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What Are Clinical Guidelines (CG) ?

* Clinical guidelines are set as protocols that are used as a tool to

. indicate the standard of care at the time of treatment.

* CG are linked to evidence and are meant to facilitate good
medical practice based on Evidence Based Medicine (EBM).

* Clinicians, policy makers, and patients see guidelines as a tool for
improving health services and decisions about treatments.
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Why Do we need Clinical Guidelines?
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Medical error—the third leading cause of death in the
Uus

Medical error is not included on death certificates or in rankings of cause of death. Martin Makary
and Michael Daniel assess its contribution to mortality and call for better reporting
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The importance of clinical trials

® The increase of medical information has led to a flow of clinical
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¢ CG aim to They can be used as a tool for assessment of the questionable

. conduct.

¢ CG have legal implications that defferd from Nations and Professional
bodies.

¢ French legislation went further — practice by guidelines was made
mandatory. The 1999 UK Health act indicated a similar intent.

¢ The drawback too many GL of different authorities that cause confusign. i




BM] criticizes the attempt to legalize CG (UK)

A 10D powerea oy v
"Any doctor not fulfilling the standards and quality of cl:llre Introduction W, psychiatry 24
in the appropriate treatment that are set out in these .| ~ What is evidence?

Clinical Guidelines, will have this taken into account if, for Medical negligence

any reason, consideration of their performance in this || ~ Guidelines and the courts
¥ Discussion

clinical area is undertaken."” Department of Health, 1999.% Conclusion

' | v References :
: Orthopaedic
Evidence based guidance arguably offers the most trustworthy inferactive pa

advice available to clinicians concerning medical management. Their authoritative status may practice. ACL
explain why clinical guidelines are sometimes prefaced with vague warnings that link IHR & more.
guideline compliance with accountability. But how authoritative can guidelines actually be,

and does evidence based guidance entirely supplant clinical discretion?

The legal status of evidence based guidance is exémined, including whether guidelines from
the National Institute for Clinical Excellence (NICE) should be understood to carry special

importance in helping courts to decide whether or not allegations of negligence should be
unheld.
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Too many CG can cause confusion




The problem of Obesity

Overweight and obesity are the fifth leading risk for global
. deaths. At least 2.8 million adults die each year as a result
of being overweight or obese. 44% of the diabetes burden,
23% ot the ischemic heart disease burden and between 7%
and 41% of certain cancer burdens are attributable to
overweight and obesity.
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Handling the problem of Obesity

* Obesity continues to be a major public health problem in the western World.

. * In the United States more than one third of adults considered obese as
defined by a body mass index (BMI) Z30 kg/m?2

* Obesity has been associated with an increased hazard ratio for all-cause
mortality as well as significant medical and psychological co-morbuidity.

* Obesity 1s not only a chronic medical condition but should be regarded as a
bona fide disease state.
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DA CG for treatment of Obesity
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Israeli MoH CG for Bariatric Surgery for Obese Patients
* Israeli Ministry of Health followed WHO and Published CG for treating Obesity

* Obesity 1s a significant health concern due to high prevalence and health risk

* Obesity and overweight are defined clinically using the Body Mass Index BMI

* BMI 1s the most common measure for relative weight in Adults therefore CG
specify the indications necessary for treating Obesity, i.e. 40< BMI

* CG also specity indications counter indications & Preparations for Bariatric
Surgery. CG also require psychiatric evaluation of patient before Surgery.

* CG indicate that post Operative follow up and treatment will take place at the
Medical institution that can treat and report any complications after surgery.
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1he case of Mrs. M.C

» Mrs. M.C was 50 yr., overweight and suffered from depression after the death of

her mother. Her BMI was measured at different times was less than 40

Mrs. M.C was offered a Bariatric Surgery. She had agreed believing that losing
weight will solve her problem. She wasn’t seen by a psychiatrist according to CG
indications.

After the Operation M.C suffered infection that caused a complication of Splenic
Abscess and was treated at a different hospital than operated her.

Mrs. M.C was treated in a different approach that was handled by the operating
hospital as proven in 2 case reports. She died from sepsis after a long struggle.

Her death could have been avoided.
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Case report of Bariatric Sugary Complications
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Case Report

Splenic Abscess after Sleceve
Gastrectomiy: A Report of Tuwo Cases
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Case study of Splenic Abscess
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Proving Medical Evidence in court

* The writing of an expert opinion for legal purposes is a art in which the expert tries to
influence the outcome of the proceedings.

* The expert opinion should be supported by medical records and data collected
according to Evidence Based Medicine (EBM) rules and rely on medical literature and
studies published 1n scientific text books and journals.

* In many jurisdictions guidelines can serve the court as a source of sound information,
provided they are the product of a recognized professional body, and proven to bear
no relation to a body which may have interests in the delivery of healthcare.
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Bias of expert opinions in the legal process

* Any expert opinion is influenced by unconscious or cognitive bias of the
expert that could influence the outcome, particularly the interests of the
parties.

create a built-in conflict of interests between expert's loyalty to a party and
his professional duty to maintain objectivity.

. * Therefore, contractual relations between the interested party and an expert

* This multiple relationship raises questions concerning the weight that should
be given to CG in medical cases as an important tool and the weight given to
an expert witness's testimony that don't comply with clinical trial guidelines.
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How should the court measure Expert witness testimony that
doesn't comply with clinical trial guidelines?

¢ The multiple relationship raises questions concerning the "standard of care"
required Medical Malpractice cases.

¢ Should the standard of care set by expert witness's testimony or by Clinical
guidelines?

¢ The clash between expert witness testimony and clinical guidelines
concerning the required "standard of care" in Medical Malpractice case law
raises question in all medical fields where clinical guidelines are regulated by
government and institutions.
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The Expert Opinions in the Case of Mrs. M.C

¢ Our office represented the estate in the case of M.C

¢ Expert on behalf of Plaintiff (the Estate) and Defendant (Hospital) argued
. if there was Malpractice in indications for surgery and post operative

treatment. There was no dispute over causation.

¢ Expert on behalf of Plaintiff argued based on CG that the post operative
treatment wasn’t according to reasonable standard of care.

¢ We have argued that CG are used as a tool to prove standard of care and any
clash between Expert opinion and CG the guidelines should prevail.
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Clinical guidelines as a "golden standard"

¢ The content of a guideline is based on a systematic review of Clinical
evidence. i.e. evidence based medicine (EBM)

¢ The guidelines are meant to assist the medical clinician to practice good

. medicine as a "golden standard" of the particular procedure.

¢ Courts have already accepted the introduction of practice guidelines by
expert witnesses as EBM of the standard of certain traditional medical
malpractice cases.

¢ [f courts accept the introduction of CG as evidence approved by a

medical authority they can substitute expert opinion.
: 12/7/2017
© .Jonathan Davies, Adv 19




The art of the expert witness
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