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HUMAN PAPILLOMA VIRUS (HPV) VACCINE TO PREVENT CERVICAL CANCER

HUMAN PAPILLOMA VIRUS (HPV) VACCINE TO PREVENT CERVICAL CANCER
CANDIDATE PACK

Candidate task

You are a member of the Public Health team in a Primary Care Organisation1 serving a population of 500,000 people which is in financial deficit.  You have been asked to provide a verbal briefing to the Chair of the local clinical advisory committee2, who is also a GP, to assist the Chair in some early informal discussions with their colleague General Practitioners (later today) to help decide how the PCO will handle provision of this vaccine. 

You have 8 minutes to prepare for the station.  You are not required to prepare any visual aids.  You will then spend 2-3 minutes summarising the situation and the remainder of the time discussing the task with a role-player.  You may use paper notes to aid your verbal briefing.

Outline of situation

Cervical cancer is strongly associated with persistent infection with Human Papilloma Virus (HPV).  Two vaccines against HPV are licensed.  The Joint Committee on Vaccinations and Immunisations3 (JCVI) is recommending that vaccination is given to girls aged twelve to thirteen and the Department of Health has agreed to support the programme ‘in principle’.  

However there is to be a review of cost-effectiveness, and the programme is expected to start in September 2008.  Public interest has been reawakened by the media, and some GPs have been receiving requests from parents.  Some want to be able to prescribe it for young women and girls in their practices now but you have also heard about some opposition from faith groups.

There are less than 40 cases of cervical cancer each year in your PCO area – audit data suggest that the majority of cases are in women who have either never been screened or have not taken up screening for at least five years.  Coverage of cervical screening in the area is 85%.  There are around 2,500 girls in each school year group within your PCO population.  Your department has prepared some briefing notes (candidate pack) which the Chair has also received.  

Candidate guidance

· Brief the Chair on the factual information about the vaccine and the proposed immunisation programme;

· discuss the implications for the local screening programme.

1A Primary Care Organisation (PCO) is an NHS organisation that provides community and primary health care and commissions health care from community and hospital services.  In England these are called Primary Care Trusts (PCTs).  A Health Board in Scotland performs some similar functions.  PCTs and Health Boards generally cover designated areas and populations within those areas.  

2A committee which provides professional clinical advice on behalf of primary care within the primary care organisation.

3Vaccination policy in the UK is determined by the Joint Committee on Vaccinations and Immunisations (JCVI) of the Department of Health.
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 actor by saying:

“This is the Chair of our committee.  They will now start the station”. 

Candidate Briefing Pack

Edited Extracts:

1.
Cervical Screening Programme Regional Quality Assurance Reference Centre 

Position Statement on vaccination to prevent cervical cancer:  March 2007

1.1.
Cervical Cancer in this area

99% of specimens of cervical carcinoma contain human papilloma virus (HPV).  Two of these, HPV types 16 and 18, are believed to cause about 70% of cervical cancer.  Pre-cancerous cellular changes or lesions preceding cervical cancer can be diagnosed by histology.  They are known as cervical intraepithelial neoplasia (CIN).  CIN is graded 1, 2 or 3 with the higher numbers representing higher-grade lesions.

1.2.
Prevention of Cervical Cancer

Screening

The UK national cervical cytology screening programme prevents 80% of cases of cervical cancer.
Vaccine

A vaccine to prevent cervical cancer has recently been licensed.  This protects against HPV strains 16 and 18 and also two other strains 6 and 11, which are known to cause genital warts.  The vaccine is administered in three doses over a period of six months and the course costs about £240 per patient.  Studies on one vaccine were carried out in young women aged 16 to 26 with a maximum follow up of five years.  Three doses were shown to be effective in preventing CIN development in those who had not been exposed to HPV and the vaccine was well tolerated.  There is as yet no evidence that the vaccine provides life-long immunity. 

There is a possibility that other strains of HPV will become dominant in vaccinated populations, and there will be many women at risk of cervical cancer for many years to come, so that cervical screening is still required for the foreseeable future.

1.3.
National Policy

The JCVI has supported the use of the vaccine in girls as outlined below.  The government will fund the supply of vaccine though not administration costs.  The American equivalent of the JCVI has already recommended that young girls should indeed be vaccinated but has not provided the funding.  Several other countries are also recommending its use.  The cost benefit analysis carried out was favourable but very sensitive to changes in cost assumptions.  

1.4.
Present Situation 

Current advice is to await national guidance.  The licensed vaccines may be legally prescribed.  PCOs need to discourage individual GPs prescribing it on the NHS in an ad hoc and uncoordinated manner.  A JCVI meeting in June 2007 concluded:

· HPV vaccines should be introduced routinely for girls aged around 12-13 years, subject to independent peer review of the cost benefit analysis.

· An additional cost-effectiveness analysis to determine the benefits of a catch-up for older girls was required before a recommendation could be made by the main Committee. 

· Any new data on HPV vaccines would be kept under review by JCVI.

2.
Summary of evidence of effectiveness of one of the vaccines

Quadrivalent Vaccine against Human Papillomavirus to Prevent High-Grade Cervical Lesions.  The FUTURE II Study Group, N Engl J Med 2007;356:1915-27.

Randomized, double-blind trial, 12,167 women aged fifteen to twenty six years, randomised to receive three doses of either HPV vaccine or placebo, administered at day one, month two, and month six. 

The primary composite end point was the development of cervical intraepithelial neoplasia [CIN] grade 2 or 3, or adenocarcinoma in situ, or cervical cancer related to HPV-16 or HPV-18.

