
      

 

 

 

  

 

Good Data Practices
 
Cyberseminar Series 4.0
 

Focusing on the interaction between
 
research design and data decisions
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Previous 

Good Data 

Practices 

cyberseminar 

series 

archived on 

HSR&D 

website 

http://www.hsrd.research.va.gov/cyberseminars/catalog-archive-virec.cfm?
 

http://www.hsrd.research.va.gov/cyberseminars/catalog-archive-virec.cfm
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Good Data Practices Poll #1 

Have you attended a Good Data Practice cyberseminar 

session before the current 2017 series? 

• Yes 

• No 
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Research Life Cycle 

Research Question 

& Proposal 

Protocol, Study 

Design & IRB 

Data Collection 

Primary or 

Secondary 

Data Management & 

Transformation 

Analysis & 

Publication 

Project Closure & 

Retention 

Data Archiving & 

Sharing 



       

 

 

 

 

  

 

 

 

Examples of factors that influence data decisions
 

• Research question 

• Study design 

• Objectives, aims, hypotheses 

• Independent and dependent variables 

• Planned manuscripts 

• Available data 

• Feasibility testing 
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The learning objectives of the Good Data Practices series  

Participants will: 
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Learning objectives of the
 
Good Data Practices 4.0 series
 

Series’ participants will 

•	 Understand how previous research results and conceptual/decision 

models influence the development of the research question 

•	 Learn how a research question can influence the choice of study 

design 

•	 Understand ways in which research questions and study designs 

can affect decisions about data 

•	 Become aware of potential data management and analysis 

challenges and ways they might be addressed 

•	 Become familiar with potential limitations in VA data sources and 

examples of ways to address them 
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Visit our Education 

page for more 

information & 

registration links. 
www.virec.research.va.gov 

FY ‘17 Good Data Practice Cyberseminar Series 

Tuesdays and Thursdays in February, 2017 

1:00-2:00 PM (ET) 

Date Topic Presenter 

Tuesday, 
February 14, 

2017 

Incorporating Genomics in Routine 
Care for Veterans with Colon Cancer: 

Study Design and Data Decisions 
Sara Knight 

Thursday, 
February 16, 

2017 

Data Use and Data Decisions in a 
Mixed Methods Study about Hand 

Hygiene 
Heather Reisinger 

Tuesday, 
February 21, 

2017 

Data Decisions and Quantitative 
Analysis in a Study Investigating the 
Impact of Remote ICU Monitoring in 

VA Hospitals 

Mary Vaughan-Sarrazin 
!my O’Shea 

Thursday, 
February 23, 

2017 

Capstone Discussion: The Influence of 
Research Design on Data Decisions 

Discussant: Neil Jordan 

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


        

 

 

 

 

 

 

 

 

 

 

 8 

Poll #2: Your role as a data user 

• What is your role in research and/or quality improvement? 


a. Research investigator 

b. Data manager 

c. Project coordinator 

d. Clinical Staff 

e. Operations Staff 

f. Other (please specify) 



       

  

 

   

  

  

 

 

 

 

 

 

 

 9 

Poll #3: Your experience with VA data 

How many years of experience do you have working with 

VA data? 

• One year or less 

• More than 1, less than 3 years 

• At least 3, less than 7 years 

• At least 7, less than 10 years 

• 10 years or more 



 

 

 

            

   

 

 Good Data Practices Cyberseminar
 

Data Use and Data Decisions in a Mixed Methods Study about
 
Hand Hygiene (HH)
 

Heather Schacht Reisinger, PhD
  

Associate Director for Research, Center for Comprehensive Access and  Delivery 

Research and  Evaluation, Iowa City VAHCS  

Associate Professor, Internal Medicine, University of Iowa
 

February 16, 2017
 



 

 

  

 

  

 

Disclaimers 

• The opinions expressed in this presentation are those of 

the author and do not necessarily reflect the views of the 

Department of Veterans Affairs. 

• I’m a medical anthropologist. 

• No financial disclosures or other disclaimers to report. 
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The objectives of this session are:  

1.	 Describe a mixed methods study combining qualitative 

evaluation and a cluster randomized control trial 

•	 Which research questions are best addressed using 

qualitative methods? 

