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The BIG ISSUE in EBM: lack of personalisation

“lIn] EBM, the individuality of patients tends to be devalued,
the focus of clinical practice is subtly shifted away from the
care of individuals toward the care of populations, and the
complex nature of sound clinical judgement is not fully
appreciated.”

Mark Tonelli: “The philosophical limits of EBM’

J Eval Clin Pract 1999; 73: 1234
C 19)
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Real EBM = integration of...

Experimental

Epidemiological evidence

Observational

AND

Tacit knowledge

CIinicanudgement Practical wisdom

‘Mindlines’

AND

_ ) _ Active listening
The patient’s perspective PN
Shared decision-making )
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Shared decision-making: questionable
assumptions

1. The patient wants to share a decision.

2. Sharing the decision will produce individualised care.
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Sackett’s comment on individualizing care

“Were the patients in this trial sufficiently similar to the
patient in front of me (in whatever key respects) that |
can apply the findings in this case?”
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Old-fashioned clinical method

“What do | know about this patient: her history, the
examination, test results, how she reacted the last time
she took this drug, her beliefs, her family circumstances
etc. And given all that, what evidence do | need?”

This is patient-based evidence.

It’s not just ‘preferences’ or ‘values’, it’s the totality of
what’s going on with this patient.

We don’t use it enough.
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How Doctors
Think

Clinical Judgment
and the Practice of Medicine
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Narrative based medicine

Narrative based medicine in an evidence based world

Trisha Greenhalgh

In a widely quoted riposte to critics who accused them
of naive empiricism, Sackett and colleagues daimed
that “the practice of evidence based medicine means
integrating individual clinical expertise with the best
available external clinical evidence .... By individual
clinical expertise we mean the profidency and
Jjudgment that individual clinicians acquire through
clinical experience and clinical practice” Sackett and
colleagues were anxious to acknowledge that there is
an art to medicine as well as an objective empirical sci-
ence but they did not attempt to define or categorise
the elusive quality of clinical competence. This article
explores the dissonance between the “science” of
objective measurement” and the “art” of clinical
proficiency and judgment,” and attempts to integrate
these different perspectives on dinical method.

The limits of objectivity in dinical method

Science 15 concerned with the formulaton and
'|11t“rT1T1rr'r1 r'-]l‘{"lﬁl"'"i"“'l ‘\{L"l\"r)“r"”“ﬂ“i ||‘\:'-||'|1f T'l*l11'nr1||i"-

Summary points

Even “evidence based” clinidans uphold the
importance of clinical expertise and judgment

Clinical method is an interpretive act which draws
on narrative skills to integrate the overlapping
stories told by patients, clinicians, and test results

The art of selecting the most appropriate medical
maxim for a particular clinical decision is
acquired largely through the accumulation of
“case expertise” (the stories or “illness scripts” of
patients and clinical anecdotes)

The dissonance we experience when trying to
apply research findings to the clinical encounter
often occurs when we abandon the
narrative-interpretive paradigm and try to get by
on “evidence” alone
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Case example: Patient TG, aged (nearly) 55

u Trisha Greenhalgh

Bad bike smash. In hospital 2 broken arms,
on today's 'trauma list'. Thanks to kind
bystanders and #NHS. Sorry will be out of
action UFN.

10 8 BELBARSEN

“ @tnshgreannalgh

Vanessa H
@trishgreanhaigh 11! terrifying. Good luck with the healing process.
. DOr Suzi Gage
i | @trishgreenhalgh Oh no! Get well soon, lots of love x
8- Bronwyn Hemslay
? @trishgreenhalgh sorry to here that :{ get mended soon. 7

e Kamran Abbasi . | & /]
5 @trishgreenhalgh I'm so sormy. Wish you a speedy recovery. ™
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Case example: Patient TG, aged (nearly) 55

ﬂ Tfi?»ljﬂ Trisha Greenhalgh
rishgr . trishgreenhalgh

Ba':: %ike Some impressive bruises coming out. Glad
onlodayy  this one's on my arm not my brain.

