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l.What 0s t he probl em

All people reporting a chronic condition
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People reporting a chronic condition (by age)
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Health care professionals may only interact with people with a
chronic disease for a few hol
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How to get started




2. Systematic overview of the field

ROYAL COLLEGE OF GENERAL PRACTITIONERS
SCIENTIFIC FOUNDATION BOARD

Title of Project: What is the impact of
self-monitoring in chronic disease
management? A systematic overview

The aim is to identify the effects and components of currently evaluated self-
monitoring methods relevant to general practice. We will undertake a
systematic overview of current research.
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3. Defining the question i the hardest bit

Figure 1.1 Background and foreground queastions
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Patient presenting with Ml

Foreground Questions
About actual patient care decisions and actions

For treatment
4 (or 3) components:

In Patients on oral anticoagulation
Does (l) self testing

Compared to usual care
reduce thormbosis (O)



(7 Types of questions)

1. How common is the problem Prevalence - PO
2. Is early detection worthwhile Screening  PICO
3. Is the diagnostic test accurate Diagnosis  PICO

4. What will happen if we do nothing  Feomss  P©

5. Does this intervention help Treatment  PICO
6. What are the common harms of an PICO
Intervention

PICO

7. What are the rare harms of an
Intervention



Box 1

FINER criteria for a good research question

F Feasible

I Interesting

N Novel

E Ethical

R Relevant

e Adequate number of subjects
e Adequate technical expertise
e Affordable in time and money

e Manageable in scope

e Getting the answer intrigues investigator, peers and community

e Confirms, refutes or extends previous findings

Amenable to a study that institutional review board will approve

To scientific knowledge

To clinical and health policy

To future research

Adapted with permission from Wolters Kluwer Health.2



4. Start and end with a systematic review
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NIHR DRF 2015 Guidance Notes

Points to consider when preparing an NIHR TCC
Training Fellowship Application

NIHR will only fund primary research* where the proposed research is informed by a

2004 - 2005 . 2006 . 2007 . 2008 . 2009




THE LANCET

Online First CurrentlIssue Alllssues Speciallssues Multimedia ~ Information for Authors

' All Content search | Advanced Search

< Previous Article Volume 367, No. 9508, p404-411, 4 February 2006 Next Article >

I Articles

Self-monitoring of oral anticoagulation: a systematic review
and meta-analysis

Dr C Heneghan, MRCGP, P Alonso-Coello, MD, JM Garcia-Alamino, RN, R Perera, PhD, E Meats, BSc, Prof P Glasziou,
FRACGP

LAI:Fnetrlc 7
-

DOLI: http://dx.doi.org/10.1016/S0140-6736(06)68139-7 E n u E

[=I Article Info

© 2006 Elsevier Ltd. All rights reserved.

This article can be found in the following collections: Cardiology & vascular-other
Summary = Full Text = Tables and Figures | References

Summary




Study or
sub-category

01 Self-adjust*
Savacki 1999
Cromheecke 2000
Sidhu 2001
Fitzmaurice 2002
Gadisseur 2003 {a)
Sunderji 2004
Menendez-landula 05
Woller 2005

Subtatal {85% (1)
Total event: § (self-manasgement),
26 (contral)

02 Non-adjust 1
White 1989
Horstkotte 1598
Beyth 2000
Kortke 2001
Gadisseur 2003 {b)
Gardines 2004
Subtotal (95% CI)

Total ewant: 27 {self-management),

A5 (control)

Total (95% 1)

Total ewent: 32 {self-management),

71 [contral)

Self-management
n/N

083
0749
1734
023
47

41368
a0l
774

0/26
175
14163
12/30%
052
029

G50

1424

Cantral
nfM

/82
1149
oj4d
o/z6
0110
170

204360
11101

i1

1124
75
211162
20/295
o111
024

691

1546

Self-monitoring &

thromboembolic events

OR (fixed) Weight OR (fixed)
95% Q1 % 95% Cl
350 019 {001-4-08)
208 033 (00-822)
s 05h 434(0.17-109-E8)
Mot estimable
Met estimable
—— 345 020 {0-01-4-18)
—— 1768 0-19 [0-06-0-57)
209 033 (0:01-8.20)
-~ 39-37 0-27 [0-12-0-5%)
214 O30 (0-01-7461)
+ » 415 032 (0:03-3-19)
———— 26 063 (0-31-1-29)
— 2737 056 (0-27-1-17)
Mok estimable
Mot estimable
- 6061 0-57 (0-35-0:93)
- 100-00 045 (0-30-0-58)
i T T 1
01 02 05 1 2 510
Favours self-manage  Fawours control
Study or Self-management
sub-category nfM
01 Self-adjust”
Sawicki 1999 1/83
Sidhu 2001 034
Fitzmaurice 2002 0f23
Sundarji 20014 0f&a
Menendez-Jandula 05 G368
Yoller 2005 0101
Subtotal {95% CI) 678
Total event: 7 (self-management),
21 [control)
02 Non-adjustt
White 1985 el
Beyth 2000 21/163
Kortke 2001 0305
Gardiner 2004 1/29
Subtotal (85% CI) 523
Total event: 22 {self-management],
6 [control)
Total (95% C)E 1201

Self-monitoring & death
OR 0.61 (0.38 to 0.98)

