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Summary

e Effective Non-Drug treatments:
many developed and tested,
but most are poorly described and little used

e Waste in Research:
over 85%, due to poor design, non-publication, and poor reporting



Know any breathing exercises?

GP patient:

Long term smoker with chronic obstructive airways
disease has recently quit smoking.

Has tried medications but does not like any.

Asks: are any “breathing exercises” | can recommend?

19 Beaumont St, Oxford



What about didgeridoo playing?

RXx

Didgeridoo t.d.s
(1)

Dr Paul Glasziou

Puhan M, et al. BMJ, 2006



Inadequate treatment descriptions
Analysis of 80 studies in EBM journal

“Could you use this treatment with a patient tomorrow?”
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Glasziou P, et al. BMJ 2008;336:1472-74



Handbook of Non-Drug Interventions

60 entries;

15 new / year

Free access at
Wwww.racgp.org.au/handi/
Indexed in PubMedHealth

HANDI Committee
GPs, Occupational Therapist,
Physiotherapist, Physician



http://www.racgp.org.au/handi/

Types of treatments in HANDI

DEVICES EXERCISE PROCEDURES APPS

Nasal Balloon Heart Failure Plantar stretch Quit Smoking

Mandibular splint COPD Epley for BPPV CBT for Anxiety

Pedometers Cancer Fatigue Wet combing Insomnia
Depression Pelvic floor training

Many methodological problems to overcome



1. Devices: autoinflation for glue ear

Cochrane review, 2006
e Some small RCTs
e “Promising; inconclusive”

UK HTA-funded trial of 320 kids,
2015

e Effective (NNT=10)



Question 1: What is sufficient evidence?
Answer: Usually 2+ randomized trials

147 considered

90 reviewed by
Committee

60 drafted " Patient Handouts, links to materials, etc
Video link for procedures

60 included in HANDI
website




2. Exercise — for chronic illnesses

CURRENT ENTRIES
v'COPD
v'Cancer fatigue

v'Chronic Fatigue
v'Claudication
v'Heart Failure
v'Depression

POSSIBLES
*Anxiety




Committee presentations of possible entries

Is there sufficient evidence?




Question 2: Which treatment to use?
Answer: Consider treatments of single trials

Author ‘Irgirtgi?alt /?jtaey Increments
Butler, 2004 3,000 To 4,000
Hultquist, 2005 10,000

Araiza, 2006 10,000

De Blok, 2006 Individual Individual
Talbot, 2003 Individual +30%0 @12wks
Moreau, 2001 Individual Individual
lIzawa, 2005 No Goal

Ransdell, 2004 3 times/wk Step wise

2. Adequate description?

3. Local Feasibiity?
4. Local Costs?

Diary
No
Yes
Yes
Yes
Yes
Yes

Yes

Yes

Other

Diabetes

COPD rehab

2X2 hour
Classes

Glasziou et al. Intervention synthesis: a missing link between a
systematic review and practical treatment(s). PLoS Med. 2014



3. Procedures

Epley for BPPV Pulled elbow manipulation Stretches for plantar fasciitis

(Several randomized trials to support these)



Question 3: Are randomized trials always required?
Answer: Not for some “dramatic” effects

The “Mother’s Kiss” technique

Child with nasal foreign body
e Dislodged with Parent Kiss method

e Case series of success 15/19
(Botma J Laryngol Otol 2000)

e Systematic review of series

Cook SC, Burton DM & Glasziou P. Efficacy and safety
of the “mother’s kiss” technique: a systematic review
of the case reports and case series. CMAJ 2012

When are randomised trials unnecessary? Picking signal from noise.
Glasziou P, Chalmers I, Rawlins M, McCulloch P. BMJ. 2007;334:349-51.



4. Diet & Nutrition

v'"Mediterranean diet for CHD prevention

v Early introduction of peanuts to prevent allergy development
v'FODMAP diet for Irritable Bowel Syndrome



Evidence: 2+ randomized trials

Mediterranean Diet
1. Lyon Heart Study (Lancet, 1994) RCT showed lower mortality

2. PREDIMED randomized trial: 7447 men & women 55-80 years of
age without CV disease; type 2 diabetes mellitus or = 3 major
risk factors. (NEJM)



Format similar to
Drug Formulary

Handouts on “how to” as pdf




What is the “Mediterranean” Diet?

Requirements for delivering the diet

1. Compliance Score sheets

Table S1. Quantitative Score of Compliance with the Mediterranean Diet.

Foods and frequency of consumption

Criteria for 1 point*

10

11

12

13

14

Do you use olive oil as main culinary fat?

pglaszio

How much alive g u consume in a given day (including cil used for frying, salads, out of house

olive oil

meals, etc.)?

How many vegetable ;ervings do you consume per day?
(1 serving = 200g - consider side dishes as 1/2 serving)
How many fruit units (including natural fruit juices) do you consume per day?

How many servings of_‘(ham, sausage, etc.) do you

consume per day? (1 serving = 100-150 g)

How many servings o_do you consume per day? (1 serving =12 g)
How many_éo you drink per day?

How much wine c]o you drink per:week?

How many servings of legumes c]o you consume per week?

(1 serving = 150 g) _

How many servings of fish or shellfish &o you consume per week?

(1 serving: 100-150 g fish, or 4-5 units or 200 g shellfish) _

How many times per week do you consume commercial_fnot homemade), such
as cakes, cookies, biscuits, or custard?

How many servings of nuts (including peanuts) do you consume per week?

