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Exceptional funding request
CANDIDATE PACK

Candidate task

The Director of Public Health (DPH) has just phoned and asked you to come to see him/her about a request for funding for an anti-cancer drug called erlotinib for a patient – Mrs Smith.
You have eight minutes to prepare for the station.  You are not required to prepare any visual aids.  You will then spend two to three minutes giving a verbal presentation and there will then be discussion with the role-player for the remainder of the eight minute scenario.  You may use paper notes to aid your verbal briefing.
Outline of situation

You are a public health trainee.  In your organisation there is a ‘specialist medicines group’ which is multidisciplinary and considers requests for funding for individuals for high cost drugs not normally available in the healthcare system.  It meets monthly.  The DPH is not a member of the group.  Your Consultant trainer is a member but is on leave.  They have left you a briefing (enclosed items 1 and 2) about a recent decision on a patient that might require further work while they are away.   
Erlotinib is licensed for the treatment of patients with locally advanced, or metastatic, non-small-cell lung cancer (NSCLC), in whom at least one prior chemotherapy regimen has failed.  National Institute
 guidance on the use of erlotinib within the health service is attached (Item 1).  In addition, there is some evidence that erlotinib is more effective in females, in non-smokers and in a type of NSCLC called bronchioloalveolar carcinoma (BAC).  This type of lung cancer is relatively rare (5% of all lung cancers) and tends to occur in younger, non-smoking females.
Mrs Smith has BAC and is a non-smoker.  She is 58 and has had four cycles of chemotherapy with gemcitabine and carboplatin (both alternative chemotherapeutic agents).  This was followed with docetaxel due to disease progression.  Further disease progression resulted in her being treated with erlotinib which she is funding herself.  She has been taking erlotinib for over a year now and her disease has remained stable.

At a recent meeting the group considered a request for funding for erlotinib for Mrs Smith.  The request described the type of patients that might benefit from erlotinib and pointed out that Mrs Smith matched this profile.  However, it did not mention any other ‘exceptional’ factors
 and the funding request was rejected (letter attached: Item 2).  Your healthcare organisation is under considerable financial pressure at the moment and the number of requests for high cost drugs is rising.

Candidate guidance

There has been a lot of recent media coverage about patients who have been denied anti-cancer medicines, including a recent television programme which showed that some healthcare organisations approved most requests on the basis of exceptionality whereas others approved very few.  You suspect that this is why the DPH wants to speak to you.
You should be prepared to brief the DPH as far as possible from the briefing material and your knowledge of prioritisation issues in the healthcare system.  The DPH has the briefing material.  
At the station

You will be greeted by a marker examiner who will take your candidate number and name, and then hand over to the role-player by saying:
“This is the Director of Public Health.  They will now start the station”.
Candidate Briefing Pack:
Item 1
NATIONAL INSTITUTE FOR HEALTH AND CLINICAL EXCELLENCE

Final appraisal determination

Erlotinib for the treatment of non-small-cell lung cancer

1 
Guidance 
1.1
Erlotinib is recommended, within its licensed indication, as an alternative to docetaxel as a second-line treatment option for patients with non-small-cell lung cancer (NSCLC) only on the basis that it is provided by the manufacturer at an overall treatment cost equal to that of docetaxel. 

1.2
Erlotinib is not recommended for the second-line treatment of locally advanced or metastatic NSCLC in patients for whom docetaxel is unsuitable (that is, where there is intolerance of or contraindications to docetaxel) or for third-line treatment after docetaxel therapy. 

1.3
People currently receiving treatment with erlotinib, but for whom treatment would not be recommended according to section 1.2, should have the option to continue treatment until they and their clinicians consider it appropriate to stop. 

Issue date: September 2008
Candidate Briefing Pack:
Item 2
Letter from the Specialist Medicines Group to the Clinician requesting funding for erlotinib. 
Thank you for your letter.  You are seeking funding to treat this patient with erlotinib, as a third line treatment, for bronchioloalveolar carcinoma (BAC) on the basis that she is an exceptional case.  

