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–  Sarah L. Krein 

Sep 17 
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Poll #1: About you 

• What is your role in research and level of experience?  

– Research investigator 
 New?  Experienced? 

– Data manager/analyst 
 New?  Experienced? 

– Project coordinator 
 New?  Experienced? 

– Other – please describe via the Q&A function 
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Heidi: Poll Question 



Session Outline 

• Identify factors that influence data needs 

 

Discuss data-related questions that need to be 
answered early in protocol development 

 

Data privacy and security  

 

Data for Research vs. Operations (QI) 

•

•

•



 

 

Project 
feasibility 

Necessary for 
developing 

study protocol 

Identify 
potential issues 
before you start 

Study team 
composition 

Budgeting Timeline 

Why is advance planning  

related to data important? 



. . . .if you don't know where you’re going, 
you might not get there. 

 
     -- Yogi Berra 



Session Outline 

  Identify factors that influence data needs 

 

Discuss data-related questions that need to be 
answered early in protocol development 

 

Data privacy and security  

 

Data for Research vs. Operations (QI) 



Factors that influence data needs 

• Goals of the study 

– research question(s)/aims 

 

Study design 

 

Resources 

•

•

 

Goals 

Design Resources 



Process of identifying data needs 

• Goals of the study 

– research question(s)/aims 

 

• Study design 

 

Resources •

 

Goals 

Design 

Data Design 

Data 



Session Outline 

Identify factors that influence data needs 

 

Discuss data-related questions that need to be 
answered early in protocol development 

 

Data privacy and security  

 

Data for Research vs. Operations (QI) 



Can I use existing data sources? 

 

 
VA or  

non-VA 

National, 
regional, 

local 

Level/unit  

of analysis  
Timeframe 



Do I need to collect data directly? 

Surveys Qualitative  

Direct 
Measurement 

Data 
Frequency 



How will I obtain my data? 

Secondary data 

•Already extracted 
(existing data 
sources) 

•Needs manual 
extraction  (chart 
abstraction) 

•Non-VA dataset 

Primary data 

•Sample identification 

•Method(s) 
(software/personnel) 

•Equipment/tools 
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Example
Topic 

 



 
 
 
 
 
 
 

Peripherally Inserted Central Catheter 

(PICC) 

 

Increasing utilization 

Use is highly variable 

Not always appropriate 

Associated with complications 

Little is known about PICC use, practices or 
appropriateness in VHA 



Example Research Questions 

1. What is the volume of PICC use at VAMCs? 

2. What factors influence PICC use, care and 
management at VAMCs? 

3. What are staff perceptions and practices related to 
PICC use in VHA? 

4. What is the Veteran experience related to PICC use in 
VHA? 



1. What is the volume of PICC use at VAMCs? 



What would be your choice of data to 

answer RQ1?  

 

 
 

a) Existing VA data 

b) Survey of VAMCs 

c) Create new data repository 

d) Other 

 

Heidi: Poll Question 

1. What is the volume of PICC use at VAMCs? 



Likely answer- RQ1 

1. What is the volume of PICC use at VAMCs? 

a)  Existing VHA data sources  

• Procedures  

• Products  

• Association with infectious complications 



How will I identify data sources to 

answer my question? 

Search  

the 
literature  

Talk 

 with 
colleagues 

Post 
inquiry on 
HSRDATA 

listserv 



Where can I find information about  

VA data sources?  

VA Information Resource Center  

Health Economics Resource Center   

VHA Data Portal   

VA Support Services Center (VSSC) 

VHA Program Offices  

 













 

 

 

Sources for answering RQ1 

1. What is the volume of PICC use at VAMCs? 

a) Existing national VHA data sources  
 

– VIReC website & VHA Data Portal 

• Corporate Data Warehouse (CDW) 

• SAS medical data sets 

– VHA Program Offices 

• Inpatient Evaluation Center (IPEC) 



Data access request process 

 



“Preparatory to research” data access 

• A provision of the  

– HIPAA Privacy Rule 

– VHA Handbook 1200.05 

• Allows VHA to provide personal health 
information for development of a VHA research 
protocol without: 

–   the patient’s authorization or 

–   a waiver or an alteration of authorization by an 
 Institutional Review Board (IRB). 