Total event: 29 (self-management]),

47 [control)

Control
niM

182
4148
126
70
15364
10
[EE 1S

024
26/162
0/295

024

505

1201

OR 0.45 (0.30-0.68)

OR (fixed)
95w Cl

. &
L |

-

| — T 1
1 02 05 1 2 5 10

Favours self-manage Favours control

Weight
%

126
835
314
3345

47-24

5158

1-18
§52-76

10000

OR (fixed)
95% )

0-9) [0-06-16-06)
0-14 [0-01-2-75)
036 (0-01-9-32)
Mat estimable
0-39 [0-15-1-02)
Mot estirmable
0-37 (0-16-0-85)

Mat estimable
077 {0:42-1.34)
Mot estimabla
258 (0.10-66-24]
081 [0-44-1-45)

061 (0-38-0-08)



5. ldentify gaps In your skills

Clinical Epidemiology for the uninitiated

Skills Level Score

No idea of the skill 1

Heard of the skill and would be able to undertake basics

Could undertake the skill but would require considerable help

Could undertake the skill requiring input only for the most difficult tasks

o] K| W N

Can teach the skill




6. Develop further research questions i

Delivering safe and effective anticoagulation for
patients T further questions

1. Which subgroups benefit from self-monitoring?
2. Can you replicate trial results in practice?

3. How useful is time in range as a predictor of adverse
events?

4. Can we predict successful self monitoring of
anticoagulation at the outset?



Which subgroups benefit from self-monitoring?

Executive Summary
Prevention of Thromboembolic Events: The Role of Point
of Care Management

David Fitzmaurice!, Dieter Horstkotte?

"Department of Primary Care and General Practice, The University of Birmingham, Birmingham, UK, *Department of
Cardiology, Heart and Diabetes Center North Rhine-Westphalia, Ruhr University Bochum, Bad Oeynhausen, Germany

The Journal of Heart Valve Disease 2007;16:184-186

The Infection, Thrombosis, Embolism and Bleeding
Working Group of the Society for Heart Valve Disease
(SHVD) held an International Symposium and
Workshop, in Berlin, from 28th to 30th September 2006.

Sessions Il and III were interactive workshops on the
development of registries for valvar patients receiving
oral anticoagulation and patient training for self-man-
agement of oral anticoagulation. Data were presented

A total of 80 participants was involved, with attendees from the UK training model, with points of contention
from around Europe, Israel and the United States. A discussed betweer 7 LI TLLLCLAFTILOCLILILL W1 LLes
range of topics were discussed, from the organization agreement regardi
£ o] i Lok Tirvices S A6 . i

T

EvILED 1ul l..-l'-r.ll.l'.'_’llL:l (=18 l.l.lEl.l
risk of valve failure, for example, in the first few
months following surgery, or in pregnant women.
Sessions IX and X focused on the developments of
new POC devices for oral anticoagulation manage-
ment, including the INRatio (S. Testa, Cremona, Italy),
PROTIME (U. Taborski, Ludwigshafen, Germany),
SmartCheck (H. Kamlah, Dannenfels, Germany), and
the CoaguChek XS (B. Piso, Vienna, Austria). Two
reports were made from Oxford, UK, providing data
on a meta-analysis of published data for self-testing
and management of oral anticoagulation (C.
Heneghan), with a call for trialists to collaborate in an
individual patient-level meta-analysis (R. Perera).




/. Look for methodological
ISsues

Can you replicate the trial
results in practice?

Bhi) 2008,336:1472-1474 (28 June), doi1 0.1136/Am]. 39590.732037 .47

Analysis

What is missing from descriptions of

treatment in trials and reviews?

Paul Glasziou, professor of evidence hased medicine’, Emma Meats,
research assistant!, Carl Heneghan, senior clinical research faliow’! | Sasha
Shepperd, NHR resegrch aciantist in evidence aynthesls 2

1 Centre for Evidence-Based Medicing, Departrnent of Primary Health Care,
University of Quford, Cwford O3 TLF, £ Departrnent of Public Health, University

of Oxfard

What is missing from descriptions of
treatment in trials and reviews?

Replicating non-pharmacological treatments in practice depends on how well they
have been described in research studies, say Paul Glasziou and colleagues

Have you ever read a trial or review and
wondered exactly how to carry out treae
ments such as a “behavioural intervention,”
“salt reduction,” or “exercise programme "1
Although CONSORT and related ini-
tiatives have focused on the assessment of
wvalidity and presentation of results,' * less
attention has been given to the adequacy of
the description of the treatment used. For
pharmacological treatments the description
would need to include the dose, titration,
route, liming, duration, and any monitoring
used. For complex treatments the problems
are even greater,

Why are full descriptions of treatment

receiving numerous requests for additional
details from doctors and patients, the author
of a randomised trial on graded exercise for
chromic fatigue syndrome® subsequently pub-
lished a supplementary article with a more
detailed “prescription.™ Similarly, it is not
possible to set up a stroke unit, offer low fat
diets, or give smoking cessation advice with-
out sufficient details on the components that

were planned and delivered.®

Extent of the problemn

To assess the extent of problems with descrip-
tions of treatment we prospectively assesssd
80 consecutive studies selected for abstrac-
tion in the journal Evidence-Based Medicine

Adequate description
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