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Introduction

This Guidance relates to NHS Brent as both a provider and a commissioner.  Rashmi Rajyaguru, Head of Prescribing and Medicines Management, is NHS Brent’s Accountable Officer for Controlled Drugs.

Guidance on Investigating Controlled Drugs Concerns
The Accountable Officer will need to ensure that robust systems are in place to enable concerns about controlled drugs to be raised, to log these concerns, to alert themselves where appropriate and to initiate investigations (regulations 15 and 16). Wherever possible, existing mechanisms for identifying and managing concerns about performance should be used. Maintaining high professional standards in the modern NHS and the NCAS toolkit provide guidance on performance procedures in general practice and the NHS
.   Guidance on investigating patient safety incidents involving unexpected death or serious untoward harm, and liaising between the NHS, the police and the Health and Safety Executive is available
.

Concerns may be raised through a variety of routes – including routine monitoring of prescribing data, a routine inspection, a patient complaint, police intelligence or from a health or social care professional. Where concerns are serious, if for example, patient safety is at risk or the professional’s fitness to practise may be impaired, they should be passed on to the relevant body immediately (see section on escalating concerns). Where concerns appear to be minor, further local investigation may be more appropriate.

Care should be taken to ensure that any evidence collected during the course of an investigation is preserved in an appropriate manner to ensure its integrity in case it is required at a later stage for proceedings instituted by the police, other enforcement agencies and/or regulatory bodies. In such circumstances, it is strongly recommended that early advice be sought from the police or another appropriate enforcement authority. Criminal investigations will usually take precedence over other investigations.
Accountable Officers should ensure that there is a clear separation between investigating and decision-making. 

The Clinical Governance toolkit for controlled drug management in primary care may be a useful tool for investigating concerns
. The document sets out a standard approach to investigating problems, covering routine monitoring of controlled drugs, investigating specific concerns and taking action once the investigation is completed. Whilst the document focuses on primary care, it will also be useful for other settings. The Accountable Officer may wish to obtain information and advice from others in the local controlled drugs network. 

Escalating Concerns
Where the concern relates directly to a doctor or dentist, the National Clinical Assessment Service can offer help and run a 24-hour help-line. The NCAS can also carry out formal assessments to help PCTs with their decision-making
. The General Dental Council, the General Medical Council, the Nursing and Midwifery Council, and the Royal Pharmaceutical Society of Great Britain offer guidance on when to involve the regulatory body. Useful guidance can be found on their web-sites and some helpful documents are listed below. Support and guidance can be obtained from the General Social Care Council where concerns relate to a social care professional. For some professionals it may be necessary to also contact other individuals or organisations, such as the superintendent pharmacist where a pharmacist is working in a large multiple organisation or the Local Supervising Authority for midwives. 

General Dental Council, Our Guide to Local Practitioner Advice and Support Schemes http://www.gdc-uk.org/NR/rdonlyres/9F525505-9AAC-4507-A148-A5E48DA37932/15677/guide_to_pass.pdf 
General Medical Council, Referring a doctor to the GMC: A guide for individual doctors, medical directors and clinical governance managers 

http://www.gmc-uk.org/probdocs/fitness_to_practise_guidance/factsheets/guide_for_directors.pdf 
Nursing and Midwifery Council, Reporting unfitness to practise: A guide for employers and managers, 

http://www.nmc-uk.org/nmc/main/publications/Reporting_unfitness.pdf 
Royal Pharmaceutical Society of Great Britain, Interim guidance - Identifying and Remedying Poor Pharmacist Performance in England and Wales http://www.rpsgb.org/pdfs/pharmpoorperf0501.pdf 
The RPSGB also run a legal and ethical telephone advice line for pharmacists. 

Health Professions Council, Making a complaint about a health professional 

http://www.hpc-uk.org/assets/documents/100008E1HPC_Making_a_complaint.pdf] 

Local Supervising Authority Midwifery Officers 

http://www.nmc-uk.org/(p3bwlf553c23b5fgm0sxdn2g)/aArticle.aspx?ArticleID=1666 

In analysing the reasons underlying an event and determining next steps the National Patient Safety Agency (NPSA)’s Incident Decision Tree will be helpful in many cases
.  The NPSA’s Incident Decision Tree can help NHS managers decide on the appropriateness of suspension (exclusion) when dealing with staff involved in a serious patient safety incident. 

Use of the tool is voluntary and the tree does not aim to provide firm ‘answers’ or ‘solutions’, but rather to identify a range of possible options. The Incident Decision Tree comprises an electronic flowchart and leads the manager through a series of questions about the individual’s actions, motives and behaviour at the time of the incident. 

