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POTENTIAL LIABILITY OF PHARMACEUTICAL REGULATORS
Introduction

1. The current debate about the possible introduction into product liability law of a defence that the producer complied with regulatory requirements has, so far, focused on the potential impact of the availability of such a defence from the viewpoint of, primarily, producers and, to a lesser extent, consumers. However, it is essential to a proper discussion, and to an assessment of the compatibility of a regulatory compliance defence with the purposes and intentions of the Product Liability Directive, to consider also the availability of alternative remedies against regulators
. 
2. At the same time, it is apposite to look at the recent controversies over the safety of licensed medicines, and the ensuing criticism by the media and consumer groups of the action or inaction of pharmaceutical regulators. There have also been accusations of “cosiness” between the pharmaceutical industry and its regulators. For example a “Panorama” programme screened in June 2004 accused the Medicines and Healthcare Products Regulatory Agency (MHRA) of failing to act on information it was alleged to have possessed regarding an increased risk of self harm and suicide by certain users of the selective serotonin reuptake inhibitor (SSRI), Seroxat. The MHRA’s most recent regulatory action was in December 2004 when it issued a letter to health professionals advising generally on SSRIs. The Food & Drugs Administration (FDA) in the US has been criticised for alleged failures in its initial approval and its post-market review of the Cox-2 inhibitor, Vioxx, which was withdrawn by Merck Sharp & Dohme on 30th September 2004 in light of data showing a substantial increased risk of cardiovascular attacks. It is relevant that Vioxx had been licensed not just in the US but worldwide and similar criticisms might be levelled against UK and European regulators. On 21st December 2004, the MHRA issued a letter to healthcare professionals giving interim advice on prescribing of all Cox-2 inhibitors in light of emerging evidence. On 17th February 2005, the European Medicines Agency (EMEA) announced interim regulatory action in relation to Cox-2 inhibitors available in the EU. Although no claim has yet succeeded against a pharmaceutical regulator in the UK or European courts, the scale of the criticism suggests that further attempts may be made by potential claimants to establish liability on the part of pharmaceutical regulators in the future. 
3. For these twin reasons, this paper therefore considers the potential for claims against regulatory bodies in the field of pharmaceutical regulation in the UK and Europe and in what circumstances they might arise in the UK on the basis of current law.

Regulatory bodies in relation to pharmaceuticals

4. If a strict definition were to be adopted, a “regulator” in the pharmaceutical sphere would be limited to a body which grants, maintains or suspends marketing authorisation. On this basis, the relevant regulators would be the body of Ministers known as the Licensing Authority (LA), acting by the MHRA, and the EMEA incorporating the Committee for Human & Medicinal Products (CHMP).

5. However, there are other bodies pertinently involved in the regulation of medicines albeit they do not have direct regulatory control, such as the Committee on the Safety of Medicines (CSM) which advises the LA, and the Department of Health exercising its powers under the National Health Service Act 1977 to issue advice to the public on health matters including medicines. 

6. Further removed from regulatory control are bodies such as the National Institute of Clinical Excellence (NICE), which is involved in setting guidelines on what medicines may be used within the NHS by adding an economic focus to the scientifically based regulatory approval granted by LA; and the International Conference on Harmonisation (ICH) which is an international forum involving in formulating guidelines on pharmaceutical issues.

7. For the purposes of this paper, a broad definition of a “regulator” is adopted, to include the first two types of body described, but not the third. Brief descriptions of the relevant bodies are set out below:
	Ministers / Licensing Authority (LA)
	Under section 6 Medicines Act 1968 and the provisions of Marketing Authorisation Regulations 1994, the authority responsible for the grant, renewal, variation and suspension/revocation of licenses, marketing authorisation and certification is a body of Ministers (including the Secretary of State for Health) known as the Licensing Authority. In exercising that function, it is advised by the CSM. Before refusing to grant, suspending, revoking or varying a marketing authorisation, the LA must consult the CSM. In reality, the functions of the LA are carried out through the MHRA. 