bystand

action U

w8

o

”\\\\

& 1)

(l—’l JI_.ll || ||

Kamran Abbasl oFamranAbbasi - 4 Mar 2014 //’/ff
@trishgreenhalgh I'm so sormy. Wish you a speedy recovery.
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Case example: Patient TG, aged (nearly) 55

u Trisha

Trish .
5 trishg n Trisha Greenhalgh

Bad bike :

on today Sqme ' Here's what the well dressed invalid's
bystande this one wearing this season (collar+cuff Rt, triangular
action UR Lt).Accessories by Nurse Julia

10 a

Vanessd
@trishgrd

8 Or Suzi
@trishgr

| 4

\“ = T Bromwy
s @trishgry

/] NS
4 R\
|: DRIN
Kamran Abbasl & ; N\ /.
@trishgresnhalgh I'm so sormy. Wish A &
|
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Case example: Patient TG, aged (nearly) 55

u Trisha 2
trishgrs / trishg » -- ; n Trisha‘Greenhalgh
Bad bike : ) . e
on today : Rehab now at the fun stage: squeezyballs

bystande ’ ' and putty!
action UR Lt).Accesso

5 ))
Kamran Abbasi a1 3 7 S:re=ELR \ | Z)

@trishgreenhalgh I'm s somy. Wish
|
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Case example: Patient TG, aged (nearly) 55

u Tﬁsha
Bad bike
on today
bystande
action UH

Kamran Abbasi ©

@trishgreenhalgh I'm s somy. Wish
|

Here's what
wearing this
Lt).Accesso

n Trisha Gree

Rehab now 4

and putty!

n Trisha Greenhalgh

One month after my accident, I'm feeling
much better. Thanks all for your support!
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Subjective narrative Objective summary
| was riding my racing bike along “55 yr old female
the towpath. | was going about Fell off bike”

20 miles an hour.

Something got caught in my front

Preventing Falls:

wheel. The bike somersaulted into S e b,

Fall Prevention Programs for Older Adults

the air. | came down heavily on
the concrete, landing on my arms
and the back of my head.

| was very dazed. Both my arms
were deformed and useless. My
fingers were numb. My helmet

was split. e

2008
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Subjective narrative

My Falls-Frea Plan

Appendix A - Risk Assessment
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Case TG: Objective summary

7 operations on arms over 4m
Numb fingers persisted

Reassured “you did break your arms dear”

Reviewed at om: wasting of hands, heaviness / clumsiness
/ hyperreflexia in legs

MRI scan "“Severe disc prolapse C56 and C67. Céb and C7
vertebrae collapsed”.

- Cervical disc replacement x2
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Learning point:

It takes judgement to decide which
guideline(s) to follow and how

An ‘over-55 yr old female with fall’
may ALSO be an athlete with a
high-impact hyper-flexion injury of
the cervical spine

MNational Institute for
Health and Care Excellence

Algorithm 3: Selection of adults for imaging of the cervical spine

Adults presenting to the emergency department
who have sustained a head injury.

¥

Are any of the following risk factors present?

¥

GCS < 13 on initial assessment

Intubation

A definitive diagnosis of cervical sping injury is required urgently
(e.q. before surgery)

Other body areas are being scanned for head injury or multi-
region trauma

The patient is alert and stable, there is a suspicion of cervical
spine injury and any of the following are present: age > 63;
dangerous mechanism of injury (fall from > 1 metre or 5 stairs,
axial load to head [e.q. diving], high speed motor vehicle collision,
rollover motor accident, ejection from a motor vehicle, accident

involving motorized recreational vehicles, bicycle collision); focs”

peripheral neurclogical deficit or paraethesia in the upper or .
lowier limos. N\

)

'\\'..
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SORTING THINGS OUT

CLASSIFICATION AND ITS CONSEQUENCES

GEOFFREY C. BOWKER AND SUSAN LEIGH STAR

(e UNIVERSITY OF

We create classification
schemes (e.g. ICD10, the
old/frail). Once these
become enshrined in
guidelines, protocols etc,
they ossify and reproduce
our assumptions and
prejudices (which now
appear ‘scientific’).
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Self-proclaimed experts in EBM said:

“You didn’t need that operation. RCTs have shown that in
cervical disc lesions, surgical groups didn’t do any better
than conservatively managed groups.”

