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Arthur Frank 

“[We] would not be speaking of ‘patient 
centered care’ at all if there were not deep 
professional institutional reasons for being 
centered on concerns other than patients.” 

Frank AW. Patient-Centered Care as a Response to Medification. Wake Forest Law Review 2010: 45(5): 1453-59 



Jon Tilburt 

• Assertion: There have been deep professional 
institutional reasons for biomedical research 
being centered on concerns other than 
patients. 

 

• Question: What would it take to make 
evidence from research more meaningful for 
whole person care? 



Disclosures 

• None 

• The views expressed are my own and do not 
represent positions or policies of Mayo Clinic  



Definitions  

• Patient-Centered Care 

• Evidence Based Medicine 

• Integrative Medicine  



Patient Centered Care  

“Health care that establishes a partnership 
among practitioners, patients, and their families 
(when appropriate) to ensure that decisions 
respect patients’ wants, needs, and preferences 
and that patients have the education and 
support they need to make decisions and 
participate in their own care.” 

        
   - IOM 



Evidence Based Medicine (EBM) 

“ Evidence based medicine is the 
conscientious, explicit, and judicious use 
of current best evidence in making 
decisions about the care of individual 
patients. " 

Sackett DL, Rosenberg MC, Muir Gray JA, Haynes RB, Richardson WS. BMJ 1996;312:71-72. 

http://images.google.com/imgres?imgurl=http://www.abc.net.au/science/news/img/sackett1.gif&imgrefurl=http://www.abc.net.au/science/news/stories/s124166.htm&h=250&w=181&sz=45&tbnid=xgj61eYuOxUJ:&tbnh=105&tbnw=76&start=1&prev=/images?q=david+sackett&hl=en&lr=&sa=G


Integrative Medicine 

    “Integrative Medicine is the practice of 
medicine that reaffirms the importance 
of the relationship between practitioner 
and patient, focuses on the whole 
person, is informed by evidence, and 
makes use of all appropriate therapeutic 
approaches, healthcare professionals 
and disciplines to achieve optimal health 
and healing.” 

http://www.imconsortium.org/about/home.html 



The Basic Logic  

• We say “care” should be patient-centered 

• Increasingly, “care” = discrete, researched “interventions” 

• How we study “care interventions” reflects a worldview  

• Patients don’t necessarily share the assumptions and priorities 
of the biomedical worldview 

• Q:Must patients share the biomedical worldview? 

• Q: If not, should research assumptions adapt to patient 
assumptions?  If so, how? 

• Does research need to change, so that the care derived from 
research can be more centered on patient concerns? 

 



Lack of Meaningful Research  

• Most of biomedical science has minimal or 
delayed impact on medical care 

• Lack of impact may related to 

– what questions, methods, & evidence are 
valued in research 

– Whose voice gets included in setting the 
research agenda  

 

 

 



 Meaningful Biomedical Research    

• Address high impact questions  
• Is relevant to patients & doctors 

– For day-to-day health problems 

• Whose evidence is  
– Accessible 
– Clear 
– Meaningful (measures important things) 
– Constantly updated 
– Available when it is needed 

• This would be “Patient-centered” research  



The Status of Biomedical Research 

• Increasingly “care” = discrete, researched “interventions” 

• Research & evidence are currently “other-centered” 

– “other” than the patient 

– Economic/bureaucratic interests 

• Questions, methods, & evidence serving the purposes of others, 
not patients  

– Scientist/regulator-centered 

– Focused on  

• causal attribution 

• Internal validity (reducing bias) 

• Reflect the assumptions of a biomedical worldview 

 



The Biomedical Worldview 

• Facts: Objective realities 
• Reality: Mind/Body Duality 
• Knowledge comes from science 
• Medicine’s Objective: Focus on “fixing” the body 

using the objective knowledge of biomedical 
science 

• Methods focus: determine cause-effect 
relationships of discrete “fixes” 

• Evidence-based medicine 
– “efficacy” focused  

 
 

 



 Evidence Based Medicine 

Clinical state  
and circumstances 

Patient preferences 
and actions 

Research  

evidence 

Haynes RB, Devereaux PJ, Guyatt GH. ACP Journal Club. 2002 Mar-Apr; 136:A11. 