	Medicines and Healthcare Products Regulatory Agency (MHRA)
	An executive agency of the Department of Health. Formed as a result of the merger of the Medicines Control Agency (MCA) and the Medical Devices Agency (MDA) on 1 April 2003. It is responsible (acting as the LA) for the control in the UK of human medicines and medical devices. Its role is to promote and safeguard public health through ensuring appropriate standards of safety, quality and efficacy for all human medicines and medical devices on the UK market. The MHRA is accountable to Health (and Agriculture) Ministers for its discharge of the functions it exercises on their behalf.

	Medicines Commission (MC)
	Established by section 2 Medicines Act 1968. It is a body corporate consisting of experts required to give Ministers advice on matters relating to the administration of the Medicines Act or any matter relating to medicinal products e.g. warnings. It acts as a kind of appellate tribunal where the CSM makes a recommendation to decline marketing authorisation for a product. The MC reports to the LA which may take account of the MC’s advice in determining applications for marketing authorisation.

	Committee on the Safety of Medicines (CSM)
	Established under the Medicines (Committee on Safety of Medicines) Order 1970
, its purpose is to give advice to the Secretary of State on the safety, quality and efficacy of medicinal products and to promote the collection and information relating to adverse reactions (s.4 Medicines Act 1968). The CSM evaluates technical data and aspects of medicines. Its secretariat is provided by the MHRA. The CSM has no executive role in licensing; only an advisory one, with that advice being provided to the Secretary of State/LA alone, not to the public at large. The CSM does however have a quasi-executive role in relation to the promotion of collecting adverse reaction reports which may include communicating with health professionals and others in a position to provide such information.

	Department of Health (DoH)
	The DoH has the role of issuing advice on health matters to the public under the National Health Service Act 1977. This power is generally exercised through the Chief Medical Officer.

	Food Standards Agency (FSA)
	An executive agency of the Department of Health which regulates food safety. The definition of a “food” includes beverages, confectionery and ingredients used in the preparation of foods. It also includes any vitamin which is advertised to the public as a dietary supplement.


	European Medicines Agency (EMEA)
	Created by Article 49 of Council Regulation EEC No. 2309/93 of 22nd July 1993 and now established under Title IV of Regulation (EC) No. 726/2004
, it is a decentralised body of the EU. The EMEA coordinates the evaluation and supervision of medicinal products throughout the EU. For certain medicinal products, it can issue a single marketing authorisation valid throughout the EU. It differs from the national regulators in that it does not have internal expertise to provide its own assessment of medicines and its secretariat is purely bureaucratic. 

	Committee on Medicinal Products for Human Use (CHMP)
	Members are representatives of all member states of the EU. It is primarily a scientific body which assesses, advises and makes decisions on authorisation of medicines. Members can be employees of member states’ national regulatory organisations. 


8. Medical devices are regulated in the UK by the Secretary of State for Health acting by the MHRA, but there is no similar pan-European agency. Instead, regulation in Europe is achieved by self-notification to a competent body (authorised by governments to receive device specifications).

Principles of liability

Causes of action:
9. Regulators of medicines are not “producers” or “suppliers” under the Consumer Protection Act 1987 and/or its parent directive, the EC Council Directive on Liability for Defective Products (85/374/EEC)
, so no claim against them could be mounted on that basis.

10. No cause of action for breach of statutory duty exists in relation to any breaches of the Medicines Act 1968, which provides the statutory basis for UK medicines regulation
. Equally, it seems unlikely that any cause of action will exist for any other breach of statutory duty. 

11. Accordingly, if a consumer were to bring an action in the UK against a pharmaceutical regulator it would most likely have to be framed as a common law action in the tort of negligence.
12. In assessing the legal duties of an organisation in tort, a court would have regard to its statutory obligations. Failure to comply with a clear legislative obligation might be relied upon by a claimant or a court as prima facie evidence of negligence.

13. However, unlike the strict obligations imposed by the product liability legislation which do not depend on proof of fault, the duty in negligence is only to take such care as is reasonable in all the circumstances. A negligence action thereby provides the claimant with significantly reduced scope for successfully prosecuting a claim.

