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D epartmentofH ealth+N IH R

Fou rD iagnos tic Evid enc e
C o-operatives (D EC )

 Fac ilitate d evelopment
c linic ally relevantIVD s

• Interac tions withind u s try

• D EC -s pec ific themes



GeneralP rac tic e–the “perfec ts torm”
forinnovation in d iagnos tic tes ts

• ‘ Frontd oor”to N H S

• M u ltiple lab tes ts

• A geingpopu lation

• M u lti-morbid ity

• C hronic d is eas e management

• C os t-c ontainment–red u c ing
u nnec es s ary referrals

• M is d iagnos is malprac tic e

• L ittle c u rrentu s e ofIVD s



O xford D EC s trategy

Theme 1 : N ew and emergingd iagnos tic tec hnologies

Theme 2 : Unmetd iagnos tic tes tneed s in primary c are

Theme 3: Rapid tes tingto improve d ec is ion-making in

c ommu nity c are

Theme 4: P atient, c arer& profes s ionalattitu d es to

implementing IVD s in primary c are

Theme 5: Improved method s ford erivingand trans lating

evid enc e ford iagnos tic tes ts

Ind u s try liais on programme



D iagnos tic s ind u s try c ollaborations

• M onthly meetings

– N ew d iagnos tic tec hnology

• Ind u s try s u pports ervic e
– Evid enc e reports

– N eed s as s es s ment

– L aboratory ac c u rac y s tu d ies

– C linic alfield s tu d ies

– Jointbid s forfu nd ing



Goals forthis c ou rs e



Evid enc e and polic y d ec is ions

7 JIntM ed , O c tober1991 : 2 8 9, Reprinted in A nn Intern M ed 1992 ; 11 7 : 30



Evid enc e and polic y d ec is ions

8

83+ 83



‘ Ind u s try-res earc h-c linic al-c ommis s ioning’
d is c onnec t

A vailable IVD s & tec hnic al
c apabilities .

A c c u rac y/eas e/s ize/
s peed /range/bu nd ling

C u rrentc linic alprac tic e.

M inimaltes td is s emination
and ad option in primary

c are



H ealthis pric eles s



From healthqu es tion to evid enc e

• C ou ld the tes tbe ac c u rate?

• Is the tes tac c u rate in realpatients ?

• A re patients betteroffwiththe tes t?

• A twhatc os ts ?

11



The winner’ s c u rs e



Ioannid is JA M A 2 0 11



S tatis tic ally s ignific ant‘ pos itive’ res u lts are

-M ore likely to be pu blis hed
-publication bias

-M ore likely to be pu blis hed rapid ly
-time lag bias

-M ore likely to be pu blis hed in Englis h
-language bias

-M ore likely to be c ited by others
-citation bias



C opyright© 20 0 6 B M JP u blis hingGrou pL td .

Bossuyt, P. M et al. BMJ 2006;332:1089-1092

Roles oftes ts and pos itions in
exis tingd iagnos tic pathways



P oint-of-c are tes ts

• A tthe bed s id e ofthe patient/in the d oc tor’ s
s u rgery /in the patient’ s home

• S ingle tes t-miniatu re labs -hand held
u ltras ou nd

• Res u lts rapid ly available



C hanges the d iagnos tic proc es s

P atient
pres ents

Tes t

D iagnos is

Treatment
P atient

ou tc ome

Venepu nc tu re

S ample to lab

S ample proc es s ed

Res u ltavailable

Res u ltinterpreted



Using point-of-care test



Rand omis ed c ontrolled trialevid enc e

Good ac re S 2 0 11 . RA TP A C trial: point-of-c are c ard iac markers in the ED forpatients withc hes tpain.