•	 Which questions does a cluster randomized control trial 

answer? 

•	 Why combine the two? 
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The objectives of this session are:  

2. Review challenges, solutions, and lessons learned
 

• Managing a multi-site, mixed methods study
 

• Making good data decisions as a study evolves 

3. Tell the story of… 



 

  How this…
 

15 
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…became this. 
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Outline 

• Background 

• Qualitative design and methods
 

• Cluster randomized control trial
 

• Lessons learned 
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10/2016 

18 



     

 

 

  

 

 
  

  
 

Background: Study Design and Aims 

• Building an Optimal Hand Hygiene Bundle: 

A Mixed Methods Approach 

• Project #2 of the Advancing MRSA Infection Prevention CREATE 

• Sequential mixed methods study 

Qualitative 
Process 

Evaluation 
Cluster RCT 

Qualitative 
Process 

Evaluation 
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Outline 

• Background 

• Qualitative design and methods
 

• Cluster randomized control trial
 

• Lessons learned 



    

 

 

 

  

  

 

 

Aim 1 + Methods 

• Identify combinations of hand hygiene intervention 

strategies that optimize hand hygiene compliance and 

that could form an evidence-based hand hygiene bundle 

for VHA implementation. 

Cluster-randomized controlled trial that will 

sequentially test three individual hand hygiene 

interventions to identify an optimal combination 

of interventions to increase hand hygiene 

compliance. 



    

 

 

  

  

 

 
 

Aim 2 + Methods 

• Identify institutional, organizational, ward/ICU, and 

individual level facilitators and barriers to implementing 

hand hygiene interventions. 

Qualitative evaluation to examine barriers and 

facilitators to the interventions and develop 

contextual insight for implementing and 

scaling-up the intervention. 



     

 

 

 

  

 

  

 
  

 
 

   

Sequencing Specific Aims and Methods 

1.	 Identify combinations of hand hygiene intervention 

strategies that optimize hand hygiene compliance and 

that could form an evidence-based hand hygiene 

bundle for VHA implementation. 

2.	 Identify institutional, organizational, ward/ICU, and 

individual level facilitators and barriers to implementing 

hand hygiene interventions. 

Qualitative 
Process 

Evaluation 
Cluster RCT 

Qualitative 
Summative 
Evaluation 

Aim 1Aim 2 Aim 2 
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Outline 

• Background 

• Qualitative design and methods
 

• Cluster randomized control trial
 

• Lessons learned 
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Baseline Qualitative Evaluation 

Six Site Visits: 

Interviews with 

Infection Control Team 

Interviews with staff most 
involved with HH program 

Focus groups with two 
wards/units per site 

Observations of current HH 
policies and practices 

Four Phone “Visits”: 

Interviews with 

Infection Control Team 

Interviews with staff most 
involved with HH program 



   

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Baseline Qualitative Evaluation
 

Site Observations 

Baltimore, MD 

Iowa City, IA 

Miami, FL 

Minneapolis, MN 

Omaha, NE 

Portland, OR 

Phone Interviews Only 

Ann Arbor, MI 

Boston, MA 

Salt Lake City, UT 

San Antonio, TX 



    

  

   

 

  

 

 

 

 

 

Collecting and Transforming Data 

• Audio recordings 



Over 40 Transcripts 

• Field notes Integrated Word document (6 sites) 

• HH policy (all 10 sites) 

• HH observation form (all 10 sites) 

• Other documents staff thought we should have to 

understand their HH program (e.g., HH compliance 

reports, training materials for observers, etc.) 

NOTE: Transcripts and field notes were uploaded to MAXQDA, a 

qualitative data management software program. 



 

 

 

 

 
 

 
 

  

 

 
 

  

 

 

  

  

 

 
 

  

  

  

  

Participants
 

Semi-Structured 

Interview 

Participants 

Hospital 

Epidemiologists 
10 

Infection 

Preventionists 
15 

MRDO Coordinators 7 

Other (e.g., Quality, 

Patient Safety) 
7 

Total 39 

Nursing Staff 53 

Medical 3 

Environmental 3 
Services 

Administrative 4 

Other 5 

Blank 1 

Total 69 

Focus Group 

Participants 



    

 

 

 

 

 

 

  

 

 

 

Interdisciplinary Team-based Analysis Process
 

.
 