For a patient to be considered exceptional he/she should be:-

· Different from the general population of patients with the condition in question.

· Likely to gain significantly more benefit from the intervention than might be expected from the average patient with the condition.  

The fact that a patient’s clinical condition matches the accepted indications for a treatment that is not routinely funded is not in itself sufficient for that case to be considered exceptional.  Social value judgments are rarely relevant to the consideration of exceptional status.
From the information available, it appears that this woman is part of a subgroup of patients with non-small-cell lung cancer that may achieve a survival advantage from third line treatment with erlotinib.  The implication is that you would put forward all such patients to be considered for this treatment.  If that is the case, then it follows that they are not being put forward as individual ‘exceptions’, but as members of a subgroup who may benefit from a particular treatment.

This therefore appears to be a service development issue, applicable to several patients meeting the same clinical criteria and as such it is not appropriate for consideration through the exceptional case process.  I regret therefore that we are not in a position to fund this treatment.

Yours sincerely,
Chair of the Specialist Medicines Group
Exceptional funding request
MAIN MARKER 

EXAMINER PACK

Examiner situation

You will greet the candidate and record their candidate number and name and then hand over to the role-player by saying:
“This is the Director of Public Health.  They will now start the station”.
Examiner Answer guidance

This is a common situation for some service public health specialists in the NHS.  Candidates may not be familiar with all the details contained in the scenario, but should be aware of the main issues around prioritisation and be able to sensibly respond to the questions posed.  Good candidates will be more aware of some of the subtleties contained in the question e.g. the issue of individual exceptional (appropriate for such a funding group) versus a sub-set that indicate a significant population need, requiring a service development for all patients with similar demographic and pathological indicators of prognosis.  All candidates should be able to identify the basic facts around prognosis and linking this to the subject of the scenario to pass.  A balanced and objective approach is also required to pass.   
Examiner briefing pack (these will be inserted by the Faculty office)

Candidate pack, Role-player briefing pack. 

	GENERAL MARKING CRITERIA FOR THE PART B MFPH

	COMPETENCY
	GRADE
	CRITERIA

	1.
	The ability to demonstrate presenting communication skills (verbal and non-verbal) appropriately in typical public health settings
	A
(Excellent)
	As B, plus demonstrates superior presentation skills: concise, articulate and persuasive. Conveys confidence and appropriate demeanour for scenario. Clearly engages with audience.

	
	
	B
(Good)
	As C, plus above average presentation skills. Demonstrates confidence and understanding of the nature of the audience. 

	 
	
	C
(Satisfactory)
	Avoids jargon – Is clear – Appropriate language for the audience – Maintains eye contact – Appropriate manner for the scenario – Demonstrates empathy and politeness.

	 
	
	D
(Not satisfactory)
	Gross failure of one criterion of C or minor failure on two. Presents clearly, but fails to show empathy or demonstrate an appropriate manner for the scenario or shows empathy and appropriate manner but presentation is muddled and not clear.

	 
	
	E
(Poor)
	Gross failure of more than one criterion of C or minor failure on more than two. Inarticulate. Tends towards impolite or patronising. Failure to understand nature of audience.

	2.
	The ability to demonstrate listening and comprehending skills (verbal and non-verbal) appropriately in typical public health settings.
	A
	As B, plus demonstrates complete understanding of questions and the situation. Anticipates further questions.

	
	
	B
	As C, plus answers totality of questions. Demonstrates understanding of concerns.

	
	
	C
	Listens and responds appropriately – Manner of responses appropriate to scenario.

	 
	
	D
	Gross failure of one criterion of C or minor failure on two. Shows understanding but does not directly or appropriately answer questions. Demonstrates distraction or irritation at questions or lack of understanding for concerns.

	 
	
	E
	Gross failure of more than one criterion of C. Failure to understand questions and respond appropriately. Inability to follow discussion.

	3.
	The ability to assimilate relevant information from a variety of sources and settings and using it appropriately from a public health perspective
	A
	As B, plus evidence of extensive background knowledge. Demonstrates superior public health skills relevant to the scenario.