Clinical Expertise 



EBM Evidence Hierarchy 

SCIENCE Reviews 
Meta-analysis 

Health 
Services 
Research 

Randomized 
Controlled 

Trials 

Observational 
Outcomes 

Laboratory 
PRACTICE 

PATIENTS 

POLICY 

Case Reports, Anecdotes, Qualitative Research 



To “know” in the biomedical 
worldview means that there is RCT 

evidence of specific effect of a 
discrete intervention on an 

objectively measurable outcome  . . . 
regardless of whether those 

outcomes are important to patients   



Date of download:  10/24/2012 
Copyright © 2012 American Medical 

Association. All rights reserved. 

Patient-Important Outcomes in Diabetes Trials 
JAMA. 2008;299(21):2543-2549. doi:10.1001/jama.299.21.2543 

Primary Outcomes 
• 61% surrogate 

outcomes 
• 16% physiology 

outcome 
• 18% patient-

important 
 
Only 46% reported any 
patient -important 
outcome 



 
Implicit Biomedical/EBM Assumptions  

 
It is more valuable to be able to . . .  
• Definitely decipher the causal role of a discrete 

intervention  
– on a cleanly measured objective surrogate outcome  
– with minimal possibility of bias (efficacy)  
– in a highly controlled setting  

• Than it is to identify potentially beneficial interventions  
– that may have benefit on objective or subjective outcomes  
– in uncontrolled settings  

These assumptions are a kind of faith commitment 
– Not empirically-verifiable value judgments  
– Reflect and are derived from the Biomedical Worldview 



 
 

If research questions or outcome 
measures used are not important to 
patients, & the methods do not fit 

patient questions the social value of 
the research is significantly 

diminished.   
 
 

 

 



N Engl J Med 2011;365:119-26. 



 
49 pts randomized, cross-over block design 

to 4 ? 

Percent Change in Maximum Forced Expiratory Volume in 1 Second 
(FEV1) with Each of the Four Interventions. 

N Engl J Med 2011;365:119-26. 



Asthma Therapy 
What is the most effective Rx? 

Percent Change in Subjective Improvement with Each of the Four 
Interventions. 

N Engl J Med 2011;365:119-26. 



Is Sham Acupuncture Effective in 
Asthma? 



Different Conclusions 

• Biomedical conclusion: sham acupuncture is 
not objectively better  

• Patient-conclusions: sham acupuncture helps 
patients feel better even if it doesn’t help the 
numbers 



How Can We Make Research 
More Patient Centered? 



Strategies 

• Adjust what counts as  

– rigorous methods 

– important outcomes 

– meaningful benefit 

– solid evidence 

• Include different voices in crafting questions 

• Design interventions with end-users in mind 



What Counts as Rigorous Methods 

• Integrative medicine modalities  

–  Bundled, difficult to define, individualized, 
depend on relationship effects 

• Need full range of methods 

– Flexible experimental designs 

– More observational methods  

– Clever analytic strategies 

 

Institute of Medicine. Complementary and Alternative Medicine in the United States. 2005.  
Chapter 4: Need for Innovative Designs in Research on CAM and Conventional Medicine.  



What Counts as an Important Outcome 

FROM  
 
• biological surrogate markers 

 
TO 
 
• Patient-important outcomes 

– Death 
– Disability 
– Quality of Life (Patient-reported outcomes) 



What Counts as Meaningful Benefit  
A Meaning Response as Meaningful Evidence  

• Warm relationship adds further therapeutic 
response to sham therapy alone 

• Kaptchuk et al., BMJ 336:999, 2008 

 

• Placebo effects can be preserved even with 
disclosure 

• Kaptchuk et al., PLoS ONE 5, 2010 



The Evidence House
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What Counts as Solid Evidence 



Strategies 

• Adjust what counts as  

– rigorous methods 

– important outcomes 

– meaningful benefit 

– solid evidence 

• Include different voices in crafting questions 

• Design interventions with end-users in mind 



Different voices in crafting questions  

• Regulators 

• Industry 

• Basic scientists preoccupied by mechanism 

• Taxpayers 

• Insurance companies 

• Clinicians & patients 



Designing Interventions 

• Human-centered 
Drive decisions from human need, but never assume you have reached a point of 

complete understanding.  

