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Translating “Integrative Medicine” into 
Practice-based Research

• Case report: MBSR in HTN

• Case series: Naturopathy in HTN

• Quasi-Experimental, Mixed-methods Research: 
Naturopathy in Diabetes

• Prospective Observational Research in Practice: 
Naturopathy in Diabetes and CVD

• Semi-Pragmatic trial: Multi-modal Lifestyle Intervention 
for Primary Prevention of CVD
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Blood pressure changes
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Value of including patient’s voice: 
Qualitative elements in a case report…

“I feel like I have a new tool to deal with an aging mother 
in another state, the uncertainty of our modern world, 
and with the students and staff I work with who are 
experiencing their own traumatic life events.

Just as regular physical exercise has become important to 
my daily routine and ultimately health and well-being, 
mindfulness practice is now part of my daily life and has 
already had effects on my health and well-being.” 

Oberg. Global Adv Health Med. 2013;2(2):20-25
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CARE Guidelines: 
www.care-statement.org

					CARE	Checklist	(2013)	of	information	to	include	when	writing	a	case	report	
				

Topic Item  Checklist item description Reported on Page 

Title 1 The words “case report” should be in the title along with the area of focus . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

.  

     

 

Key Words 2 2 to 5 key words that identify areas covered in this case report. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
. . . . . . . . . . . . . . . . .  

     

 

Abstract 3a Introduction—What is unique about this case? What does it add to the medical literature? . . . . . . . . . . . . . . . . . . . .  

     

 

3b The main symptoms of the patient and the important clinical findings . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .   

     

 

3c The main diagnoses, therapeutics interventions, and outcomes . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

3d Conclusion—What are the main “take-away” lessons from this case?  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

Introduction 4 One or two paragraphs summarizing why this case is unique with references . . .  . . . . . . . . . . . . . . . . . . .   

     

 

Patient Information 5a De-identified demographic information and other patient specific information . . . . . . . . . . . . . . . . . . . . . . . .   

     

 

5b Main concerns and symptoms of the patient . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

5c Medical, family, and psychosocial history including relevant genetic information (also see timeline). . .  

     

 

5d Relevant past interventions and their outcomes . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .   

     

 

Clinical Findings 6 Describe the relevant physical examination (PE) and other significant clinical findings. . . . . . . . . . . . . . . . 

     

 

Timeline 7 Important information from the patient’s history organized as a timeline . . . . . . . . . . . . .  . . . . . . . . . . . .  

     

 

Diagnostic 
Assessment 

8a Diagnostic methods (such as PE, laboratory testing, imaging, surveys). . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 

     

 

8b Diagnostic challenges (such as access, financial, or cultural) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

8c Diagnostic reasoning including other diagnoses considered . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

8d Prognostic characteristics (such as staging in oncology) where applicable . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

Therapeutic 

Intervention 

9a Types of intervention (such as pharmacologic, surgical, preventive, self-care) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

9b Administration of intervention (such as dosage, strength, duration)  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

9c Changes in intervention (with rationale)  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . .  

     

 

Follow-up and 

Outcomes 

10a Clinician and patient-assessed outcomes (when appropriate) . . . . . . . . . . . . . . . . .. . . . . . . . . . . . . . . . . . . . . . . . . . . .    

     

 

10b Important follow-up diagnostic and other test results  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .      

     

 

10c Intervention adherence and tolerability (How was this assessed?) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

10d Adverse and unanticipated events  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

Discussion 11a Discussion of the strengths and limitations in your approach to this case . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

11b Discussion of the relevant medical literature. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . . .  

     

 

11c The rationale for conclusions (including assessment of possible causes) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

     

 

11d The primary “take-away” lessons of this case report . . . . . . . . . . . . . . . . . . . . . . . . . .  .. . . . . . . . . . . . . . . . . . . . . . . .   

     

 

Patient Perspective 12 When appropriate the patient should share their perspective on the treatments they received   . . . . . . . . . . . . . . . . .  

     

 

Informed Consent 13 Did the patient give informed consent? Please provide if requested  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .     Yes     No   

	



Case Series in HTN: Design & Setting

• Retrospective, observational case series for 
patients meeting 3 inclusion criteria:
– Assessed w/ HTN by ICD-9 code (401.xx)

– Minimum six month duration of care

– Minimum 2 objective measures in the medical chart, 
e.g. blood pressure

• Outpatient care delivered between 2001-2006 at 
the academic clinic of a naturopathic medicine 
school

• Primary outcomes baseline BP measures vs. last 
observation (1°) plus longitudinal trends for 
change (2°)



Baseline Sample Characteristics

Value?