Existing law governing the liability of statutory bodies in negligence

14. It is trite law that in order to establish liability in the tort of negligence, a claimant must prove on the balance of probabilities that:

i. the defendant owed a duty to take reasonable care to avoid causing the claimant to suffer foreseeable injury or damage;

ii. that the defendant breached its duty of care;

iii. that the breach caused the claimant to suffer injury or damage within the scope of the defendant’s duty of care.

15. In the case of bodies either regulating the supply of medicines or medical devices or exercising statutory functions, the existence or otherwise of a duty of care in negligence in any individual case may well differ depending on the nature of the act or omission complained of. The law in this area is not wholly consistent but in general, the actions of such bodies tend to be categorised in three ways:

i. policy decisions balancing different public interests;

ii. the exercise of a statutory discretion or power; or
iii. acts done pursuant to the exercise of a statutory discretion, for example in order to implement the decision that has been made.

To distinguish them from “policy or discretionary decision-making” within categories (i) or (ii), acts or omissions in category (iii) are sometimes labelled “operational” or “executive” in nature.

16. Lord Browne-Wilkinson summarised the principles in X v Bedfordshire County Council [1995] 2 A.C. 633 as follows (at page 740F):

“(a) 
is the negligence relied upon negligence in the exercise of a statutory discretion involving policy considerations?: if so the claim will pro tanto fail as being non-justiciable;

(b) were the acts alleged to give rise to the cause of action within the ambit of the discretion conferred on the [statutory body]?;

(c) if not, is it appropriate to impose on the [statutory body] a common law duty of care?”

17. If the regulator’s conduct falls within category (i) above, there will generally be no duty of care owed at common law. The courts consider the matter to be for Parliament and not for the courts to regulate (Barrett v. Enfield LBC)
; in other words, issues of this kind are “non-justiciable”. Into this category would fall policy decisions, for example, permitting medicinal products to be prescribed (R v. North Derbyshire Health Authority, ex parte Fisher
) and advice regarding the withdrawal of a medicine given by the CSM to the LA (Smith (by her mother and next friend) v. Secretary of State for Health
). The question of whether or not to issue warnings to the general public or to health professionals has to date been held to be non-justiciable (Ross v Secretary of State for Scotland
 and Danns v Department of Health
) for this reason. However, an action for judicial review may still be possible.
18. If the regulator’s conduct falls into category (ii), then a duty of care can only arise when the exercise of the statutory discretion is so unreasonable as not to be a proper exercise of the discretion at all (Barrett v. Enfield LBC;
 X (minors) v. Bedfordshire County Council
 and Stovin v. Wise
) and will only arise when the ordinary legal tests for a duty of care such as proximity and fairness, justice and reasonableness are also satisfied. Into this category fall decisions to recommend a programme of vaccinations (Bonthrone v. Secretary of State for Scotland
). In practice, it is sometimes hard to discern any real basis for differentiation between matters of pure policy and matters of discretion (categories (i) and (ii) above), and the distinction becomes one of judicial opinion.

19. If an organisation’s conduct falls within category (iii) above then a duty of care can arise according to ordinary legal principles. The establishment of a duty of care still requires the claimant to establish (i) reasonable foreseeability of injury, (ii) proximity (alternatively referred to as a ‘special relationship’ or an ‘assumption of responsibility’ between the proposed defendant and the individual claimant) and (iii) that the imposition of a duty of care is fair, just and reasonable. Examples of “operational” or “executive” acts or omissions might include a failure properly to constitute a committee with the appropriate expertise, a failure by a secretariat to provide an advisory committee with all necessary and relevant information on which to give its advice, or administrative delay in implementation of a policy decision.
20. In summary, on current law:

a. A claimant is unlikely to succeed in relation to a claim based on a policy decision unless he can show bad faith.

b. He is unlikely to succeed in relation to the exercise or failure to exercise a statutory power or discretion unless it was irrational to so act or fail to act, and the policy of the statute requires compensation to be paid for loss.

c. A claim is more likely to be sustainable if the conduct can be classified as an executive or operational act or failure e.g. a failing in the procedure/system for making policy or discretionary decisions or in the implementation of policy or a discretionary decision.