Phase I: 

Large “Chunk” Coding 

Phase II: 
Subcoding/Analysis 

Phase III: 

Manuscript Development 



   

 

 

 

  

 

  

 

 

 

Phase I: Coding 

• Each team member read 3 transcripts and noted structure 

of interviews, themes, and items of interest 

• Met and drafted preliminary codebook 

• Coded another transcript independently based on 

preliminary codebook, review transcript coding as a team, 

and revised codebook as necessary 

• Continued team coding process throughout Phase I 

(48.8%) 

• After codebook solidified, pairs of coders coded a subset 

of transcripts (51.2%) 



        

 

 

 

 

 

 

  

 

 

Phase II and III: Subcoding, Analysis and 

Manuscript 

EXAMPLE: 

• Codes: “HH strategies” and “HH monitoring” 

• Manuscript Theme: Hand Hygiene Programs
 

• Additional Data: Site HH data collection forms 

and HH policies 

• Analysis: Database and subcoding process 

(described in Phase I) 



 

 

Example:
 

Descriptive Analysis of Hand Hygiene 

Programs 



    

   

  

   

  

  

  

   

  

   

  

  

  

   

HH Monitoring Process (n=10)
 
Who manages the program? Infection Control Team 6 

Quality/Patient Safety 4 

Who conducts observations? Infection Control Team 4 

Quality/Patient Safety 2 

Champions 7 

Other 2 

How is data collected? Paper/Pencil 9 

iScrub 1 

Who enters data? Infection Control Team 5 

Quality/Patient Safety 3 

Champions 1 

Automated 1 

Who reports data to 

leadership? Infection Control Team 10 



      

 

 

    

   

  

   

  

   

  

  

   

  

   

  

   

  

HH Monitoring Data Collection Forms (n=10)
 

Time marker on form Monthly 6 

Specific Date 4 

Shift 5 

Specific Time 2 

Identity of observer 6 

Types of people observed Nursing 10 

Medical 10 

Lab draw 7 

HH Opportunities Entry/Exit 6 

WHO 5 Moments 2 

Unique Combination 2 

Method 4 

Isolation precautions and PPE 3 

Reasons for noncompliance 3 





 

 

 

 

 

 

 

 

 

Language to Describe Observers
 

Nurse 1: Well, they used to 

have people come along and 

look at you. You know? 

Nurse 2: The secret, 

secret shoppers. I 

have--, not seen 

[lately]. 

Interviewer: They 

had observers? 

• Nurse 1: We just call ‘em spies. 

(laughter) 

Interviewer: 

(overlapping) Secret 

shoppers? 



 

 

 

 

 

 

 

 

 

 

Language to Describe Observers
 

Yes. 

And is hand hygiene monitored 

here? 

YES! 

Big time! 

How do you know how it’s 

monitored--, or someone is 

watching? 

Secretly. 

Secretly? 

Yeah, big brother’s 

watching. (chuckling) 



 

 

 

 

  

 

 

 

  

  

Language to Describe Observers
 

So you have to wash your hands in the room 

and then you come out and there’s a hand 

washing Nazi there, they catch you and say 

you didn’t wash your hands, because they 

don’t see you wash your hands (chuckles) So who’s the 

hand washing 

Nazi? 

Infectious disease 

control. So they’re very 

present? 

Mmm. Not very, but 

enough. We don’t see ‘em 

every day. It’s--, it’s 

sporadic ‘cause you know 

they go to different wards. 
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Outline 

• Background 

• Qualitative design and methods
 

• Cluster randomized control trial
 

• Lessons learned 



    

 

 

 

  

 

 

 

Aim 1 + Methods 

• Identify combinations of hand hygiene intervention 

strategies that optimize hand hygiene compliance and 

that could form an evidence-based hand hygiene bundle 

for VHA implementation. 

Cluster-randomized controlled trial that will 

sequentially test three individual hand 

hygiene interventions to identify an optimal 

combination of interventions to increase 

hand hygiene compliance. 



