharing infrastructure 
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Key Contributors to Mini-Sentinel’s Progress 
 Tightly Coupled network 
 Frequent and coordinated interactions between FDA, data 

partners, content experts, epidemiologists, and statisticians 
 Clear ownership and goals 
 Established agreements and contracts 
 Distributed data network (no central repository) 
 Public health practice 
 Focused on best understood and useful data for purpose 

‒ First: Claims and administrative data, plus access to full text records 
• Syntax and semantics are clear and understood 

‒ Then: electronic medical records, registries, … 
• Much more complex to understand, standardize, and use for research 

 Rapid cycle development of capabilities 
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UDI in Sentinel 

 UDI not routinely captured in administrative claims 
data 

  Algorithms could be explored in both available CDM 
data and data held by data partners 
‒ Cost data is routinely available with data partners but not 

mapped into CDM   

 Linkage to device registries, PCORNet 
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