(1 serving =30g) _

Do you preferentially consume chicken, turkey or rabbit meat instead of veal, pork, hamburger or

sausage?

How many times per week do you consume vegetables, pasta, rice, or other dishes seascned with '

sofrifo (sauce made with tomato and onion, leek, or garlic, simmered with clive oil)?

Yes

4 or more tablespoons

2 or more (at least 1 portion raw
or as salad)

3 or more

Less than 1

Less than 1

Less than 1

7 or more glasses
3 or more

3 or more

Less than 3

3 or more

Yes

2 or more

* 0 points if these criteria are not met.

2. PREDIMED materials

Translated from Spanish



Inadequate treatment descriptions
Analysis of 80 studies in EBM journal

“Could you use this treatment with a patient tomorrow?”
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Summary (so far)

Effective Non-Drug treatments

* many developed and tested in RCTs

e but the treatment is often poorly described

e little usage

e (Hence development of www.racgp.org.au/handi)



http://www.racgp.org.au/handi

Going from research to patient benefits?

Questions
relevant
to clinicians &
patients?

Unbiased and
usable report?




Lancet series: Adding Value, Reducing Waste 2014
www.researchwaste.net

Five stages of waste In research

Annual waste in research is estimated to be 85% - from avoidable design

flaws (50%), non-publication (50%) and unusable reports (50%) — for a
global total of over $140 Billion/year.

http://blogs.bmj.com/bmj/2016/01/14/
paul-glasziou-and-iain-chalmers-is-85-of-health-research-really-wasted/


http://www.researchwaste.net/

Lancet series: Adding Value, Reducing Waste 2014
www.researchwaste.net

Five stages of waste In research


http://www.researchwaste.net/

Lancet series: Adding Value, Reducing Waste 2014
www.researchwaste.net

Five stages of waste In research


http://www.researchwaste.net/

50% of research is not published
But similar across countries, size, phase, ...

Lancet 2014:;383:257—-66



Non-Publication: a solution™

www.alltrials.net/



Monitoring “the solution” Automated
tracking by institution

https://trialstracker.ebmdatalab.net/#/



Lancet series: Adding Value, Reducing Waste 2014
www.researchwaste.net

Five stages of waste In research


http://www.researchwaste.net/

New research should build on
previous research

Horn J et al. Very Early Nimodipine Use in Stroke (VENUS): a
randomized, double-blind, placebo-controlled TRIAL. Stroke. 2001
RESULTS: At trial termination, after inclusion of 454 patients
(225 nimodipine, 229 placebo), no effect of nimodipine was found.

Horn J, et al. Calcium antagonists for acute ischemic stroke.
The Cochrane Database of SYSTEMATIC REVIEWS. 2001.

RESULTS “46 trials were identified of which 28 were included (7521 patients).
No effect of calcium antagonists on poor outcome at the end of follow-up (OR
1.07), or on death at end of follow-up (OR 1.10) was found.”

Horn J et al. Nimodipine in ANIMAL model experiments of focal
cerebral ischemia: a SYSTEMATIC REVIEW Stroke. 2001 Oct.
“20 studies ... review did not show convincing evidence to
substantiate the decision to perform trials with nimodipine in large
numbers of patients.”




Animal systematic reviews & registry



Lancet series: Adding Value, Reducing Waste 2014
www.researchwaste.net

Five stages of waste In research


http://www.researchwaste.net/

Reports of Randomized Trials are often missing
essential methods

Rates of reporting
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Chen & Altman, Lancet 2005; Hopewell BMJ 2010



What i1s the treatment?

The paper’s description of sodium reduction

 "Individual and weekly group counseling sessions were offered initially, with less intensive
counseling and support thereafter, specific to sodium reduction."

What would you tell a patient to do?

TOHP Study BMJ, Apr 2007; 334: 885



What 1s sodium reduction?

The BMJ paper’s description

"Individual and weekly group counseling sessions were offered initially, with less
Intensive counseling and support thereafter, specific to sodium reduction."

Description in earlier (paywalled) reference:

1. an individual session followed by 10 weekly group 90 minute sessions
with a nutritionist, followed by a transitional stage of some additional sessions

2. Topics in the weekly sessions included Getting Started, sodium basics, the
morning meal, midday sources of sodium, the main meal, planning ahead,
creative cooking, eating out, food cues, and social support,

3. the sessions included sampling of foods, discussion of articles on sodium
reduction, and problem-solving,

4. patients kept diaries at least 6 days per week, and urine sodiums were
measured.




Poor descriptions of treatments



Summary

 Effective NonDrug treatments:
many developed and tested, but poorly described and little used

e www.racgp.org.au/handi

e Avoidable Waste in Research:
over 85%, due to poor design, non-publication, and poor reporting

e http://rewardalliance.net/



http://www.racgp.org.au/handi
http://rewardalliance.net/

Light Therapy
Current Utilisation (in Austria)

Winkler-Pirek E et al. Use of Light Therapy (LT) by Office-Based Physicians.
Neuropsychobiology. 2016; 74(4):182-187

A questionnaire-survey of 400 randomly selected office-based doctors in Austria.

Results

The recommended location of treatment was patients' homes in 90%.

Physicians were asked whether they considered LT to be an appropriate treatment for various disorders - affirmative
answers:

94% for seasonal affective disorder (SAD)
93% for sub-syndromal SAD

36% for jet lag syndrome,
36% for chronobiological problems with shift work
22% for insomnia, 14% for premenstrual dysphoric disorder
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