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Objectives

• Review background & recent work in non-pharm

• Single versus multi-component with examples

• Methodological Issues

• Fidelity 

• Gaps and Novel Questions
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Non-pharm--What exactly is it and 
what do we know about it?
• THE EVIDENCE—we need more evidence in this area.  

Studies are often under powered, have high bias from lack 
of methodological rigor or lack fidelity, more single RCT’s

• “A ROSE BY ANY OTHER NAME”  The field is moving 
AWAY from the name non-pharm as it puts the emphasis on 
DRUGS-where actually that should always be the LAST 
RESORT and often leads to more harm or worsening delirium 
(as we will show in a minute) and it does not reflect what we 
do!
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BASIS of Approaches (early work)
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Number of Non-Drug Studies Increasing

• HELP cluster RCT Surgery patients Chen et al., 2017 JAMA 
Surgery

• RESERVE paper Kolanowski et al., Cognitive Stimulation JAGS

• JAGS drugs paper Review, Neufeld et al.,  2017
• Waszynski et al 2017, Int Jnl Nursing Studies-Simulated Family 

Presence
• Hsieh et al., 2015 JAMA Meta-Analysis Prevention 

• JAMA review by Oh and Colleagues, 2017
• NEJM paper Marcantonio, October 12, 2017
• Eeles et al, 2017 Australas J Agin Real-world solutions
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11/14 STUDIES 
DECREASED 
DELIRIUM 
INCIDENCE (OR 
0.47)

2 RCTs
FALLS 64% 

JAMA Int Med 2015
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Multi-Component Versus Single

• Evidence from both delirium and dementia studies and 
systematic reviews show that a combination approach may 
be more potent

• Delirium is often multi-causal 

• Single component cleaner (fidelity and rigor) and easier to 
say it worked or did not work

• Multi-component approach not always realistic in the real 
world of practice—practice setting--picking top 3-4 
approaches without evidence
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NIH Delirium Trials at PSU http://clinicaltrials.gov/

 Focus on DSD

 RCT Intervention

 SINGLE Component

 Post-acute Care

 Patient Centered

 Focus on DSD

 C-RCT Intervention

 MULTI-Dimensional

 Acute Hospitalization

 Nurse & Pt Centered

END-DSDRESERVE
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Multi-Component Versus Single

“Did not improve delirium 
free days, but improved 
executive function & LOS”
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 CLUSTER RCT-2 
WARDS

 N=377
 Decreased both 

delirium (6.6% vs 
15.1%) and LOS

 mHELP (modified) 
program targeting 
just 3 protocols-
orienting 
communication, 
oral/nutritional, & 
mobility

 Delivered by trained 
nurses
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Methodological Issues to Address  

• Premise and underlying mechanism
• Pilot testing
• Fidelity
• Dosage/strength
• Duration
• Blinding
• Training and standardization for intervention/who does 
TX

• Practical start up issues-site agreements, multiple IRB’s

Presented at NIDUS Delirium Boot Camp 2017, 
Posted with permission.



Doing a PILOT STUDY is CRITICAL
• Even if it is just 5 people (I did 15 for my first R01 & 16 for 

2nd R01 and published both)

• Pilot as many components as possible to look for PITFALLS

• Establishes feasibility

• Relationships, agreements and LOS with sites 

• Recruitment

• IRB 

• Beginning of procedures manuals, training materials

• WHAT WORKS/what needs to be changed

Presented at NIDUS Delirium Boot Camp 2017, 
Posted with permission.



Why Care About Treatment Fidelity?

• Integrity of your study

• Tells you if treatment was delivered as intended

• Impacts study validity

• If fidelity not monitored & optimized and positive results-then 
do not know if the treatment is an effective treatment or 
unknown factors

• Helps with implementation and translating into practice
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Treatment Fidelity Issues In Design

• Ensure same treatment dose (number, frequency & length of 
contact) within conditions (delirium example from RESERVE 
study, 2016)

• Ensure equivalent dose across conditions or sites

• Plan for implementation setbacks-track attrition, have a pool 
of providers, have both computer and human training 
available 
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Fidelity Plan Example-Kolanowski et al., 2006-Amer Jnl Alz Dis & Other Dem
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Other Methodological Tips

• Design with implementation in mind

• AMC’s versus community-pros and cons

• Cost-what (optimize) and who does the tx (involve a health 
economist)

• Testing across types of severity of impairment and in 
dementia types
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Lessons from October 2017 NIH Summit 
on Dementia Research and Care

• CO-DESIGN-hearing from persons with the condition 

• LANGUAGE

• INDIVIDUALIZED & PERSON-CENTERED

• Removing academic jargon and making research relevant

• RCT’s combining activities-physical/cognitive/more engaging

• HOMECARE as the missing link with improved outcomes

• CHALLENGES & ethics of balancing relevance, co-design and 
rigor
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GAPS IN INTERVENTION RESEARCH
• Outcomes more distal to delirium

• Conducting interventions in community and transitional care

• Novel methods-mixed methods, MOST, SMART DESIGNS

• Capturing impact of multiple chronic conditions

• Involving stakeholders-clinicians, caregivers, persons with 
impairment

Presented at NIDUS Delirium Boot Camp 2017, 
Posted with permission.



The goal may be to develop a cost-effective intervention, an intervention that achieves a specified 
level of effectiveness, the briefest intervention that achieves a minimum level of effectiveness, or any 
other reasonable and explicitly operationalized goal. https://methodology.psu.edu/ra/most/research
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Novel Research Questions
• Technology based

• Co-design

• Setting-Home/Community/LTC and Assisted Living

• Head to head trials with non-pharm and drugs

• Special populations (living alone, intellectual disabilities, 
dementia, children, surgical)
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BOTH A GAP AND OPPORTUNITY IN 
LTC & HOMECARE
• Transfers to acute care from LTC

• Caregiver support AND HOME HEALTH/COMMUNITY 

• Technology—Steis et al., 2012 Online Journal of Nursing 
Informatics

• Voyer, P., Champoux, N., Desrosiers, J., Landreville, P., McCusker, 
J., Monette, J., Savoie, M., Richard, S., Carmichael, P.H. (2015). 
Recognizing Acute Delirium As part of your Routine [RADAR]: A 
validation study. BMC Nursing, 14:19.

• http://www.biomedcentral.com/1472-6955/14/19
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Recommendations
• PILOT, PILOT, PILOT

• PAY ATTENTION TO PRACTICAL ASPECTS 

• PAY ATTENTION TO FIDELITY & FEASABILITY

• THINK ABOUT AREAS & SETTINGS WHERE WE HAVE 
GAPS IN THE EVIDENCE

• CONSIDER NOVEL APPROACHES & METHODS-MIXED 
METHODS, MOST
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