• Identify care gaps

• Describe patients 
pursing ND/IM care 

• Clarify need for 
additional research, i.e., 
drug/herb/nutrient 
interactions

Population Characteristic 
(n=85)

Mean (SD) or n (%)

Age 60.6 (14.9) years

Sex

Male 35 (41%)

Female 50 (59%)

Ethnicity

White 45 (53%)

Non-White 12 (14%)

Unknown 28 (33%)

Blood Pressure

SBP 157.5 (20) mmHg

DBP 89.9 (11.8) mmHg

Blood Pressure Stage

Stage 1 30 (35%)

Stage 2 43 (51%)

Controlled (<140/90) on Anti-
HTN Medications

12 (14%)

Use of Anti-HTN Medications 
at First Visit

40 (47%)

New Anti-HTN Medication 
Added During ND Care Period

14 (16%)

Bradley et al. eCAM. 2010.



Characteristics of ND Treatment

Value?

• Describe unknown care 
patterns

• Identify future research 
questions 

• Identify needs for provider 
education/QI

Specific Dietary Advice n (%) Receiving Advice
Increase fruit & 
vegetable intake

71 (83.5%)

Increase 
legumes/beans/nuts/wh
ole grains

43 (50.6%)

Reduce dietary sodium 36 (42.3%)
Increase dietary fiber 31 (36.5%)
Increase fish intake 17 (20%)
Adopt the “DASH” diet 16 (18.8%)
Adopt the 
“Mediterranean” diet

3 (3.5%)

Nutritional 
Supplementation

n (%) Receiving 
Recommendation

Omega-3 Oils from Fish 47 (55.3%)
“Combo 1” 43 (50.6%)
Magnesium 37 (43.5%)
Coenzyme Q10 33 (38.8%)
Crataegus oxycanthus 
(Hawthorne)

28 (32.9%)

“Combo 2” 11 (12.9%)
Potassium 7 (8.2%)

Bradley et al. eCAM. 2010.
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Conceptual Model for Future Research
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Limitations

• Observational data = cannot determine 
causality 

• Patients self-select = uniquely motivated ≠ 
generalizable findings

• No natural history, usual care or active control

• Cannot determine factors responsible for 
observed changes



Quasi-Experimental, Mixed-methods Research:
Bringing Adjunctive Naturopathy to Diabetes (BAND)

• Specific Aim: Conduct a one-year, prospective, cohort 
study of Naturopathic care added to usual Care in 
patients with type 2 diabetes

o Primary Outcome: Changes in patient-reported 
outcomes (PROs) related to diabetes self-care, self-
efficacy and mood before, during and after ANC

o Secondary outcome: Changes in HbA1c compared 
to a Usual Care e-comparison group



Group Health Cooperative

• Large integrated health care 
delivery system

– Insurer & Care Delivery 
System

– Managed care

• 549, 589 covered lives in WA

• Among highest health care 
quality rankings in the US 
(NCQA/HEDIS)

• First to demonstrate success 
of “medical home” primary 
care model



Patient/Sample Population

• N=30
• Adults aged 21-65 w/ DM2 not using insulin
• Enrolled in a plan w/ ND benefit
• Recent (w/in 1 year) HbA1c=7.5-9.5%
• Presence of 1 add’n CM risk factor:

– LDL (>100 mg/dl), 
– HDL (< 35 mg/dl), 
– TG, (> 150 mg/dl) 
– BMI (>25), 
– HTN (>130/80)

• Those not “disallowed” by their PCP
• Exclusions: recent CA (ex. skin), NYHA Stage 3-4 CHF, MI w/in 6 

months, late stage CKD (creatinine>2), bariatric surgery, PG 



Recruitment

• Candidates identified using EHR by inclusion 
criteria & mailed letter of invitation + 
response card w/ opt out phone number

• Telephone screening, and then baseline A1c + 
lipids ordered to confirm eligibility to provides 
“clean” baseline data (vs. EPIC data up to 1-yr 
old)



Intervention

• Naturopathic care delivered by 1 of 5 licensed 
providers in the community

• Patients selected based on their preferences

• No restrictions on care, delivered per scope of 
practice 

• Number and content of visits monitored, but 
not managed



Control

• Eligible GHC patients based on EHR screening, 
not contacted by study team

• Electronically abstracted clinical lab data from 
EHR

• No control for patient-reported outcomes 
(PROs) data



Approach: Data Collection

• Clinical Data: 