• Intuitive 
Constantly challenge your assumptions about what is true and what is possible. If you are 

about to dismiss an idea, ask yourself… why not? 

• Innovative 
Identify untapped, underappreciated resources and move them from a state of low 

productivity to a state of high productivity.  

• Systemic 
Avoid wasting energy trying to eradicate a problem when you can seek solutions that 

make it obsolete. 

• Iterative 
Create to learn through low-fidelity prototyping and refinement in the real world before 

making a full scale investment. Always challenge yourself to come up with multiple 

solutions before optimizing one.  



What would it take to make 
evidence from research more 

meaningful for whole person care? 



Toward Patient-Centered Research  

• Acknowledge that there is a problem 

• Pay attention to assumptions 

• Be willing to learn 

• Remind others what they already know 

• Implement practical strategies 

• Create incentives for innovative methods & 
questions that reflect a robustly patient-
centered mentality 
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Thank You   

Tilburt.jon@mayo.edu 



Backup Slides 



Educational Objectives 

Participants will be able to . . .  

• List the barriers to meaningful, patient-centered 
research production 

• Describe the ways in which the biomedical 
research paradigm may not be patient-centered 

• Identify implications of these barriers and 
paradigms for integrated healthcare research 

• Name at least 3 key strategies for making 
research & evidence more patient-centered 



Are we making any progress? 



Patient Centered Outcomes Research 
Institute (PCORI) 

• Mission: “[PCORI] helps people make 
informed health care decisions, and improves 
health care delivery and outcomes, by 
producing and promoting high integrity, 
evidence-based information that comes from 
research guided by patients, caregivers and 
the broader health care community.” 

http://www.pcori.org/about/mission-and-vision/ 
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Rigorous Methods 

Patient-Centered Outcomes 
 

Patient and Stakeholder Engagement 

PCORI Foundational Pillars 



IOM Recommendations for CER 
 

1. Head to Head Comparisons 
2. Broad range of topics. 

tests, treatments, strategies for delivering healthcare 

3. Focus on patient-centered decision-making 
tailor the test or treatment to the specific characteristics of the patient. 

4. Stakeholders:  patients, clinicians, purchasers, and 
policy makers. 

5. Study populations representative of clinical 
practice 

 
 



What Makes Research Ethical  

1. Social Value 

2. Scientific Validity 

3. Fair Subject Selection 

4. Favorable Risk-Benefit 
Ratio 

5. Independent Review 

6. Informed Consent 

7. Respect for subjects  

Emanuel et al JAMA 2000.  

“Clinical research must lead 
to improvements in health 
or advancement in 
generalizable knowledge.” 

 

Investigators must consider 
how the research will 
improve health of: 

– Participants in the research 

– Community in which 
research is conducted 

– World 



What Counts as Rigorous Methods 

• N-of-1 trials 

• Preference RCTs 

• Observational & cohort studies 

• Case control studies 

• Attribute-Treatment Interaction Analysis 

• Qualitative Methods 

• Bundled interventions 
– Multi-modality 

– Schools of thought 

Institute of Medicine. Complementary and Alternative Medicine in the United States. 2005. 
Chapter 4: Need for Innovative Designs in Research on CAM and Conventional Medicine.  
  



Putting the Patient in the Center in Research 

on Complementary and Integrative Health 
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Our health care crisis: 
 

  too much 
 

  and  
 

  too little 







The intense current 
interest in 

complementary and 
integrative health   

reflects, in part,  patient  
dissatisfactions with 

mainstream medicine. 



Is there a simpler way? 
 

Is there a ‘natural’ way’? 
 

Can we avoid drugs? 
 

Can I foster the healing process 
myself? 