Once the user has completed the questions he or she will be led to guidance that reflects not only the care setting but also the individual’s role (community pharmacist, GP etc). The current version has been issued on a ‘pilot’ basis and covers most of the health economy, including primary care. Versions for dentistry and locum and agency staff are in development. 

 Serious concerns 

There may be occasions where serious concerns come to light, either initially or through further investigation of a minor concern. 

Depending on the nature of the concern, various options may apply (regulation 17): 

• Immediate action to protect patients 

• Initial consultation with other members of the network 

• Incident panels 

• Formal inspection 

 See Appendix A

Immediate action to protect patients 

If patient safety is thought to be at risk, immediate action should be taken. NHS bodies should follow their local serious untoward incident procedures. Immediate referral to the relevant regulatory body should be considered where there are serious concerns about an individual’s fitness to practise. Practical guidance has recently been available on investigating patient safety incidents involving death or serious untoward harm
. 
 Initial consultation with other members of the network 

Where concerns have come to light, initial consultation with other members of the network who may have relevant information may be helpful as an alternative or prior step to establishing an Incident Panel. 

 Incident Panels 

A PCT Accountable Officer may decide to set up an Incident Panel which provides for more structured consideration. The individual membership would depend on local circumstances and the nature of the concern but should include key members of the local network. The police would normally expect to be involved at this stage if they have not been previously. 

 Targeted inspection 

Either following an Incident Panel or as a direct result of a concern, the Accountable Officer may decide to ensure a formal inspection of the premises takes place. The formal inspection could be undertaken by any body with the power to inspect the management of controlled drugs: the PCT, RPSGB, Healthcare Commission, CSCI or police or a mixture of the above. The Health Act gives powers of entry and inspection to examine the arrangements for the safe management of controlled drugs to nominated groups, such as the police and Accountable Officers. Information-sharing between organisations will be necessary and PCTs in particular should be involved for their local knowledge. Depending on the nature of the concern, inspection teams involving members of different organisations may be helpful to bring expertise and knowledge together
 .

Remedial actions: dealing at local level 
Many concerns can be rectified at local level. Examples may be a ‘false positive’ where an apparent prescribing anomaly is due to the caseload of a particular prescriber. In other cases, a minor lapse may be put right locally, where for example an organisation’s storage arrangements for controlled drugs could be improved. If there is a minor concern about a healthcare professional’s performance, they may require support or training. Additional visits from a prescribing adviser or clinical governance lead may be sufficient to rectify any minor issues (see regulation 17(2)). 

 Remedial actions: escalating concerns 
However there may be cases where concerns can not be resolved satisfactorily at local level and need to be formally escalated or passed on to another organisation. 

The NPSA incident decision tree offers help and support in deciding how to pass on issues. The table summarises where issues should normally be referred. There may well be occasions where a concern should be passed to more than one organisation. 

	Concern
	Refer to:

	Criminality suspected 
	Police 

	Fraud/ Theft suspected 
	NHS Counter-Fraud and Security Management Service, police 

	Individual fitness to practise issue 
	Professional regulatory body, or Local Supervising Authority Midwifery Officer for midwives 

	Organisational/systems issue 
	RPSGB (in case of pharmacy) 

Healthcare Commission (in case of NHS body, private or voluntary healthcare organisation) 

CSCI (in case of care home) 

Healthcare Commission and inform Monitor (in case of Foundation Trust) 

	For any of the above, additionally inform the SHA 


Where there are serious concerns about any element of the management and use of controlled drugs, the SHA should be informed. They will be members of the intelligence network and have a performance management role for PCTs. 

If a concern is formally passed on to another organisation, the relevant Accountable Officer should record the referral (regulation 28). Where an adverse incident or potential adverse incident (near miss) has or could have taken place, then local procedures should be followed. The details of the incident or potential incident should also be shared with the NPSA via the National Reporting and Learning System (NRLS) so that wider learning can take place. 

 Support for healthcare professionals 
Individuals raising concerns should be supported in doing so. Free and confidential advice on how to raise a concern and the protections provided by the Public Interest and Disclosure Act can be obtained from Public Concern at Work (an independent organisation)
.   Regulatory bodies may also be able to provide advice
. 
Individuals should also be supported where concerns are raised about them, or where they wish to raise concerns about their own performance. The NCAS toolkit and maintaining high professional standards in the modern NHS provide some advice on supporting professionals
. 
 Closure of cases 
Cases considered by an Accountable Officer or a responsible body should be recorded with a clear account of the findings and any action taken (regulation 28). The SHA should be informed so that trends can be monitored. Where there has been serious systems failure, the Healthcare Commission will wish to return to check that action has been taken. Where there is evidence that a particular drug has been diverted, it may be appropriate to inform the manufacturer or wholesaler. 