	
	
	B
	As C, plus evidence of additional and appropriate knowledge. Demonstrates additional practical public health skills relevant to the scenario and/or additional analysis of the information presented.

	 
	
	C
	Shows sound knowledge by assimilating the key public health facts from the data provided – Satisfactorily explains the appropriate key public health concepts – Applies relevant knowledge to the scenario.

	 
	
	D
	Gross failure of one criterion of C or minor failure on two. Shows some, but not all of the relevant knowledge and/or partial application of that knowledge. One error as defined by specific marking guidance. Candidate also demonstrates some lack of understanding of the data presented..

	 
	
	E
	Gross failure of more than one criterion of C or minor failure on more than two. Serious misinterpretation of the data presented. Makes serious errors as defined by the specific marking guidance. No demonstration of the proper application of public health principles.


	4.
	The ability to demonstrate appropriate reasoning, analytical and judgement skills, giving a balanced view within public health settings.
	A
	As B, plus demonstrates superior analytical and judgement skills relevant to the scenario. Provides innovative and or local examples relevant to the scenario demonstrating superior application skills. 

	
	
	B
	As C, plus demonstrates additional practical public health skills relevant to the scenario and/or added insight based on a combination of knowledge, experience and the data presented.

	 
	
	C
	Demonstrates appropriate reasoning, analytical and judgement skills – Satisfactorily interprets and balances evidence – Provides clear explanations of appropriate key public health concepts – Applies relevant knowledge to the scenario.

	 
	
	D
	Gross failure of one criterion of C or minor failure on two. Shows some, but not all of the relevant knowledge and/or partial application of that knowledge. Unclear explanations. Demonstrates bias and/or limited reasoning, analytical or judgement skills. One error as defined by specific marking guidance.

	 
	
	E
	Gross failure of more than one criterion of C or minor failure on more than two. Serious errors in explanations or no explanations and/or lack of understanding. Demonstrates poor/no reasoning, analytical or judgement skills. No balance in the interpretation of evidence. Makes serious errors as defined by the specific marking guidance

	5.
	The ability to handle uncertainty, the unexpected, challenge and conflict appropriately.
	A
	As B, plus demonstrates confidence and empathy in responding to challenging questions. Successfully addresses or anticipates concerns that are raised.

	
	
	B
	As C, plus demonstrates sound appreciation of the concerns and difficulties involved.

	 
	
	C
	Responds to confrontation and challenging questions in sensitive manner appropriate to the situation – Non-confrontational – Acknowledges uncertainty – Demonstrates a balanced style.

	 
	
	D
	Gross failure of one criterion of C or minor failure on two. Demonstrates uncertainty when challenged. Fails to fully appreciate the concerns and difficulties presented by the scenario.

	 
	
	E
	Gross failure of more than one criterion of C or minor failure on more than two. Candidate displays uncertainty and lack of clarity in responding to questions. Confrontational or patronising. Fails to address concerns raised. Muddled and self contradictory responses.


Marking Guide for Examiners 

1. Has the candidate appropriately demonstrated presenting skills in a typical public health setting (presenting to a person or audience)?
	Avoids jargon.  Is clear.  Appropriate language for the audience.  Maintains eye contact.  Appropriate manner for the situation.  Shows empathy.


2. Has the candidate appropriately demonstrated listening skills in a typical public health setting (listening and responding appropriately)?
	Ensures role-player questions are answered appropriately.  Answers totality of the question.  Manner of response appropriate to role player scenario.


3. Has the candidate demonstrated ascertainment of key public health facts from the material provided and used it appropriately? 

	Bronchioloalveolar carcinoma (BAC) is a type of non-small-cell lung cancer (NSCLC).    It makes up 5% of all lung cancers.  BAC is more common in women and people who have never smoked.  The patient belongs to this subgroup.  All candidates must identify this to pass.  Good candidates will be able to indicate how many 5% of cases represent in a chosen area, region or national pattern.  
Erlotinib is licensed for patients with NSCLC, in whom at least one prior chemotherapy regimen has failed, but guidance does not recommend its use beyond second line treatment.  The patient appears to have had a good response to their self-funded erlotinib and has had no disease progression for over one year.   


