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 Prospective randomized controlled trials
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Lancet 2009; 373: 1016-24

Efficacy and safety of balloon kyphoplasty compared with
non-surgical care for vertebral compression fracture (FREE):

a randomised controlled trial

Dovglas Wardlow, Steven R Gummings, Jan Van Meirhaeghe Leonard Bastian |ohn B Tilman, Jonas Ranstam, Richard Eastal, Peter Shabe,
Karen Talmadge, 5teven Boonen




e NEW ENGLAND
JOURNAL of MEDICINE

ESTAELISHED IN 1812 AUGUST 6, 2009 VOL. 361 NO. &6

A Randomized Trial of Vertebroplasty for Painful Osteoporotic
Vertebral Fractures

Rachelle Buchbinder, Ph.D., Richard H. Osborne, Ph.D., Peter R. Ebeling, M.D., John D. Wark, Ph.D.,
Peter Mitchell, M.Med., Chris Wriedt, M.B., B.S., Stephen Graves, D. Phil., Margaret P. Staples, Ph.D.,
and Bridie Murphy, B.Sc.
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| The NEW ENGLAND JOURNAL of MEDICINE [
A Randomized Trial of Vertebroplasty

for Osteoporotic Spinal Fractures

David F. Kallmes, M.D., Bryan A. Comstock, M.S., Patrick ). Heagerty, Ph.D.,
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THE LANCET

Article in Press, Comacted Proof - Note to users

Vertebroplasty versus conservative treatment in acute
osteoporotic vertebral compression fractures (Vertos ll):
an open-label randomised trial

Dr Caroline AH Klazen MD™ &' of I, Paul NM Lohle MD?, Prof Jolanda de Vries PhD”, Frits H
Jansen MDd, Alexander V Tielbeek MD“, Mariom

Willem Jan J van Rooij MD?, Marinus C Schoem|| . & e
Harald JJ Verhaar MDQ, Prof Yolanda van der G BK
Muller MD', Otto EH Elgersma MD", Dirk R Halke| \\
MD", Prof Erik Buskens MD® and Prof Willem P || i \ S




concerns

 Acuity of osteoporotic vertebral compression
fractures

— 6 weeks, 3 months (Wardlaw), 1 year (Kallmes,
Buchbinder) ?

— Time since onset of pain

Grohs 2008



concerns

Pain from osteoporotic fractures diminishes

over time (3-6 months)

68% of fractures older than 6 weeks

(Buchbinder)
56% older than 14 weeks

(Kallmes)

In the plurality of patients fracture pain

should have been diminis
Selection bias In vertebro

ned

nlasty trials?

Grohs 2008



concerns

 Prospective randomized controlled trials
« Different outcome

 Did they investigate the same group of
patients ?

Grohs 2008
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116 Patients stabilized in 2001-2003

15 excluded, >4 VCF or tumor
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Patients basic data

Balloon Vertebroplasty Significance
kyphoplasty

Patients 67 34
Age (years) 70 (62-76) 74  (63-77) P=0.4
Duration of pain (weeks) 12 (6-20) 12 (4-26) n.s.
Prim/sec Osteoporosis 68:32 60:40 n.s.
Vertebral bodies / patient 1,25 (1-3) 1,26 (1-3) n.s.
Kyphotic wedge (°) 13 (9.0-19) 8.0 (2.0-15.0) | P=0.0009
Height (%) 80 (68-89) 93 (81-100) P=0.000002
VAS 7.7 (5.9-9.0) 8.0 (6.4-10) n.s.
Oswestry disability index % 55 (45-67) 52 (45-64) n.s.

Mean (1Qu-3Qu)

Grohs 2008




~ WReduction of
~ N Deformity

« Wedge 9.0° (7-11.5)
— 47% of vertebral bodies with kyphoplasty
— None with vertebroplasty

- Hight 11% (8-16.5)
— 53% of vertebral bodies with kyphoplasty
— None with vertebroplasty Grohs 2008
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The earlier the better

VAS

Pain / Fracture age
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Low height, small kyphotic angle

Pain / Deformity

VAS

=4=—cement augmentation
—=— Height <80%
Kyphotic wedge <15°
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major reduction

VAS

Pain / Correction of Deformity
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Conclusion: e =3
Cement augmentation =

 Rapid and distinct decree
« |dentification of some pa
factors for longlasting de

— Short time after onset of
e 3weeks>12 weeks

— Height <80% but kyphoti
— Correction of wedge >5°

« Kyphoplasty > Vertebrof