Time-related effec ts

Process outcomes

• Fas terthrou ghpu t

• W aitingtimes target

• Repeatc ons u ltations for
lab res u lt

Patient outcomes

• Fas terd iagnos is

• Fas tertreatment

• P atients atis fac tion



Time-related d owns tream effec ts

C hlamyd ia and gonorrhoea
–u s u alc are pathway

C hlamyd ia and gonorrhoea
–point-of-c are pathway

Infec tion s tatu s
u nknown

P oint-of-c are tes t

N o treatment:

Infec tion negative

Treatment:

Infec tion pos itive

Infec tion s tatu s
u nknown

L aboratory tes t

P res u mptive
treatment

S ec ond c ons u ltation

Treatmentd is c ontinu ed :

Infec tion negative

Treatmentc ontinu ed :

Infec tion pos itive



Is itju s tabou ttime?



C hanges the d iagnos tic proc es s

P atient
pres ents

Tes t

D iagnos is

Treatment
P atient

ou tc ome

Venepu nc tu re

S ample to lab

S ample proc es s ed

Res u ltavailable

Res u ltinterpreted

A d d itionaltes t(s )

Referralto s pec ialis tc are

H os pitalad mis s ion

Treatmentinitiation



C hanges to c linic alpathway

• S hiftfrom primary
c are to patient’ s home

 W ay tes ts are u s ed
c hanges

IN R s elf-management

H eneghan C 20 12 : S elf-monitoringoforalantic oagu lation



C hanges to c linic alpathway

• S hiftfrom s ec ond ary
to primary c are

 Impac ton referrals to
nextlevelofc are

• B N P fors u s pec ted heart
failu re

• M od elling ofc os ts :
– 40 % red u c tion in referralto

c ard iology ou tpatient
d epartments

– 25-40 % c os t-s aving

– N IC E es timated whole
pathway s avingof£ 3. 8
million

• In reality:
– Ec hoc ard iography referrals

wentu p



S pec tru m effec ts

Tes tthres hold lowers :

• M ore eas ily available

– M ore people get
tes ted

• L es s invas ive

– D ifferentpeople get
tes ted

This willlead to:

• L owerprevalenc e of
targetc ond ition

 M ore fals e pos itives

• L es s ord ifferently
s elec ted popu lation

 S pec tru m s hift

 D ifferenttreatment
effic ac y



C hanges to c linic alpathway

• P oint-of-c are tes tfills c linic algap:

– ‘C las s ic ’ lab tes ttoo s low to have impac t

– P oint-of-c are tes tin new patientgrou p Effec ts
on patientou tc ome u nknown

C als J20 0 9. P oint-of-c are tes tingforC -reac tive protein on antibiotic
u s e in lowerres piratory trac tinfec tions .



D irec timpac ton patient

• L es s invas ive

– L es s ad vers e events
from tes ting

• Treatmentad herenc e

• A nxiety

• S ens e ofc ontrol



D irec timpac ton c linic ian

• D irec tres u lt=d irec tinterpretation

– N o time to think

– M ore c ertainty

– Enhanc ed c onfid enc e

• C linic alprac tic e effec ts

– Fewerre-c ons u ltations

– Und ermining ofc linic alexpertis e

• P atient-c linic ian relations hip

– O pportu nity fors hared d ec is ion making

– B etterc ommu nic ation



Implic ations forres earc h

• D ifferentornew s pec tru m ofpatients

– D iagnos tic ac c u rac y?

– Treatmenteffic ac y?

• D ifferentplac e in c linic alpathway

– D owns tream effec ts healthc are res ou rc es ?

• D irec teffec ts on patientou tc ome

– A d vers e events ?

– P atients atis fac tion?

 C omplex intervention:

– M od elling-linked evid enc e approac h

– Rand omis ed c ontrolled trial



In c onc lu s ion

• D iagnos tic tes ts u s ed fora variety ofpu rpos es

• Evalu ation s hou ld take a wid ers ys tem approac h

–Effec ts on patient

–Effec ts on c linic ian

–Effec ts on healthc are s ys tem



Thankyou !
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