Existing Case-Law regarding Regulators


Civil liability

21. To date, there has not been a successful civil action for damages against the UK or European regulatory bodies. However, there have been some attempts to establish liability.
Aspirin-Reyes Syndrome (2002)
22. The most recent action against the CSM was Smith (by her mother and next friend) v. Secretary of State for Health (on behalf of the Committee on the Safety of Medicines) (2002)
. 
23. This was a claim by a child who was given aspirin in late May 1986 when she was suffering from chicken pox at the age of 6 and developed Reyes Syndrome leaving her permanently brain-damaged. On 11th June 1986 junior aspirin was withdrawn and warnings were given as a result of advice by the CSM given on 26th March 1986 and confirmed on 29th/30th May 1986 not to give aspirin to any child under the age of 12. The claimant’s case in negligence was that warnings should have been given a week or two after the CSM meeting in March 1986 or at least a month earlier than they were in fact given. The claim failed. Mr. Justice Morland found on the facts that no fault was established against the Secretary of State, the Department’s Secretariat or the CSM. However, he went on to address the issue of whether the CSM could owe a duty of care.
24. He held that the decision to postpone the CSM’s final decision until the end of May meeting and the omission to advise on whether interim warnings should be given in the meantime were clearly acts or omissions to be categorised in law as discretionary/policy decisions, taken in the exercise of statutory powers or duties, and were not justiciable. He held that within that category also fell decisions such as:

a. the upper age limit of children for the warning;

b. the mode of issuing the warning;

c. whether to await the announcement of the warning until the industry was fully cooperating;

d. whether or not paediatric aspirin should be withdrawn.

25. However, the Judge did not rule out the possibility of the CSM ever owing a duty of care in tort to an individual member of the public affected by a failure to exercise or an improper exercise of its statutory powers and functions, quite apart from considerations of irrationality and bad faith. He gave two examples where liability might be established:
a. If the Secretary of State had delayed implementation of the CSM final decision until after a by-election in a marginal constituency where there was a large aspirin factory;
b. If the CSM had postponed its May decision until the end of June because it clashed with the Epsom Derby meeting.

Human Growth Hormone (mid 1990s)

26. For completeness, we mention the case of N and Others v. UK Medical Research Council & Secretary of State for Health (The Creutzfeldt Jakob Disease Litigation)
. Although it relates to a contaminated or unsafe medicine, this case is more concerned with the Department of Health’s duty of care resulting from its own conduct of a therapeutic programme, than with its role in the regulation of medicines. The Department of Health was found liable in negligence for continuing to admit new patients to a large scale therapeutic programme for treatment with human growth hormone after a particular date when they became possessed of some evidence suggesting that the product might carry a risk of serious disease.
Opren (early 1990s)
27. In the Opren Litigation, the CSM and LA were included amongst the defendants sued, but the claims against them were abandoned before trial of the limitation issue on which most of the claims foundered.

HIV Haemophiliacs Litigation (late 1980s and early 1990s)
28. In the HIV Haemophiliacs Litigation, the claim arose out of the alleged failure to achieve during the late 1970s self sufficiency in the UK in the supply of the blood products, Factor VIII and Factor IX, which led to the continued need to import higher risk products from the USA. The CSM and LA were amongst the defendants sued. The claims were settled before trial. At the same time the Government set up The MacFarlane Trust to assist all haemophiliacs who had been infected with HIV.
Public law challenges

29. Although they are not generally classified as product liability claims, it may also be worth noting the types of action which have led to judicial review challenges to date first, because it gives an idea of the areas of likely challenge, and second, because one of the remedies potentially open to a claimant in a judicial review application is an award of damages. A claim for damages can only be included in addition to a claim for one of the prerogative remedies or a declaration or injunction and it depends on establishing a private law cause of action or a claim under s.7 Human Rights Act 1998 (CPR 54.3(2) and s.31(4) Supreme Court Act 1981).