They said this without taking a full history, without asking
what the examination or MRI findings were, and without
acknowledging the inclusion/exclusion criteria for the trials
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Self-proclaimed experts in EBM said:

“You didn’t need that operation. RCTs have shown that in
cervical disc lesions, surgical groups didn’t do any better
than conservatively managed groups.”

> - ’\
They said this without N\ \history, without asking
what the examjp~ \\?, _.gs were, and without

acknowledgi. ?\\)‘0\0\6 ~&%clusion criteria for the trials
'

\ ~
"
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RANDOMIZED TRIAL

Surgery Versus Nonsurgical Treatment of
Cervical Radiculopathy

A Prospective, Randomized Study Comparing Surgery Plus Physiotherapy With Physiotherapy
Alone With a 2-Year Follow-up

Markus Engquist, MD,*+ Hakan Lofgren, MD, PhD,# Birgitta C)berg, PhD, RPT.§ Anders Holtz, MD, PhD, ¥
Anneli Peolsson, PhD, RPT,§ Anne Séderlund, PhD, RPT,| Ludek Vavruch, MD, PhD,# and
Bengt Lind, MD, PhD**+t

wa\ UNIVERSITY OF

“2) OXFORD

3
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RANDOMIZED TRIAL

 OXFORD

Surgery Versus Nonsurgical Treatment of
Cervical Radiculopathy

A Prospecnve Random:zed Study Comparing Surgery Plus Physiotherapy With Physiotherapy
A

Conclusion. In this prospective, randomized study of patients with
cervical radiculopathy, it was shown that surgery with physiotherapy
resulted in a more rapid improvement during the first postoperative
— year, with significantly greater improvement in neck pain and
the patient’s global assessment than physiotherapy alone, but the
differences between the groups decreased after 2 years. Structured
physiotherapy should be tried before surgery is chosen.

Bl -2

/] NS
|: DRIN
< ]
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Spine

SPINE Velume 38, Number 20, pp 1715-1722
©2013, Lippincore Williams & Wilkins

RANDOMIZED TRIAL

Surgery Versus Nonsurgical Treatment of

Cervical Radiculopathy

A Prospectrve Random:zed Study Comparing

A"

Conclusion. In this prospect
cervical radiculopathy, it was s
resulted in a more rapid impro
— year, with significantly great
the patient’s global assessmer
differences between the grouf
physiotherapy should be tried

Bl -2

Also, these patients
had not previously

tried physiotherapy

=

. Difficulty understanding the Swedish language. |
. Concurrent work-disabling disease. L |2

Exclusion criteria were the following:

. Obvious myelopathy.
. Slight, intermittent signs of myelopathy (“mild myelopa-

thy™) but a lack of objective findings.

. A history of neck distortion (whiplash-associated disorder)

or “generalized” muscle pain, for example, fibromyalgia.

. Need for another type of surgery, for example, vertebral

body resection or foraminotomy.

. Malignancy, inflammatory joint disease, or psychiatric

disorder.

NN
N & )
N 74
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Spine

SPINE Velume 38, Number 20, pp 1715-1722
©2013, Lippincore Williams & Wilkins

RANDOMIZED TRIAL

Surgery Versus Nonsurgical Treatment of

Cervical Radiculopathy

A Prospectrve Random:zed Study Comparing

A

Conclusion. In this prospect
cervical radiculopathy, it was s
resulted in a more rapid impro
year, with significantly great
the patient’s global assessmer
differences between the grouf
physiotherapy should be tried

Bl -2

Also, these patients
had not previously

tried physiotherapy

=

. Obvious m}'elﬂpath}'
. Slight, intermittent signs g -

. A history of n@
. Need for
. Malignancy,

. Difficulty under\
. Concurrent work
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or [__,E:l'lﬂl” “
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Subjective narrative