4. Has the candidate given a balanced view and/or explained appropriately key public health concepts in a public health setting?
	The candidate should understand that funding is limited and there is an opportunity cost involved in funding decisions.  If all applications for individual funding of all new or experimental treatments, or those not yet adopted for funding by the health care system were approved, as a matter of course, this could result in funding running out before the end of the year.  Funding would then just be available on a first come first served basis.  All candidates should identify that there is a limit to healthcare resourcing, hence explaining the processes described here.  


5. Has the candidate demonstrated sensitivity in handling uncertainty, the unexpected, conflict and/or responding to challenging questions?
	The candidate should recognise that Mrs Smith could be considered exceptional, even though she fits into a recognised subgroup and the oncologist did not make a strong case for exceptionality, as her disease has remained stable for over a year.     The candidate should have a view on what should happen next e.g. suggest discussion with the ‘specialist medicines group’ Chair to review the application if she could be considered exceptional.  Failing to identify this possibility or simply defending the current decision would indicate a poor performance.  Good candidates should point out that a negative NICE decision often indicates evidence of relatively poor effectiveness. 
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ROLE-PLAYER BRIEFING PACK

Role-player Brief

You are the Director of Public Health.  You have received a phone call from the hospital patient advisory service
 (PALS) a short while ago to tell you about a patient with lung cancer, called Mrs Smith, who was seen earlier in the day at the oncology clinic.  Mrs Smith and her family are threatening to go to the media.  Mrs Smith has just found out that a request from her oncologist for funding for erlotinib has been turned down by your healthcare organisation.  There has been a lot of media interest recently about funding decisions in relation to anti-cancer drugs.

Decisions about requests for funding high cost drugs are taken by the organisation’s specialist medicines group.  You are not a member of that group but one of your public health consultants is, and they have left a briefing for the trainee in anticipation of a possible challenge to the initial decision.  As the consultant is on leave, you have therefore asked the trainee to come and speak to you.
You begin by saying:
“Tell me about this application to fund erlotinib for Mrs Smith.”

You might want to use some prompts such as:
“What are the indications and guidance for using erlotinib?”

“What about any particular indications to treat this patient?”
“What were the reasons for rejecting the application?”
When you have been provided with the briefing you say:
“Thank you.  We have heard from the hospital that Mrs Smith attended the clinic today and was told that the application for erlotinib funding has been rejected.  She and her family are very annoyed about this and are threatening to go to the media.”

Wait for any response.  Depending on it, add:
“There has been a lot of media interest in exceptional funding requests recently.  How could we justify this decision to the public?

Then at the one minute bell if not before, ask: 
“So what do you think we should do next?”

Any ‘no go’ areas

Yes.  Any discussion about the pathology or treatment of lung cancer beyond what is provided in the scenario.  Any discussion about the issue of co-payments.  Any discussion about the pharmacology of erlotinib.
Level of conflict

Low to moderate.  You want to understand the position before deciding on what to do about it.
Role-player briefing pack (these will be inserted by the Faculty Office)

Candidate pack, Marking Examiner briefing pack. 
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QUESTION 3








�National Institute: National body of clinical experts responsible for assessing the effectiveness of medical technologies is called the National Institute (NI).  In England it is referred to as the National Institute for Health and Clinical Excellence (NICE).  In other European countries it may be called a National Advisory Body (NAB).  The guidance issued by this body is used to plan and fund largely new and expensive technologies within the healthcare system.





� ‘Exceptional factors’ were required to justify a funding request in this scenario.  These relate to a patient’s ability to benefit more than average clinically due to individual physical factors that predicted (using evidence) a particularly favourable response.   


� PALS: Patient Advisory and Liaison Service.  Local NHS service to assist patients with queries about NHS services and care, including signposting for concerns and/or complaints.  Mainly staffed by experienced NHS employees – usually non-clinicians. 
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