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 Describe 3 strategies where informatics can 
support clinical research 

 Identify 3 strategies where informatics 
professionals can use research/evidence to 
enhance patient care 

 Discuss a leadership career pathway in the 
field of clinical research informatics 
 



 Clinical Research 
 Supporting the creation of evidence with 

informatics 
 Supporting the use of evidence with 

informatics 
 Leadership – My journey in supporting all of 

the above  
 Looking to the future 
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NIH Clinical Center 



The Challenge 

• Research at the NIH Clinical Center is 
our focus and mission 

• Clinical care is important, but 
secondary 

• We’ve needed to take a vendor 
developed system and make it work 
in a clinical research setting 
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 Prevention 
 Screening 
 Diagnostic 
 Treatment 
 Quality of Life 
 Compassionate Use 
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Phases of Clinical Research Trials 

• Phase 1 - small group, first time 
• Phase 2 - larger group, to test effectiveness 

and to further evaluate its safety 
• Phase 3 - large groups, to confirm 

effectiveness, monitor side effects, compare 
it to commonly used treatments, and collect 
safety information  

• Phase 4 - after the drug or treatment has 
been marketed to gather information on the 
drug's effect in various populations and any 
side effects associated with long-term use 
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 FDA - Rigorous process for both new 
medications and new medical devices 

 Lengthy drug approval process 
 Animal studies (short term) 
 Animal studies (long term) 
 Institutional Review Board 
 Without rigorous testing ….  
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 Inpatient clinical trials ~1,500 active 
 Patients do not pay 
 Study participants recruited worldwide 
 240 acute care beds  
 15 Outpatient clinics 
 82 day hospital beds 
 Integration with 14 NIH Institute systems 
◦ NCI, NHLBI, NIMH, NIAID, NICHD, et.al.  
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• 6,000 inpatient admissions a year  
• 10,000 new patients a year  
• 95,000 outpatient visits a year  
• 1,200 credentialed physicians, dentists, and Ph.D. 

researchers  
• 620 nurses  
• 450 allied health-care professionals, such as 

pharmacists, dietitians, medical technologists, 
imaging technologists, therapists, medical records 
and medical supply staff.  
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 96 staff members 
 Both technical and clinical  
 15 Nurses – 10 graduated from U of MD NI 

Masters program 
◦ Clinical documentation configuration 
◦ CRIS Training 
◦ CRIS End User Support 
◦ CRIS application security 
◦ Bar code  management  
◦ Orders and order set development 
◦ Web site management 
◦ Project Management 
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 EHR– HIMSS Analytics – level 5 
 CPOE 
 Result retrieval – lab, radiology, ECG 
 Clinical Documentation  
 Bar coding 
◦ Specimen collection 
◦ Blood product administration 

 Clinical Decision Support 
◦ Alerts 
◦ Access to knowledge 
◦ Protocol order sets 
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Clinical Research 

• Patients are “research volunteers” 
• http://www.clinicaltrials.gov 
• All patients are on a research protocol 
• Care is protocol based 
• Protocol 

• a precise study plan for executing the 
clinical trial 

• to assure safety and health of the trial 
subjects 

• to provide an exact template for trial 
conduct by investigators at multiple 
locations 
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Protocols 
• Once the protocol is approved by NIH’s IRB, 

they are ‘named’ 
• Standard naming convention for protocols 

– Year-Institute-sequence number 
– NIDA’s - Effects of Smoked Marijuana on 

Risk Taking and Decision Making Tasks 
– 2009-DA-0131 

• Currently 1,500 active protocols 
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Protocol Listing – Health 
Issues 
• Visit Reason – this visit’s primary protocol 
• Protocol – other protocols for patient 
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Protocols 
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Protocol Order Sets 

• Over 2,600 Order Sets have been built 
• When possible - default values are pre-

entered to reduce the need for manual entry 
and possibility of error 

• Investigational medications contained within 
these order sets are configured to allow only 
those physicians identified to place these 
types of orders 

 
 

Slide 19 



Protocol Order Sets 
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 Challenge: Capture the clinical care of the patient 
and key elements of the research process 

 Embedded into multiple structured notes and 
flowsheets 
◦ Structured Notes – 143 
◦ Flowsheets – 39 
◦ Free text for direct entry - 73 
◦ Free text from interface – 94 

 All care delivered is considered research related – 
or is it?  

 Goal is to capture research treatment and 
outcomes 
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Protocol Information Custom Tab 
• The Challenge: Researchers needed easy 

access to information about specific patient 
protocols 

• Information was decentralized with 
associated fragmented processes 

• Creation of custom tab pulled together key 
pieces of protocol information including: 
• Access to clinicaltrials.gov 
• Link to consent form - signed 
• Link to associated research via PubMed 
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Signed Consents 
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The Journey 



 BSN, University of Maryland – 1982 
 Go Terps!  
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 Masters in Nursing/Healthcare Administration,     
U of MD - 1988 

 Post Master’s Nursing Informatics, U of MD – 
2002 
◦ Transitioned from Clin Spec to IT department at 

Adventist Healthcare 
◦ 2003 hired by CSC to work on CRIS project at NIH 
◦ 2007 hired by NIH as Deputy CIO, Clinical Center 
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 DNP, Vanderbilt – 2010 
 ANIA President, May 2013 
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 Lifelong learning – continue to educate 
yourself 

 Knowledge is power – or at least it gives you a 
step up in most cases 

 Stay neutral – consider all opinions and 
options before making decisions (data!) 

 Listen  
 Learn to write well and publish 
 Volunteer on organization-wide committees 
 Volunteer to give presentations 
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 Learn to negotiate 
◦ Deputy CIO, Chief of Clinical Informatics at the NIH 

Clinical Center 
 Title  
 Salary 
 Benefits 

 Provide ongoing positive feedback 
 Laugh at yourself 

 
 



 Pass the feather 
 Hire people smarter than you and give them 

the resources they need to do great work 
 Don’t take yourself too seriously 
 Keep a pair of sneakers under your desk 
 “Hey Dad, if you’re not the lead duck, you’re 

looking at butts!” (Dr. Kevin Fickenscher’s 7 
year old daughter) 
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 Be on time 
◦ To meetings 
◦ Deliverables 

 Put your cell phone away at meetings 
 Sit up straight and listen!  
 Don’t interrupt  
 Proof read all emails before hitting send 
 Close the loop on communication 



 Pharmacogenomics  
 Mobile devices 
 Patient engagement 
 Big Data 
 Sequestrations impact on research 

 



 Demographic changes 
 Chronic illnesses 
 Medical home/ACOs 
 Mobile electronic scooters 
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Thank you! 
Patty Sengstack  

psengstack@cc.nih.gov 
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