Should | take NSAIDs following
my cervical spine surgery?

| don’t want to bleed
| don’t want delayed healing

But | don’t want pain either

Sad UNIVERSITY OF

Y OXFORD

Objective summary

Patient advised not to take
NSAIDs for 1 month following
surgery Y“some evidence of
delayed healing of bone
repairs, and risk of
bleeding 1s higher in the
post-op period”
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Trisha Greenhalgh

Anyone got an evidence base for "don't take
NSAIDs when recovering from disc
replacement surgery"? Or indeed for the
counter-argument?

wa\ UNIVERSITY OF

ben dean

@ewenharrison @trishgreenhalgh if you're not worried about the evidence for
disc replacement, then don't worry about NSAIDs.....

ben dean

@ewenharrison @trishgreenhalgh think the evidence for harm in terms of
slowing healing is weak, effect on healing is pretty small imho

/|

S

“2) OXFORD
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Trisha Greenhalgh

Anyone got an evidence base for "don't take
NSAIDs when recovering from disc

replacement surgery"? Or indeed for the
counter-argument?

wess Journal Club

o @trishgreenhalgh @traumagasdoc Lumbar discs - yes; ACDFs - not in first 24 h
postop. When/if they bleed, airway is often compromised.

han dAaan

Dr Helgi

m @trishgreenhalgh | routinely prescribe them post-discectomy. Such good
painkillers, opioid sparing, get you up and about quickly. N\
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Differential inhibition of fracture healing by non-selective and
cyclooxygenase-2 selective non-steroidal anti-inflammatory drugs

Louis C. Gerstenfeld *, Mark Thiede ", Karen Seibert °, Cindy Mielke '
Deborah Phippard ®, Bohus Svagr *, Dennis Cullinane *, Thomas A. Einhorn *

* [ prarfanens aof r.il.rh'n.-.u-.u.-:.'n Swrgerr. Ovilopaedic Beseurch Loborafory, Bosron Dmipeesity Mecdical Conrer, Doctory Cffice Builiding,
Saniter MO, TN Mlaeriemit Avewse, Baestonn, WA (2P TE D54
P Piwremiacta Corparaiion, T Cheaterfield Pavkvay, Clesterfickd, MO 83008, U5A

Albstract

Non-sieroidal anti-inflammatory drugs (NSAIDs) specifically inhibit cyclooxygenase (COX) activity and are widely used as anti-
arthritics, post-surgical analgesics, and for the reliel of acute musculoskeletal pain, Recent studies suggest that non-specific NSA1Ds,
which inhibit both COX-1 and COX-2 woforms, delay bone healing. The objectives of this study were 2-fold; first, to measure the
relative changes in the normal expression of COX-1 and COX-2 mRENAs over a 42 day period of fracture healing and second, 1o
compire the effects of a commonly used non-specific NSAID, ketorolae, with a COX-2 speaific NSAID, Parecoxib {a pro-drug of
valdecoxib), on this progess, Simple, closed, transverse fractures were generated in femora of male Sprague-Dawley rats weighing
approximalely 430 g each. Total RNA was prepared rom the calluses obtamined prior to fracture amd at 1, 3, 5, 7,10, 14, 21, 35 and
42 days post-fracture and levels of COX-1 and COX-2 mRNA were measured using real time PCR, While the relative levels of
COX-1 mRMA remained constant over a 21-day period, COX-2 mRNA levels showed peak expression during the first 14 days of
healing and returned 1o busal levels by duy 21, Mechanical properties of the calluses were then assessed at 21 and 33 days post-
fracture in untreated animals and animals treated with either ketorolac or high or low dose parecoxib, At both 21 and 35 davs after
fraciure, calluses in the group treated with the ketorolae showed a significant reduction in mechanical strengih and stiffngss when
compared with comtrols (p < 0.05). At the 21-day time point, calluses ol the parecoxib treated animals showed a lower mean
mechanicul strength than controls, but the inhibition was not stetistically significant, Based on physical analysis of the bones,
(25%:) of the ketorolac-treated and | of 1218%:) of the high dose parecoxib-treated animals showed Tailure 1o unite their frac
21 days, while all fractures in both groups showed union by 35 days. Histological analysis at 21 days showed that the calluses nh\h-c 4
ketorolac-treated group contuined substantial amounts of residual cartilage while neither the control nor the parecoxib-treated
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healing was nofed in patients who took NSAIDs and