– Required clinical laboratory testing at BL, 6- and 
12- months in ND group

– EHR abstracted

• PROs: 

– Telephone survey at BL, 6- and 12-months in ND 
group

• ND Care Descriptions: 

– Standardized progress notes provided to NDs



Results: Patient-Reported Outcomes

Bradley, et al. Adjunctive naturopathic care for diabetes: Patient-reported and clinical outcomes after one year. BMC Complement Altern Med. 12:44. 2012. 
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Results: Change in Clinical Glycemic Risk

Bradley, et al. Adjunctive naturopathic care for diabetes: Patient-reported and clinical outcomes after one year. BMC Complement Altern Med. 12:44. 2012. 



Oberg E, Bradley R, et al. Patient-Reported Experiences with First-Time Naturopathic Care for Type 2 Diabetes. PLOS One. 2012.  

Mixed-Methods: Qualitative Components



Limitations

• Observational data = cannot determine 
causality 

• Not randomized

• Patients self-select = uniquely motivated = 
limited generalizability

• Multiple exposures, i.e., cannot determine 
characteristic(s) of care responsible for 
observed changes



Prospective Observational Methods in Practice: 
Naturopathy in Diabetes and CVD

Specific Aims

• Estimate the effectiveness of naturopathic 
care for eliciting beneficial changes in:

– Self-efficacy

– Self-care

– Quality of Life

– Mood/depression

24



Research question: 
Does Naturopathy impact Patient Behavior 

Change? And if so, on what timeline? 

Behavior

Self 
Efficacy

Self Care

Mood

Behavior 
Change

25



Methods
• Prospective cohort design

• Mobile web browser used for data collection 
research electronic data capture, i.e., REDCap
(Vanderbilt University)

26



Measures

• General Measures
– Anthropometrics
– Clinical labs (HbA1c)
– Demographics

• Patient Reported Outcomes
– Self Care: Summary of Diabetes Self-Care Activities 

(SDSCA)
– Quality of Life: SF-12
– Mood: Patient Health Questionnaire (PHQ-8)
– Self Efficacy Scale (SES)

27
Toobert DJ, et al. Diabetes Care 2000; Gandek B, et al. J Clin Epidem 1998; Kroenke K, et al. J Affect Disord 2009; 
AbuSabha R, et al. J Am Diet Assoc 1997



Study Timeline and Procedures

28



Baseline data collection

• Questionnaires embedded into baseline intake

• Data collected during student/resident/attending 
case consult for low impact on patient care

29



Patient
Student or RA 
reviews consent and 
copies if signed

Research
Assistant/Coordina
tor

Data entry

Study flow data collection thru entry: Baseline

Patient Intake
Primary 
Clinician

Chart, as applicable

Bradley R. 2012



Patient 
outcomes? 

Research
Assistant/Coordinator 

**Could be e-survey

Data entry using 
iPad, i.e., SF-12, 
PHQ-8, SDSCA, 
SES only

ND-PROHD: Study flow data collection thru entry: Return Visits

Student/R
esident 
Clinician

Student/resident leaves exam room for consult

Bradley R. 2012



Results to-date: Self-efficacy

32



Results to-date: Self-care Categories

33



34Seely , Szczurko, Cooley, Fritz, Aberdour, Herrington, Herman, Rouchotas, Leschield, Bradley, Gignac, Bernhardt, Zhou, Guyatt, 

Naturopathic Medicine for the Prevention of Cardiovascular Disease: A Randomized Clinical Trial. CMAJ. May 13, 2013.

Semi-Pragmatic Trials:
Outcomes from Integrative Practice Models

1. Naturopathic medicine will reduce the risk of 
developing cardiovascular disease 

2. Naturopathic care has the potential to reduce 
overall company and societal costs of medical care.



CardioHealth: Design Considerations

• Design: RCT

• Intervention: Delivered in 1 of 3 Canadian 
cities in provider’s practices for 1 year 

• Treatments selected from a pre-determined 
palette of options based on a priori Delphi 
process 

• Outcomes: Anthropometrics, lipids, BP to 
evaluate:
– Framingham Risk Score 

– Presence or absence of Metabolic Syndrome 



RCT Evidence of Reduced 10-year Framingham 
CVD Risk during Naturopathic Care
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Semi-Pragmatic Trials:
Outcomes from Integrative Practice Models



Limitations

• Multiple exposures, i.e., cannot determine 
characteristic(s) of care responsible for 
observed changes



Resource: Equator Network

http://www.equator-network.org