30. Reported judicial review challenges to date can be divided into three main categories:

(1) Regulation of unlicensed or borderline medicines e.g. the prohibition on sale and importation of the herbal remedy Kava-kava – National Association of Health Stores & Seagrove v. Secretary of State for Health & Another [2005] EWCA Civ 154; [2003] EWHC 3133 (Admin). See also decisions on borderline substances Optident Ltd & Another v. Secretary of State for Trade & Industry and Secretary of State for Health (2001) 61 BMLR 10.
(2) Non-provision of medicines e.g. Viagra R v. Secretary of State for Health, ex parte Pfizer Ltd, [2002] EWCA Civ 1566; The Times November 11, 2002;
(3) Issues over data sharing and data protection e.g. R v. Licensing Authority, ex parte Novartis Pharmaceuticals UK Ltd March 30, 2000 (objection to LA cross-referring to confidential data supplied by the innovator of the existing product in relation to an application for marketing authorisation for a new product on the basis of its essential similarity to the existing product) referred to ECJ: Case C-106/01
; see also Case C-36-03 – The Queen (on the application of Approved Prescription Services Ltd) v. The Licensing Authority
; R v. Department of Health, ex parte Source Informatics Ltd [2001] Q.B. 424 (concerning whether anonymised information might be obtained from GPs and pharmacists about medicines prescribed for patients without breach of confidence).

The future?

Civil liability
31. We have sought to identify some situations where there is potential exposure for pharmaceutical regulators on the basis of existing law. There are a number of unanswered questions (and at this stage some of them remain unanswerable) regarding such potential claims and also the true potential for extension of regulators’ liability. Our thoughts are as follows.
Inability to identify manufacturer

32. If a claimant considering a product liability claim cannot identify the producer or any intermediate supplier, they are likely to try to target the prescriber by means of a negligence claim. However, it is possible that they may also consider action against the regulator. The paradigm example is when a drug has come off patent and as a result generic versions of the drug are being produced by a number of different pharmaceutical companies.
Relevance of limitation regimes

33. Similarly, where there are limitation problems in relation to a product liability claim against a producer (i.e. due to the 10 year longstop period in the Product Liability Directive / Consumer Protection Act 1987), a claim in negligence against the regulator (in addition to or instead of the producer) may still remain open to a potential claimant because of the operation of the ‘date of knowledge’ (s.14 Limitation Act 1980) or discretion to disapply the limitation period (s.33 Limitation Act 1980) provisions.
Effect of introduction of defence of regulatory compliance

34. Currently, marketing authorisation and approval by the regulator should not itself affect the liability of the manufacturer or marketing authorisation holder (see Article 25 of Directive 2001/83/EC). It seems to us that, if a defence of regulatory compliance were to be introduced into the Product Liability Directive and/or the Consumer Protection Act 1987, it would be inevitable that where the producer raised that defence to a product liability claim, the claimant would try to assert that if the producer is not liable then the regulator must be. It is possible that the Commission might make the policy decision to cut down the current extent of the consumer’s ability to obtain redress by introducing the defence without creating a counterbalancing liability on the regulator, but that cannot be guaranteed. Consumer groups might well demand the provision of an alternative source of redress if the defence is to become available.
Challenges to decisions to grant marketing authorisations