    

 
 

 

 

   

  

 

   

 

  

Primary Outcome: HH Compliance 

HH observations collected by trained observers at each of 
the sites 

•	 Process: 

•	 Observer stands outside patient room 

•	 Observes HCW HH behaviors for 15 minutes 

•	 Records behaviors on a structured observation template 

•	 Moves onto another ward/unit 

•	 Observes another patient room (records on a new form) 

•	 10 hours per week of observation (40 observation forms) 

•	 Note: If HCWs ask why they are on the unit, reply with cover 
story about studying patient flow in and out of rooms. 



    

  

   

   

 

 

 

 

 

 

 

HH Data Collection: TELEform 

•	 TELEform used to collect data 

•	 Completed TELEforms uploaded to a VA SharePoint
 

•	 Data manager uploads forms and reviews data 

•	 What is TELEform? 

•	 A computerized data entry system that uses Optical Character 
Recognition (OCR) to read data collection forms 

•	 Why use TELEform? 

•	 Accuracy 

•	 Quick and efficient data entry 

•	 Double data entry achieved with just one operator 
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Poll #4: Hand Hygiene Compliance 

• In a systematic analysis of over 75 hand hygiene studies, 

what was the average baseline compliance rate? 

• 92.3% 

• 78.7% 

• 38.7% 

• 15.6% 



   

  

 

 

 

 
 

 

  

 

  

Phase 1: Baseline 

• Six months of data collection 

19,554 
Observations 

9710 Entry 

14% - 66% 

9844 Exit 

36% - 69% 

• Collected baseline HH data for 59 wards/units at nine 

sites 
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Phase II: Signs 

• Six month intervention period 

• Frequency of changing point-of-use reminder signs 

• No change in signs 

• Change of signs monthly 

• Change of signs weekly 

• Implemented as a cue to action, but to counter habituation
 



 

    

51 

Signs 



    

 

  

 

 

 

 

Block Randomization by Wards/Units
 

• Units ranked by compliance rate 

• Randomized to one of three arms 

• No change in signs 

• Change of signs monthly 

• Change of signs weekly 



   

 

 

  

 

  

 

The Challenges Begin 

•	 Delay starting the intervention period 

• Didn’t plan for time to analyze full 6 months of baseline data (e.g., 

create a clean dataset) and time to work with statistician to create 

the block randomization (~2 month delay) 

•	 Piloted signs at 3 VA sites; implementing it at 9 was a different story 

(~1 month) 

•	 Down to 8 sites and 51 units 

• Statistician raises concerns about power calculations after 

reviewing real data 
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Phase III: Wash-Out 

• Qualitative interviews conducted over the phone with the 

Infection Control Team to elicit feedback on implementing 

the intervention 

• Signs changed based on the frequency determined most 

effectiveness in Phase II 
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More Challenges (and Solutions) 

• Effectiveness of changing signs is not clear cut 

• Decided not to change signs during wash-out period 

• Shortened wash-out period to make up for delays in 

implementing the first intervention phase 

• Analysis of problems with power calculations 

• Extend the Phase IV intervention period 



 

  When this…
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…became this. 



     

 

  

 

 

  

 

 

Phase IV: Signs Plus One 

• Point-of-use reminder signs remained the same 

throughout Phase IV 

• Randomization of sites to three conditions 

• Signs only 

• Signs plus individual hand sanitizer dispensers 

• Signs plus HCW hand cultures 
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Challenges (and Solutions?) 

• Extension of second intervention phase led to additional 

barriers 

•	 Individual hand sanitizers were not being used 

•	 Initial interest in HCW culture plates waned substantially (number 

of HCW plates obtained declined over time) 

•	 More challenges with power? 

•	 Data still being analyzed 
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Final Washout Period and Summative Evaluation 

• Collecting final 3 months of HH observation data without 

interventions 

•	 In the midst of a post-intervention qualitative evaluation
 

•	 4 site visits (2 sites dropped out of study) 

•	 4 sites will participate in phone interviews only 

• Plans for integrating qualitative findings and primary 

outcome data (HH observations) are underway 

•	 Several barriers to the interventions identified 

•	 Possible correlation between organizational issues (qualitative 

process evaluation) and baseline HH compliance rates 
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Outline 

• Background 

• Qualitative design and methods
 

• Cluster randomized control trial
 

• Lessons learned 
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Lessons Learned
 

Have fun! 