 
 



Patients at the Center 

• Patients have long been ‘symbolically at the 
table’, but only in a check-the –box sort of 
way;  (Ellen Sigal, quoted in NEJM 10/12) 

• Information that patients value may go 
beyond the questions that trials typically try 
to answer; 

• Patients remind researchers of quality of life 
issues: “I would never enroll in a trial like 
that.” 



David L. Sackett, OC, MD, FRSC, FRCP 



Volume 312:71, January1996 

David L Sackett, William M C Rosenberg, J A Muir Gray, R Brian Haynes, W Scott Richardson 



“The practice of evidence based 
medicine means integrating individual 

clinical expertise with the best 
available external clinical evidence 

from systematic research. …” 



“By individual clinical expertise we 
mean… the more thoughtful 

identification and compassionate use 
of individual patients’ predicaments, 

rights and preferences.” 



patients’ predicaments  
 

patients’ rights   
 

patients’ preferences 



 
 Evidence-based  

  health care 



 
Our starting point is with 

the patients’ 
predicaments 

 
The challenge of truth 

telling 
 

The importance of 
evidence 

 
The challenge of 
misinformation 

 
 
 
 



Responses to Questions about the Likelihood That Chemotherapy Will Have an Effect, According 
to the Type of Effect and Diagnosis. 

Weeks JC et al. N Engl J Med 
2012;367:1616-1625. 



Odds Ratios for an Inaccurate Response 
to Questions about the Likelihood of 

Cure with Chemotherapy. 



 

• Truth telling 

 

 



As of November 5th, 
424 cases 
31 deaths 



Pain 

assessment 
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Arch Intern Med. 2012;():1-10. doi:10.1001/archinternmed.2012.3654 

Comparison of 

Acupuncture with 

No-Acupuncture 

Control 

Comparison of 

True and Sham 

Acupuncture 

Osteoarthritis 



Arch Intern Med. 2012;():1-10. doi:10.1001/archinternmed.2012.3654 

Comparison of 

Acupuncture with 

No-Acupuncture 

Control 

Comparison of 

True and Sham 

Acupuncture 

Chronic Headache 



Arch Intern Med. 2012;():1-10. doi:10.1001/archinternmed.2012.3654 

Comparison of 

Acupuncture with No-

Acupuncture Control 

Comparison of True and 

Sham Acupuncture 

Musculoskeletal Pain 



BENEFIT 

Usual Care Time and 

attention 

control 

New 

intervention 



The challenge of misinformation 



 

 



Get a quick relief from your diseases  

MAG-HEALER - the unique therapeutic  
device will do that job for you  

Description: 
 
Mag-Healer can to be used for quick and very efficient treatment of these diseases: 
 
Psoriasis, Paresis of nerves of the extremities, Ekzemes, Migraine, Carpal tunnel 
syndrome, Crural ulcers, Bedsores (infected), itching skin diseases, Chronic purulent 
osteomyelities, slow (retarded) healing of fractures, Osteoporosis, diseases of the 
muscular system, Frozen shoulder, Inflammation of the shoulder muscles, Aseptic 
Necrosis in children, Aseptic Necrosis in adolescents, Javelin and Tennis elbow, 
restriction of muscular mobility due to pain, Low back pain, Cox arthritis, Calcar of 
the heel bone, Arthritis of the knee joint, conditions after hematomas into the 
joints, Chronic rheumatism (initial stage), Bekhterev's disease 
 
Mag-Healer has been clinically tested and approved. 
 
For more information please write to wright-crw@gmx.com 
 

Mag-Healer: Only $479.95 --- Pro Version $579.97 







Public Information and Communications 



NCCAM’s Time to Talk Campaign 



NCCAM’s Health Care Provider Portal 



Childhood Vaccinations  
Maternal and Child Health Journal 

study: 

 
Children who received care from CAM 

providers were substantially less likely 

to get recommended immunizations 

and more likely to be diagnosed with a 

vaccine-preventable disease  

NCCAM support for CDC 

childhood immunization 

recommendations 

 

Call for ALL health 

provider organizations to 

raise awareness and 

promote participation and 

education 



National Center for 

Complementary and 

Alternative Medicine 

 
 
1-888-644-6226 
 
nccam.nih.gov  
 