Nonunion of the femoral diaphysis

THE INFLUENCE OF REAMING AND NON-STEROIDAL
ANTI-INFLAMMATORY DRUGS

E. V. Giannoudis, D. A. MacDonald, S. ]. Matthews, R. M. Smith,
A. 1. Furlong, P. De Boer

Froom 5t James” University Hospital, Leeds and York District Haspial, York, Enpland

e assessed factors which may affect union in 32

patients with nononion of a fracture of the
diaphysis of the femur and 67 comparahble patients
whose fracture had united. These included gender,
ape, smoking habit, the ose of non-steroidal
anti-inflammatory drugs (NSAILDs) the type of fracture
(AQ classification), soft-tissue injury {open or closed),
the type of nail, the mode of locking, reaming »
non-reaming, infection, fallore of the implant,
distraction at the fracture site, and the time to full
welght-bearing. Patients with severe head injuries
were excluded. Both groups were comparable with
regard to pender, Injury Severity Score and soft-tissue
injury.

There was no relationship between the rate of onion
and the type of implant, mode of lecking, reaming,
distraction or smoking. There were fewer cases of
nonunion in more comminuted fractures (type C) and
in patients who were able to bear weight early. There
was 4 marked association between nonunion and the
use of NSAIDs after injury (p = 0.000001) and delaved

Locked intramedullary nailing is the treatment of choice
fixation of fractures of the femoral shaft,” allowing eq
mobilisation with reliahle healing and few complicatio
Rates of nmmmnn of between ]'% and 23% have Iy
described.” {_ur}]n and Lmdqva} repnrmd an increaj
incidence of nonunion and atteibuted this o the improy
survival of mult:p]} injured patients and current methods
internal fixation.  An increase in the rate of nonunion
been reported after the use of thin solid unrear
implants  and we have previously described i slon
healing time when using an unreamed m:hnique."

Other local factors which may predispose to nonun
include the severity of the injury, extensive operative
section of the soft tissues, inadequate stabilisation 4
distraction of the fracture and general factors such
weig;l1t-benri_ﬂ:n.linfec[im:, smoking, the use of drugs an
head injury.

We have therefore assessed the influence of the te
nigue of unreamed nailing and the thin solid nail on []m[

of nonunion and have also attempted to determine the f

of other factors which may influence it.
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Review Article

Do Nonsteroidal Anti-Inflammatory Drugs Affect Bone Healing?
A Critical Analysis

Ippokratis Pountos,! Theodora Georgouli,! Giorgio M. Calori,” and Peter V. Giannoudis!-?

* Acaderric Departrment of Trawma - Orthopaedics, School of Medicine, University of Leeds, Leeds L5 3EX, UK

? Acadenric Departmment of Trauma o Orthopaedics, School of Medicine, Usiversity of Milan, 20122 Milano, ftaly

* Acaderic Unit, Department of Trauma ang Orthopaedics, Clarendon Wing, Leeds Teaching Hospitals NHS Trust,
Cereat George Street, Leeds L51 JEX, UK

Correspondence should be addressed to Peter V. (annouwdis, pgiannoudi@aol.com
Received 18 September 20113 Accepted 18 October 2011
Academic Editors: A, Ndreu and A. Sihoe

Copyright © 2012 Ippokratis Pountos et al. This is an open access article distributed under the Creative Commaons Attribution
License, which permits unrestricted use, distribution, and reproduction in any medium, provided the original work is properly
cited.

