ASSOCIATION OF BRITISH HEALTH-CARE INDUSTRIES

MEDICAL DEVICE CLINICAL INVESTIGATION

COMPENSATION GUIDELINES

	Notes
	

	
	

	1.
	The general principle which ABHI has followed in drafting these Guidelines is that they should follow as closely as possible the compensation provisions of the ABPI Guidelines for Medical Experiments in Non-Patient Human Volunteer and Clinical Trial Compensation Guidelines 1991.  It is therefore hoped that ethics committees and everyone else involved in research can be assured of a consistent approach to compensation for injury arising in research sponsored by industry in the United Kingdom.  This should lead to minimum confusion.

	
	

	2.
	Accordingly, the differences between the ABHI Guidelines and the ABPI guidelines are essentially minor and generally only involve changes of terminology.  Thus, it is appropriate to refer to “The clinical investigation of a medical device” rather than a “protocol”; and “an adverse event” rather than “an adverse reaction”.  It is also appropriate to refer to products which bear the “CE” marking or not, rather than licensed or unlicensed medicinal products, in view of differences in the regulatory systems relating to medical devices and pharmaceuticals respectively.

	
	

	3.
	A different approach is adopted in relation to investigations in which the research subjects are (a) healthy volunteers or (b) patient volunteers.  In relation to the former, it is possible to provide for a direct obligation between sponsoring company and research subject to pay compensation in the event of injury, by incorporating the appropriate terms in a contractual document.  It is convenient to include these terms in an extended consent form.  In relation to the second situation, it is generally thought inappropriate for sponsors to enter into contracts with patients, so the compensation arrangements can conveniently be provided for in industry Guidelines.  The sponsoring company undertakes to the ethics committee approving the investigation that it will observe the Guidelines.

	
	


	Research in Healthy Volunteers

Draft Provisions for Volunteer Agreement and Consent Forms

	
	

	1.
	I, the undersigned voluntarily agree to take part in a clinical investigation of [the performance and safety of ….. medical device].

	
	

	2.
	I have been given a full explanation by the supervising doctor, Dr [name of supervising doctor] of the nature, purpose about any discomfort and possible ill-effects on my health or well-being which he believes may result.  The information document given to me is attached.

	
	

	3.
	I have been given the opportunity to question Dr [     ] on all aspects of the Clinical Investigation and have understood the advice and information given as a result.

	
	

	4.
	I agree to Dr [     ] contacting my general practitioner [and teaching or university authority if appropriate] to make known my participation in the Clinical Investigation and I authorise my general practitioner to disclose details of my relevant medical or drug history, in confidence.

	
	

	5.
	I agree to comply with any instruction given during the Clinical Investigation and to cooperate faithfully with Dr [     ] and to tell him immediately if I suffer any deterioration of any kind I my health or well-being or any unexpected or unusual symptoms however they may have arisen.

	
	

	6.
	I agree that I will not seek to restrict the use to which the results of the Clinical Investigation may be put and, in particular, I accept that they may be disclosed to regulatory authorities and notified bodies in the UK and elsewhere.

	
	

	7.
	I understand that I am free to withdraw from the Clinical Investigation at any time without needing to justify my decision.

	
	

	8.
	The company sponsoring the Clinical Investigation confirms that:

	
	

	
	(i)
	I shall receive, in consideration for completing the Clinical Investigation, the sum of £   and that I shall receive the sum in full if it is necessary for me to withdraw from the Clinical Investigation for medical reasons associated with participation in it.  If I withdraw from the Clinical Investigation for reasons not associated with the Clinical Investigation a payment will be made to proportional to the length of the period of participation, but if I withdraw for any other reason, the payment to be made, if any, shall be at the discretion of the supervising doctor.

	
	
	

	
	(ii)
	Subject to any overriding requirement of law necessitating the disclosure of documents relating to the Clinical Investigation I will not be referred to by name in any document concerning the Clinical Investigation disclosed to any person not under direct control of the supervising doctor.

	
	
	

	
	(iii)
	In the event of my suffering any significant deterioration in health or well-being caused directly by my participation in the Clinical Investigation, compensation will be paid to me by the company.

	
	
	

	
	(iv)
	The amount of such compensation shall be calculated by reference to the amount of damages commonly awarded for similar injuries by an English court if liability is admitted, provided that such compensation may be reduced to the extent that I, by reason of contributory fault, am partly responsible for the injury (or where I have received equivalent payment for such injury under any policy of insurance effected by the company for my benefit).

	
	
	

	
	(v)
	Any dispute or disagreement as to the application of clause 8(iii) shall be referred to an arbitrator to be agreed between myself and the company, or in the absence of agreement, to be appointed by the President of the Royal College of Surgeons of London with power in the arbitrator to consult a barrister of 10 years’ standing in respect of any issue of law including the amount of damages to be awarded as payment of compensation.

	
	
	

	9.
	The agreement shall be construed in accordance with English law and subject to clause 8(iii), (iv) and (v) above the English courts shall have sole jurisdiction over any dispute which may arise out of it.

	
	

	Signed by the volunteer  

Dated

Signed for an on behalf of the company by 

[       ]

its duly appointed representative 

Dated

	
	


	Research in Patient Volunteers

	
	

	1.
	Basic Principles

	
	

	1.1
	Notwithstanding the absence of legal commitment, the company should pay compensation to patient-volunteers suffering bodily injury (including death) in accordance with these Guidelines

	
	

	1.2
	Compensation should be paid when, on the balance of probabilities, the injury was attributable to the use of a medical device under investigation or any clinical intervention or procedure provided for by the clinical investigation plan that would not have occurred but for the inclusion of the patient in the investigation.