Study 
Design 

The more sites 
you add, the 

more challenges 
you’ll overcome. 

Plan time for 
randomization 

analysis. 

Plan some flex 
time into your 
study design. 

Power 
Calculations 

Power calculations 
are never 

straightforward. 

Real data reveals 
false assumptions! 

Interventions 

Larger trials 
reveal problems 
with scaling up 
an intervention. 

Tracking 
implementation 

issues is important 
for possible scale 

up. 

Study 
Teams 

Be prepared for 
HR issues and 
attrition… 

because they 
impact data 
collection. 



  Thank you!
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Resources
 

2/3/2017
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 Quick Guide: Resources for Using VA Data 
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf (VA Intranet) 

VIReC: http://vaww.virec.research.va.gov/Index.htm (VA Intranet) 

VIReC Cyberseminars: http://www.virec.research.va.gov/Resources/Cyberseminars.asp 

VHA Data Portal: http://vaww.vhadataportal.med.va.gov/Home.aspx (VA Intranet) 

VINCI: http://vaww.vinci.med.va.gov/vincicentral/ (VA Intranet) 

Health Economics Resource Center (HERC): http://vaww.herc.research.va.gov (VA Intranet) 

CDW: https://vaww.cdw.va.gov/Pages/CDWHome.aspx (VA Intranet) 

Archived cyberseminar: What can the HSR&D Resource Centers do for you? 
http://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=101 

2/3/2017
 

http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Toolkit/QG-Resources-for-Using-VA-Data.pdf
http://vaww.virec.research.va.gov/Index.htm
http://www.virec.research.va.gov/Resources/Cyberseminars.asp
http://vaww.vhadataportal.med.va.gov/Home.aspx
http://vaww.vinci.med.va.gov/vincicentral/
http://vaww.herc.research.va.gov/
https://vaww.cdw.va.gov/Pages/CDWHome.aspx
http://www.hsrd.research.va.gov/for_researchers/cyber_seminars/archives/video_archive.cfm?SessionID=101
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VIReC Options for Specific Questions
 

HSRData Listserv HelpDesk 

•	 Community knowledge 

sharing 

•	 ~1,200 VA data users 

•	 Researchers, operations, 

data stewards, managers 

•	 Subscribe by visiting 
http://vaww.virec.research.va.gov/Support/H 

SRData-L.htm (VA Intranet) 

• Individualized support 

virec@va.gov 

(708) 202-2413 

2/3/2017
 

http://vaww.virec.research.va.gov/Support/HSRData-L.htm
http://vaww.virec.research.va.gov/Support/HSRData-L.htm
http://vaww.virec.research.va.gov/Support/HSRData-L.htm
http://vaww.virec.research.va.gov/Support/HSRData-L.htm
mailto:virec@va.gov
mailto:virec@va.gov
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FY ‘17 Good Data Practice Cyberseminar Series 

Tuesdays and Thursdays in February, 2017 

1:00-2:00 PM (ET) 

Visit our Education
 
page for more 

information &
 

registration links. 

www.virec.research.va.gov 

Date Topic Presenter 

Tuesday, 
February 14, 

2017 

Incorporating Genomics in Routine 
Care for Veterans with Colon Cancer: 

Study Design and Data Decisions 

Sara Knight 

Thursday, 
February 16, 

2017 

Data Use and Data Decisions in a 
Mixed Methods Study about Hand 

Hygiene 
Heather Reisinger 

Tuesday, 
February 21, 

2017 

Data Decisions and Quantitative 
Analysis in a Study Investigating the 
Impact of Remote ICU Monitoring in 

VA Hospitals 

Mary Vaughan-Sarrazin 
!my O’Shea 

Thursday, 
February 23, 

2017 

Capstone Discussion: The Influence of 
Research Design on Data Decisions 

Discussant: Neil Jordan 

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


  

 

 

 

 

 

Thank you! 

• Questions? 

Contact information
 
Heather Schacht Reisinger, 


PhD
 

Heather.Reisinger@va.gov 

mailto:Heather.Reisinger@va.gov