Monsteroidal anti-inflammatory drugs (NSAIDs) play an essential part in our approach to control pain in the posttranmatic
setting. Ovwer the last decades, several studies suggested that NSAIDs interfere with bone healing while others contradict these
findings. Although their analgesic potency is well proven, clinicians remain puzzled over the potential safety issues. We have
systematically reviewed the available literature, analyzing and presenting the available in vitro animal and clinical studies on this
field. Our comprehensive review reveals the great diversity of the presented data in all groups of studies. Al and invisro studics

present so conflicting data that even studies with identical parameters have opposing results. Basic science research defining the ,\\\\\
exact mechanism with which NSAIDs could interfere with bone cells and also the conduction of well-randomized prospec 9) ) )
clinical trials are warranted. In the absence of robust clinical or scientific evidence, clinicians should treat NSAIDs as a risk \//”/f

for bone healing impairment, and their administration should be avoided in high-risk patients. 1
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Abstract: Monsteroidal anti-inflammatory dougs (NSAIDs) are fregquently wsed for acute and chronic pain control and
treatment of imflammaton, ostecarthritis and rheomatowd arthmtis, N5AIIDs have been shown to inhibat bone healing in
animal studies due to the inhibition of prostaglandin synthesis. Howewer, little evidence exists regardimg the etfiect of
MEAID exposure on human bone metabolism. This systematic review summartzes the current [nerature of randomized
controlled tnals (RCTs) mvestigating NSALDs with bone remodeling-related outcomes in humans, After performing com-
putenized searches in the most widely indexed databases, study selection, data abstraction and nsk of bias assessment were
conducted 1n duphcate. The resulis were controversial regarding the association of M5A1D with bone formation or resorp-
tion. [ncreased bome mineral density following N5A1D exposure was reported by some studies. Based on the levels of
biochemical markers, no effect was seen on bone formation, while some evidence was found for a decreased rate of bone
resorption in NSAID pehients. Tnals investigating the eftfects of N5AID treatment on bone metabobism outcomes
man patients are limited. Further research is required to confirm or refute the findings of this systemeatic review [ g

for I:u:n:lr.: hn::alj:ng impai.rmc:.m and their administration should be avoided in high-risk patients.
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Subjective narrative

Should | take NSAIDs following
my cervical spine surgery?

| don’t want to bleed
| don’t want delayed healing

But | don’t want pain either

Sawd UNIVERSITY OF

“2) OXFORD

Objective evidence

NSAIDs inhibit the same kind
of prostaglandins that are
involved 1n bone healing

Animals given NSAIDs showed
slower healing of induced
fractures

People with delayed healing
were more likely to have
taken NSAIDs

In RCTs, post-surgical
patients had higher A\
incidence of GI bleedinc¢ [J))

A
v
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Subjective narrative

Should | take NSAIDs following
my cervical spine surgery?

| don’t want to bleed
| don’t want delayed healing

But | don’t want pain either

Conclusion:

In this patient, given the history,
clinical picture and equivocal nature
of the evidence, the benefit-harm
balance is in favour of NSAIDs,
especially after the first 24 hours

(e UNIVERSITY OF

Individualized evidence
about this patient

Ex-elite athlete: years of
moderate-dose NSAIDs = no
adverse effects

Several stress #s treated with
NSAIDs - all healed fine

Adverse reaction to opioids
(dose-related itching/vomiting)
“Difficult operation” — surgeon

Currently in considerable pain| s

BMJ editorial to write this week
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The uncontroversial conclusion

Ask yourself:

“Is the management of this patient in these circumstances an
appropriate (‘real’) or inappropriate (‘rubbish’) application of
the principles of EBM?”

EBM ‘experts’ should avoid pulling rank on experienced
clinicians by citing irrelevant RCTs out of context
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The more controversial (and much more
interesting) conclusion:

If we practice patient-focused, individualization of the
evidence (aka real EBM), we will often find that more
research is NOT needed

Perhaps the uncertainty in science is inherent

Perhaps we need to return to old-fashioned clinical
method and use EBM Jess comprehensively...
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