	
	

	1.3
	Compensation should be paid to a child injured in utero though the participation of the subject’s mother in a clinical investigation as if the child were a patient-volunteer with the full benefit of these Guidelines.

	
	

	1.4
	Compensation should only be paid for the more serious injury of an enduring and disabling character (including exacerbation of an existing condition) and not for temporary pain or discomfort or less serious curable complaints.

	
	

	1.5
	Where there is an adverse event caused by a medical device under investigation and injury caused by a procedure adopted to deal with that adverse event, compensation should be paid for such injury as if it were caused directly by the medical device under investigation. 

	
	

	1.6
	Neither the fact that the adverse event causing the injury was foreseeable or predictable, nor the fact that the patient has freely consented (whether in writing or otherwise) to participate in the investigation should exclude a patient from consideration for compensation under these Guidelines, although compensation may be abated or excluded in the light of the factors described in paragraph 4.2 below.

	
	

	1.7
	For the avoidance of doubt, compensation should be paid regardless of whether the patient is able to prove that the company has been negligent in relation to research or development of the medical device under investigation or that the product is defective and therefore, as the producer, the company is subject to strict liability in respect of injuries caused by it.

	
	

	2.
	Type of Clinical Research Covered.

	
	

	2.1
	These Guidelines apply to injury caused to patients involved in clinical investigations, that is to say, patients under treatment and surveillance (usually in hospital) which the use of the medical device under investigation in intended to assist but where the device does not bear “CE” marking in relation to the aspect(s) under investigation.

	
	

	2.2
	These Guidelines do not apply to injuries arising from clinical investigations on medical devices bearing “CE” marking, denoting compliance with Directives 90/385/EEC or 93/42/EEC, except to the extent that the injury is caused to a patient as a direct result of procedures undertaken in accordance with the clinical investigation plan (but not any product administered or used) to which the patient would not have been exposed had treatment been other than in the course of the investigation.

	
	

	2.3
	These Guidelines do not apply to clinical investigations which have not been initiated or directly sponsored by the company providing the product for research.  Where investigations of products are initiated independently by doctors or third parties, responsibility for the health and welfare of patients rests with that doctor (or third party) alone (see also paragraph 5.2 below).

	
	

	3.
	Limitations

	
	

	3.1
	No compensation should be paid for the failure of a medical device to have its intended effect or to provide any other benefit to the patient.

	
	

	3.2
	No compensation should be paid for injury caused by any other “CE” marked medical device or product used on the patient for the purpose of comparison with the medical device under investigation.

	
	

	3.3
	No compensation should be paid to patients receiving placebo in consideration of its failure to provide a therapeutic benefit.

	
	

	3.4
	No compensation should be paid (or it should be abated as the case may be) to the extent that the injury has arisen:

	
	

	
	3.4.1
	through a significant departure from the agreed clinical investigation plan;

	
	
	

	
	3.4.2
	through the wrongful act or default of a third party, including a doctor’s failure to deal adequately with an adverse event;

	
	
	

	
	3.4.3
	through contributory negligence by the patient.

	
	


	4.
	Assessment of Compensation

	
	

	4.1
	The amount of compensation paid should be appropriate to the nature, severity and persistence of the injury and should in general terms be consistent with the quantum of damages commonly awarded for similar injuries by an English Court in cases where legal liability is admitted.

	
	

	4.2
	Compensation may be abated, or in certain circumstances excluded, in the light of the following factors (on which will depend the level of risk the patient can reasonably be expected to accept):

	
	

	
	4.2.1
	the seriousness of the disease being treated, the degree of probability that adverse events will occur and their seriousness, any warnings and precautions given;

	
	
	

	
	4.2.2
	the risk and benefits of established treatments relative to those known or suspected of the medical device.

	
	

	
	This reflects the fact that flexibility is required given the particular patient’s circumstances.  As an extreme example, there may be a patient suffering from a serious or life-threatening disease who is warned of a certain defined risk of an adverse event.  Participation in the investigation is then based on an expectation that the risk/benefit ratio associated with participation may be better than that associated with alternative treatment.  It is, therefore reasonable that the patient accepts the high risk and should not expect compensation for the occurrence of the adverse incident of which he or she was told.

	
	

	4.3
	In any case where the company concedes that a payment should be made to a patient but there exists a difference of opinion between company and patient as to the appropriate level of compensation, it is recommended that the company agrees to seek at its own cost (and make available to the patient) the opinion of a mutually acceptable independent expert, and that his opinion should be given substantial weight by the company in reaching its decision on the appropriate payment to be made.

	
	

	5.
	Miscellaneous

	
	

	5.1
	Claims pursuant to the Guidelines should be made by the patient to the company, preferably via the investigator, setting out details of the nature and background of the claim and, subject to the patient providing on request and authority for the company to review any medical records relevant to the claim, the company should consider the claim expeditiously.

	
	

	5.2
	The undertaking given by a company extends to injury arising (at whatever time) from all administrations, clinical interventions or procedures occurring during the course of the investigation but not to treatment extended beyond the end of the investigation at the instigation of the investigator.  The use of products not bearing CE marking beyond the investigation period is wholly the responsibility of the investigator.

	
	

	5.3
	The fact that a company has agreed to abide by these Guidelines in respect of an investigation does not affect the right of a patient to pursue a legal remedy in respect of injury alleged to have been suffered as a result of participation.  Nevertheless, patients will normally be asked to accept that any payment made under the Guidelines will be in full settlement of their claims.

	
	

	5.4
	A company sponsoring an investigation should encourage the investigator to make clear to participating patients that the investigation is being conducted subject to these Guidelines relating to compensation for injury arising in the course of clinical investigations and have available copies of the Guidelines should they be requested.
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