Reports containing information about the storage and movement of controlled drugs should not normally be disclosable under Freedom of Information legislation as they could aid criminal activity and so would come within the “law enforcement” exemption. 

APPENDIX A

Process for Considering Concerns
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APPENDIX B
CRIMINALITY SUSPECTED
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APPENDIX C
FRAUD- NHS


THEFT- NHS
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APPENDIX D (i)
INDIVIDUAL FITNESS TO PRACTICE WITHIN NHS
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APPENDIX D (ii)
INDIVIDUAL FITNESS TO PRACTICE – NON NHS
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Unlawful activity suspected








Inform PCT Independent Practitioner Panel for information only





Non- NHS practitioner





Inform Local Intelligence Network








Refer to Controlled Drugs Inspector








Severe and urgent





Refer to Controlled Drugs Inspector





Local Intelligence Network





Consider intent and severity





Treat as Individual Fitness to Practice (Appendix D (i) and (ii))





Inform Local Intelligence Network and PCT Independent Practitioner Panel 








NHS practitioner





Incident Panels





Moderate/Minor





Yes





Discuss with Accountable Officer





Suspected offence under Misuse of Drugs Act





Escalating concerns





Evidence of offence under Misuse of Drugs Act?

















Evidence that knowledge, skills and performance are deficient





No further action. Inform practitioner





Refer to Counter Fraud/LSM


(See Appendix C)





Refer to Primary Care Clinical Governance Committee (or similar group)








Consider informal discussion with Professional body





Inform/Discuss with Accountable Officer





Refer to PCT Independent Practitioner Panel





Refer to Police CD Inspector





Refer to Professional body 








Discuss/ Inform Local Intelligence Network





Inform practitioner





Improvement – no further action





No improvement or standards have declined. 


Inform practitioner of future action if no improvement or standards have declined











Review performance after timescale given for specified quality improvements





Offer support, involve professional lead.


Allow sufficient time for practitioner to review practice and implement change. 





Local Intelligence Network





Action at local level





Serious





Police CD Inspector








Immediate action to protect patients





Local Intelligence Network








Refer to Healthcare Commission








Write to practitioner raising concerns and ask for response





Consider seriousness of concern





Refer to Professional body








Other





Evidence that knowledge, skills and performance are deficient





Criminality suspected (Appendix B)





Fraud/ Theft suspected (Appendix C)





Individual fitness to practice (Appendix D (i) and (ii))





Organisational or systems issue





Very Serious concern





Notify relevant partner organisation e.g. GMC, Police, Pharm Soc, Counter Fraud, etc.





Consider at Local Intelligence Network





Case Conference with relevant organisations





Report to Local Intelligence Network





No action





Monitoring





 Formal Inspection








Refer to Local Counter Fraud Specialist (Bentley Jennison) on 0800 028 40 60 for investigation





Inform Director of Finance





Suspected Fraud








Suspected Theft








Discuss/ Inform Accountable Officer





Inform Security Management Executive





Refer to Local Security Management Specialist on Jim Tye Berkshire PCT 0118 9525313 for investigation











�http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4072773&chk=oI83Ov)


� Guidelines for the NHS in support of the Memorandum of Understanding Investigating patient safety incidents involving unexpected death or serious untoward harm: a protocol for liaison and effective communications between the National Health Service, Association and the Health and Safety Executive. http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4140659&chk=LhbzT3


� http://www.cgsupport.nhs.uk/Primary_Care/Resources.asp#drug_management_toolkit


� See the consultation document ‘Back on track’ at http://www.ncas.npsa.nhs.uk/backontrack


� http://www.npsa.nhs.uk/idt


�http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle/fs/en?CONTENT_ID=4072773&chk=oI83Ov)


� The Royal Pharmaceutical Society of Great Britain may charge for certain types of inspection.


� http//:www.pcaw.co.uk/ or telephone 020 7404 6609


� See for example, the RPSGB’s guide on raising concerns: http://www.rpsgb.org.uk/pdfs/raisingconcernsguid.pdf


�See http://www.ncas.npsa.nhs.uk/ and http://www.dh.gov.uk/PublicationsAndStatistics/Publications/PublicationsPolicyAndGuidance/PublicationsPolicyAndGuidanceArticle 
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