 



Identifying  
prep to  research 
data access 
request process 
via 
VHA Data Portal 



Data preparatory to research – Data Portal (2) 

 



Memo to request Prep to Research Data 



Memo to request Prep to Research Data 



 

Available data for RQ1 

1. What is the volume of PICC use at VAMCs? 

• CPT codes (PICC specific): 0 to > 900 

 

• ICD-9 procedure codes (all CVCs): 0 to > 3000 

 

• Event Capture: 0 to > 800 



Preparatory to research conclusion- RQ1 

 

 

 



Example Research Questions 

1. What is the volume of PICC use at VAMCs? 

2. What factors influence PICC use, care and management 
at VAMCs? 

3. What are staff perceptions and practices related to PICC 
use in VHA? 

4. What is the Veteran experience related to PICC use in 
VHA? 



3. What are staff perceptions and practices related to 
PICC use in VHA? 



How would you obtain/collect data  

to answer RQ3? 

 

 3. What are staff perceptions and practices related to 
PICC u se in VHA? 

 

a) Use existing VA data? 

b) Conduct a survey? 

c) Use qualitative methods (interviews, focus 
groups)? 

d) Other? 

 

Heidi: Poll Question 



 

 

 

Likely answer- RQ3 

3. What are staff perceptions and practices 
related to PICC use in VHA? 

b) Conduct a survey, 

c) Use qualitative methods 



Conduct a VA staff survey 

 

• Who ? 

– E.g., PICC inserters 

 

• How ? 

– E.g., Electronic, 
REDCAP 

 

• Regulatory considerations 

– E.g., Union approvals 

 

 

 

 

 

(http://www.research.va.gov/resources/oasc.cfm) 



How will I store & manage my 

data? 

Local server  VINCI 

Physical 
storage 

Level of 
security 

Accessibility to 
collaborators, 

co-Is 



Considerations- how will I 

analyze my data? 

-- 

Qualitative Quantitative 

Software √ √ 

Personnel √ √ 



Session Outline 

Identify factors that influence data needs 

 

Discuss data-related questions that need to be 
answered early in protocol development 

 

Data privacy and security  

 

Data for Research vs. Operations (QI) 



Privacy and Security Considerations 

• Who are the study subjects? 



Privacy and Security Considerations 

What steps will be needed to ensure subject 
protection with respect to privacy confidentiality, 
etc.? 



Privacy and Security Resources 

VHA Handbook 1200.05 -- Requirements for 
the Protection of Human Subjects in Research 

Program for Research Integrity 
Development & Education (PRIDE) 

Local IRB/human studies coordinator, 
chair, committee member 



Data 

Sharing? 



Session Outline 

Identify factors that influence data needs 

 

Discuss data-related questions that need to be
answered early in protocol development 

 

Data privacy and security  

 

 Data for Research vs. Operations (QI) 

 



Research vs. operations (QI) 

Areas of difference 

Data request 
process 

Data 
management 

 & storage 

Data  
security 



Advance planning questions 

What are my study goals and proposed design? 

—Is it research or operations? 

Can I use existing data sources? 

—What are potential (VA and/or non-VA) data sources?  

—Are the data feasible for addressing my study aims? 

Do I need to collect data directly? 

—What type of data? From whom?  

How will I obtain the data (secondary and/or primary)? 

How will I store & manage my data? 

How will I analyze my data? 

Who do I need on my study team? 

What is the required study budget & timeline? (i.e., is it affordable?) 

















 



Describe your data needs in your  

research protocol 

 Primary data collection elements 

 Secondary data sources needed 

 EHR data 

 Identifiers needed and how they will be used 

 Other protected health information  

 Level of data: national, VISN, local  

 Secondary research sites with access to data 
(which?) 















 



Include your data needs in your  

other research documents 

 HIPAA Waiver 

– Protected Health Information 

– Data sources 

– National, VISN, local 

 Be as specific as possible, especially if national 
EHR data is needed  

– CAPRI 

– VistAWeb  

 







Have I covered  

all my bases? 



 

 

       

     

 

 

     

Thank you! 

Sarah.Krein@va.gov 

 

 

 

 

 

 



Useful links 



Data Information Resources 

VIREC website 
 http://vaww.virec.research.va.gov/ 

HERC website  

 http://www.herc.research.va.gov/ 

VHA Data Portal 
 http://vaww.vhadataportal.med.va.gov/ 

VSSC website  

 http://vssc.med.va.gov/ 

VHA Program Offices websites 
 http://vaww.va.gov/health/programs.asp 

 

•

•

•

•

•



Regulatory Resources 

VHA Handbook 1200.05 Requirements for the 
Protection of Human Subjects in Research 

http://www.research.va.gov/resources/policies/default.cfm 

Program for Research Integrity Development & 
Education (PRIDE) 

http://www.research.va.gov/pride/default.cfm 

 