35. Where there is published or other information suggesting a serious risk, which is available to a regulator considering whether to grant marketing authorisation, there may be grounds for liability. This will depend on whether the claimant can establish an “operational” or “executive” failure e.g. if the information has not been brought to the attention of the relevant advisory committee by its secretariat or there has been a failure to give it any consideration without reason. It seems likely that the operational/executive category is relatively narrow for the reasons given in the Smith case above.
36. It is less clear whether a regulator might be found liable for failing to identify risks not identified by the manufacturer. It might be argued for a claimant that the regulator is looking at data in the context of much broader epidemiological data than the producer may have available, and should therefore take such information into account. We are not confident that such an assertion would necessarily succeed on the facts, but if it were to do so, then we can see that there is an argument that a failure to make such information available during the decision making process could amount to an “operational” or “executive” failure, whereas complaints about the extent to which such data was taken into account would not be justiciable for the reasons given above.
37. What if a manufacturer does not provide all the data to the regulator despite its legal duty to do so? Recent allegations about pharmaceutical companies suppressing clinical trial data concerning risks potentially associated with a particular product suggest that regulators may not be able safely to rely on the accuracy and completeness of clinical trial and other information presented. However, it seems difficult to us to see how a civil claim against the regulator could be brought in the absence of something to put the regulator on notice that it was not being told the whole story by the manufacturer.
38. Knowledge on an international level will inform what is expected of a regulator. It may be relevant that there existed scientific knowledge at the time a product was supplied elsewhere which could have been taken into account when considering a particular course of action. The issue is likely to depend on whether it is reasonable to expect the regulator to discover and take into account that scientific knowledge. Again, it will be necessary to observe the distinction between policy/discretionary decisions on the one hand and “operational” or ”executive” failures on the other.
Post market review or pharmacovigilance
39. As and when signals occur during the life cycle of a drug being marketed, what is the responsibility of the regulator? It may be instructive to first consider the responsibility of the manufacturer.
40. All marketing authorisation holders must have a “qualified person” responsible for pharmacovigilance, who must operate a system collating adverse reaction reports and provide the competent authority with information relevant to the evaluation of the risks and benefits of the product (Article 103 of Directive 2001/83/EC). Recital (59) to the 2001 Directive also states that “Holders of marketing authorisations should be proactively responsible for the on-going pharmacovigilance of the medicinal products they place on the market”. Under the changes to Directive 2001/83/EC which are to come into force on 30th October this year (Directive 2004/27/EC), pharmacovigilance obligations on companies are to increase. The extent to which manufacturers in practice will already have or will in future be willing to devote the resources or infrastructure to pick up warning signals may vary. Whilst leading drug companies may have a pharmaco-vigilance department, where drugs are out of patent, manufacturers of generic versions are highly unlikely to be willing to expend the resources necessary to monitor continued safety of their drug save to the extent that they are legally required to do so. Whilst the enforcement mechanisms to enforce the duties of manufacturers post-marketing authorisation may be strengthened in due course (e.g. by the proposed Commission Regulation laying down financial penalties for infringement of obligations laid down in connection with marketing authorisations
), it seems to us that there is a strong argument that it is the primary duty of regulators to monitor safety, quality and efficacy of drugs. With the increase in cross-EU surveillance, regulators may become the primary target of criticism. Further, it could be argued that a regulator is in a better position to assess the class-effect of a type of drug.
41. There is however considerable room for argument about the nature and specificity of that duty. For example, would the duty amount to a duty of care to individuals harmed as a result of regulatory failure? Would liability follow if the MHRA fails to pick up a warning signal, perhaps provided to it by submission of Yellow Cards?
 The best that can be said is that if there was an “operational” failure in responding to the submission of the Yellow Cards in question, then it might well be the case that the MHRA would incur liability. However, if the complaint was about the assessment of the information provided by the Yellow Cards, and the decision whether or not to issue a warning or to withdraw the medicinal product, then we think that would again not be justiciable.
42. Models for statutory pharmaco-vigilance have been debated but not yet implemented. Further, systems for gathering data are inevitably flawed with problems of accuracy, specificity and sensitivity. Whilst there is a drive towards increased monitoring of the safety of medicines and a relatively sophisticated system of post-authorisation surveillance across the EU, this is an area of potential liability where the regulator may be better placed than the manufacturer to pick up warning signals and where it may be the regulator rather than the manufacturer who is the primary target of criticism.