Subjects followed for average of three years after receiving the first dose.  There were no cases of cervical cancer in either group during follow-up and numbers of adenocarcinoma in situ were too small to show statistically significant differences.  However, there were substantial numbers of new cases of CIN as the main component of the primary composite endpoint. 

In the vaccine group (n=6087), there was 1 possible HPV-16/18 associated CIN whilst in the placebo group (n=6080) there were 42 such lesions detected.   

Vaccine efficacy for the prevention of the primary composite endpoint were:

· 98% (95% CI, 86 to 100) in the susceptible population with no evidence of infection with HPV-16 or HPV-18 until after completion of the three-dose immunization.

· 44% (95% CI, 26 to 58) in an intention-to-treat population of all randomized women (those with or without previous infection). 

The authors concluded that in young women who had not been previously infected with HPV-16 or HPV-18, those in the vaccine group had a significantly lower occurrence of high-grade CIN related to HPV-16 or HPV-18 than did those in the placebo group. 

HUMAN PAPILLOMA VIRUS (HPV) VACCINE TO PREVENT CERVICAL CANCER
MAIN MARKER 

EXAMINER PACK

Examiner situation

You will greet the candidate and record their candidate number and name and then hand over to the actor by saying:

“This is the Chair of the Committee.  They will now start the station”. 

Examiner Answer guidance

This question is a mixture of appraisal of summary evidence and assessment of a practical situation, where public health advice is needed to ensure that health funds and professional efforts are not spent in an ineffective or uncoordinated manner, despite the appearance that this intervention is a ‘good thing’.  Some issues such as quality control of advice given as part of the vaccination process, and cost-effectiveness, are not presented in briefing material as they remain to be finalised, and are areas of uncertainty candidates should recognise.  The candidate will be expected to demonstrate good listening skills to the GPs questions. 

Examiner briefing pack (these will be inserted by the Faculty office)

Candidate pack, Role-player briefing pack. 

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 actor questions are answered appropriately.  Answers totality of the question.  Manner of response appropriate to role-player scenario - recognises pressure on GPs from parents and teenage girls.  


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

	Understood and presented back summary of case accurately, interpreted facts and  data from the research study accurately, and explained the evidence from the study, identifying that the findings unlikely to be due to chance.  Key issues appropriately stressed:

· Effectiveness best pre-exposure

· Need for cervical screening will remain (long period of already exposed and at-risk women) 

· Potential for shift in HPV types implicated in cervical cancer aetiology

· As yet unclear as to potential effects, if any, on risk taking behaviour around Sexually Transmitted Infections and messages taken by teenagers. 

Recognised this is fairly rare cancer.  Explained epidemiological terms simply to Chair.


4.
Has the candidate given a balanced view and/or explained appropriately key public health concepts in a public health setting?

	Understood and explained public health concepts accurately and in an appropriate manner for the Chair including issues around ensuring potential equity of access and uptake challenges.  Good candidates should be able to explain the concept of opportunity costs, and there are other options to spend this money.

Good candidates will also mention training implications, advice for parents and girls, use of school nursing resources, media handling issues, especially around ethical concerns, and potential use of media to dispel potential myths (e.g. ‘vaccine against STIs’). 


5.
Has the candidate demonstrated sensitivity in handling uncertainty, the unexpected, conflict? and/or responding to challenging questions?

	Non confrontational, ensures balanced view, acknowledges uncertainty.  Candidate should be able to handle the uncertainty and sympathise with the GPs but be clear that the decision should be made on the evidence of effectiveness.  Good candidates will identify ongoing uncertainties such as potential effects on risk-taking behaviour and longer term effectiveness issues. 


HUMAN PAPILLOMA VIRUS (HPV) VACCINE TO PREVENT CERVICAL CANCER
ROLE-PLAYER BRIEFING PACK

Station background

As candidate briefing. 

Role-Player Brief

You are the Chair of your clinical advisory committee, in a PCO which is in financial deficit, and your committee is due to meet later today to discuss the possible provision of a vaccine to prevent cervical cancer.  You have asked for a briefing with the representative of the public health department before the meeting to summarise and clarify the position and to help develop a clear message for local GPs.  The public health representative will give a 2-3 minute verbal briefing followed by discussion and questions from you. 

The committee has to discuss this issue and make recommendations to the PCO on how to handle the provision of this vaccine.  Many of your fellow GPs have had several requests from concerned affluent parents who want this vaccine to be provided now for their teenage daughters.

Role-player script:

“Thank you for coming to see me.  I’ve only read this briefly, so can you please summarise what is being recommended.  I’m meeting my GP colleagues later today”.

If the candidate does not explain what the data means:

“So what is the evidence showing?” and “What does ‘vaccine efficacy’ actually mean?”

“Why can’t we implement this now?”

“How much will the vaccination programme reduce cervical cancer?  Ask “Can you be sure?  By when?”  if the candidate seems unsure or does not give a clear explanation. 

“How are we going to make sure everyone who needs this gets it – especially in the more deprived areas?” (press the candidates if they do not offer any potential methods of implementing the programme and trying to ensure equity of access e.g. – via GPs, via school nurses etc). 

Unless covered:

“So will we be stopping cervical screening soon?”

To sum up:

“So what would you recommend we do at this point?”

Any ‘no go’ areas

Details of evaluation of the vaccine efficacy beyond that in the evidence presented.

Level of conflict

Medium. 
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