Publication of warnings

43. As stated above, to date, the issues of whether or not to warn and the mode of warnings have been held to be non-justiciable (provided that the issues have actually been considered by the regulator). Areas of potential liability are firstly, where no consideration at all has been given to the issue of whether or not to warn about specific risks and secondly, where there has been delay between a decision to warn and actual dissemination of that warning. Against this, there may be issues over alleged delay in warnings relating to class effects, given that a national regulator cannot revoke a market authorisation or warn until European endorsement has been obtained, a situation which could lead to delay, notwithstanding a clear view by a national regulator on lack of safety. It is hard to see how delay of this kind could properly be described as an “operational” or “executive” failure, such as to give rise to liability in negligence.
44. Further, the terms or adequacy of any warning may be the subject of challenge. It is likely that the courts would hold that a warning must be adequate, clear, understandable, commensurate with the gravity of the risk,
 and not be undermined by any other acts or information: Buchan v. Ortho Pharmaceuticals (Canada) Ltd.
 However, it seems to us that provided the warning can properly be said to meet those requirements, the courts are unlikely to be willing to become involved in the precise wording of the warning in question.
45. It may also be relevant to the position of the regulator that whilst there is no duty in tort to advise of specific risks not known about at the time of supply of a product which could not reasonably have been discovered,
 if such risks are subsequently discovered, there is a continuing duty on the manufacturer to warn. This duty may well continue even after the product has been used if there is a significant risk of a serious latent injury or equivalent. It is not hard to see how it could be argued for a claimant that a similar duty should be applied to the regulator.
Data Protection & Freedom of Information

46. Regulators receive and hold a great deal of both commercially and medically confidential information. With the advent of the Freedom of Information Act 2000, there will undoubtedly be requests for the release of confidential information made of the MHRA or other regulatory bodies from competitor companies or patients. The principles behind this Act are in tension with the principles behind the Data Protection Act 1998 and the common law duty of confidentiality although the FOIA contains absolute exemptions in the case of information disclosure which would constitute an actionable breach of confidence (s.41) and personal information disclosure of which would breach the data protection principles (s.40). Particular difficulties arise in trying to determine what company information held by the MHRA is in fact subject to a duty of confidence and, if not, deciding whether the qualified exemption for trade secrets and information which may cause commercial harm would apply.
 At this time it remains unclear to what extent a regulator will be liable if it bona fide decides it is obliged to release sensitive data. (Obviously, the picture would be completely different if it were to do so mala fide.)
47. Another topical issue is the nature of a regulator’s entitlement to use information obtained in relation to one application for marketing authorisation in connection with another. See e.g. R v. Licensing Authority, ex parte Novartis Pharmaceuticals UK Ltd
 referred to ECJ: Case C-106/01
; see also Case C-36-03 – The Queen (on the application of Approved Prescription Services Ltd) v. The Licensing Authority
. The question remains, how far can a regulator use comparisons of new drugs with existing treatments when deciding whether to grant marketing authorisation?
Compensation under the General Product Safety Directive (GPSD)?
48. Consideration also needs to be given to the possible interrelationship between existing enforcement and product recall provisions for pharmaceuticals and the new General Product Safety Directive 2001/95/EC (GPSD) which includes within its ambit pharmaceutical products and is generally applicable save to the extent that a product’s safety is regulated in EC law by more specific provisions. Where there are such other regulations on the safety of a particular product, they take precedence over the GPSD save to the extent that they do not cover certain risks or categories of risk.
49. Proposed regulation 16 of the DTI draft GPS regulations implementing the GPSD provides that an “enforcement authority” (defined by reg. 2 to include any Secretary of State or any other Minister in charge of a Government department and any such department) who issues a “withdrawal notice” (defined by reg. 14 as a notice prohibiting the person on whom it is served from marketing or supplying the product) or a “recall notice” (defined by reg. 15 as a notice requiring recall of the product) is liable to pay compensation to “any person having an interest in the product” in respect of any loss or damage suffered by reason of the notice if (a) the product was not a dangerous product and (b) the exercise of the power is not attributable to any neglect or default by that person (regs. 16(5)(6)). A “dangerous product” is “any product other than a safe product” (reg. 2(1)). It is intended to repeal s.10 Consumer Protection Act 1987 which excludes “controlled drugs and licensed medicinal products” (s.10(7)(e)) from the general safety requirement under the existing CPA product safety regime.
50. It seems to us that under the proposed GPS regulations there may at least be scope for an application for compensation in respect of any loss and damage suffered by a manufacturer, supplier or even a patient against the Licensing Authority (acting through the MHRA) if it wrongly prohibits the marketing or supply of a drug or requires a manufacturer to recall a drug on the ground that it is unsafe when it turns out to have in fact been safe. It would appear that the reasonableness of the regulatory action taken is irrelevant to the issue of compensation. The issue is whether the product is safe or other than safe (“dangerous”) objectively speaking. 
51. On the other hand, the LA (MHRA) might be able to argue that:

a. the GPS regulations do not come into play as a result of the existence of a fairly comprehensive EC regime on the safety of pharmaceutical products (albeit that there is no provision for compensation to be paid by a regulatory authority in the event of regulatory action which turns out to be objectively unfounded and the GPS regulations may therefore still apply to that “aspect” – see reg.4); and/or
b. any notices to withdraw or recall a product which trigger the reg.16 compensation provides are limited to notices issued under the GPS regulations and not notices issued by the MHRA under the medicines legislation (if this argument is correct it may increase calls for similar provisions in the medicines legislation); and/or

c. seek to argue a distinction in this regard between products generally and pharmaceutical products (see e.g. reg. 33(4)(5)(11) of the GPS regulations).
 Any argument seeking to exclude the GPSD will inevitably be weaker in relation to medical devices which are far less comprehensively regulated at present.
Criminal liability?

52. Possible criminal liability amongst those regulating medicines is not without precedent. In 1999 in France, manslaughter charges were brought against a former prime minister, Laurent Fabius, and two ministers arising out of the Aids/HIV Haemophiliacs scandal. M. Fabius and one minister were acquitted, but the third was found guilty (albeit he received no sentence). There were further manslaughter inquiries in France arising out of deaths from Human Growth Hormone/CJD and BSE/vCJD including in the latter case consideration of charges being brought in France against British officials. It is not known whether any charges resulted.
53. To our knowledge, there has been no attempt to prosecute any person involved in pharmaceutical regulation in the UK (although there is a general trend towards prosecution in the wake of major disasters leading to loss of life e.g. the current “gross negligence manslaughter” prosecution of individuals alleged to bear responsibility for the Hatfield train crash and the current criminal investigation of GlaxoSmithKline in connection with Seroxat). It may be that Crown immunity from criminal proceedings would apply to bar criminal prosecution of those involved in the regulatory aspect in most cases. However, the members of the Medicines Commission and CSM are expressly not covered by Crown immunity (Sch1 para.7 Medicines Act 1968)
. It also seems to us that it is unlikely that external bodies who provide advice to the MHRA would benefit from any immunity. Even within the likely ambit of Crown immunity, there may also be issues over how far any particular individual who is the subject of allegations may be regarded as part of the “Crown” for this purpose and/or challenges to Crown immunity as contrary to the European Convention on Human Rights. 
54. Whilst the possibility cannot be ruled out, provided that both collectively and individually, those involved in medicines regulation act in good faith, responsibly and rationally with the safety of consumers as the primary consideration and take all reasonable care in exercising their functions, it seems extremely unlikely that they would be exposed to any criminal prosecution in the UK based on harm caused to recipients of medicines.

Conclusion

55. There is undoubtedly potential for future litigation involving pharmaceutical regulators, especially if manufacturers become impossible or difficult to sue through reliance on a regulatory compliance defence. 

56. Pharmaceutical regulators are in a unique and difficult position. The products which they regulate can never be 100% safe and risks may only become apparent as a result of long-term use. The balancing of risk against benefit is a question of judgment and is not always clear-cut. Further, there is a difficult balance to be struck between balancing the interests of the consumer and the legitimate interests of those who produce medicines. In such a situation, there is bound to be scope for criticism of the actions taken by regulators by someone.
57. However, the chances of claims being brought should not be overstated. To date, the courts in the UK have not given much, if any, encouragement to such claims. Further, large product liability group actions seem to be becoming less common generally. It is becoming more difficult to secure public or other funding for multi party actions: e.g. MMR/Autism Litigation
 and claims for Gulf War Syndrome. If there is a clearer route to liability against the manufacturer, it is far less likely that a claim which is much more difficult from a legal point of view will additionally be brought against a regulator, not least because of the exposure to a potential costs liability (either directly or by way of set off against damages recovered from another defendant).
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