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Consultation response 
Proposals for a new Cancer Drugs Fund (CDF) operating model 
To be operational from 1st April 2016 
Genetic Alliance UK, 10th February 2016 
 

Introduction 
1. Genetic Alliance UK is the national charity working to improve the lives of patients and families 

affected by all types of genetic conditions. We are an alliance of over 180 patient organisations. 
Our aim is to ensure that high quality services, information and support are provided to all. We 
actively support research and innovation across the field of genetic medicine. 

2. Rare Disease UK (RDUK) is a campaign initiative run by Genetic Alliance UK. It is the national 
alliance for people with rare diseases and all who support them. RDUK is a stakeholder coalition 
brought together to work with Government to develop a UK Strategy for Rare Diseases, which 
was published by the Department of Health in November 2013. RDUK continues to campaign for 
the implementation of the Strategy across all four home nations of the UK. 

3. SWAN UK (Syndromes Without A Name) is a patient and family support initiative run by Genetic 
Alliance UK. It is a UK-wide network providing information and support to families of children 
without a diagnosis. It works to support the development of high quality information and services 
for families of children affected by undiagnosed genetic conditions and raise public and 
professional awareness of undiagnosed genetic conditions and the unique challenges faced by 
affected families.  

4. We welcome the opportunity to respond to this consultation, as the patients with genetic, rare and 
undiagnosed conditions that we and our members support are affected both directly and 
indirectly by the functioning of the Cancer Drugs Fund. 

Question 1: Do you agree with the proposal that the CDF should become a ‘managed 
access’ fund for new cancer drugs, with clear entry and exit criteria? 
5. Unsure. Genetic Alliance UK does not support the use of ring-fenced funding to maintain access to 

medicines and services for cancer, rare diseases, or for any group of patients. We believe that 
the best means to ensure that all patients are able to access effective medicines and services on 
the NHS is by establishing a system for evaluating and commissioning them that is timely, 
transparent and fair to all. The Cancer Drugs Fund represents a fundamental inequality, as it only 
applies to medicines for cancer, and so unfairly advantages cancer patients over other patient 
groups. 

6. One justification given for the CDF is that without the fund some patients would not have access to 
any treatment for their condition. Unmet medical need is not a problem faced by cancer patients 
alone though, and many other patients, including those affected by rare conditions, are currently 
unable to access medicines or therapies for their condition. The same is true of delayed access to 
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innovative treatments. A fund that only addresses the medical needs of some patients and not 
others when resources are restricted leads to inequity.  

7. Poor management of a ring-fenced fund can make this issue worse. For example, the £30.5 million 
that was overspent on the CDF in 2013-14 was managed by reducing the budget allocated for 
other medicines and services that NHS England commission. This directly impacts on the quality and 
availability of medicines and services for patients, including the cancer patients whose medicines 
are not paid for by the CDF. 

8. There are a number of other problems with ring fenced funds such as the Cancer Drugs Fund. Ring-
fenced funds make it more difficult to adapt resource allocation to patient need. Once a ring-
fenced budget is put in place, it becomes much harder to justify either increasing or decreasing 
the amount of money allocated for that purpose. This means that is possible for either too little or 
too much of the limited NHS budget to be spent on one group of patients or type of condition. As 
a result, those patients whose medicines or services are financed by the fund may not receive the 
care or medication they require, or alternatively, they may receive disproportionately more while 
other patients, whose medicines or services are not paid for by the fund, lose out.  

9. An ideal scenario for the evaluation and commissioning of medicines and services would allow 
each to be assessed on its own merits by balancing the benefit it offers to patients against the cost 
and then funded accordingly. Particular strategic priorities can be factored in to the cost 
effectiveness analysis, allowing us to take account of different evidence bases for a treatment’s 
effectiveness or value a particular type of treatment in a scalable manner, such as the ‘End of Life’ 
weighting that NICE uses to apportion additional value to life-extending treatments for terminally 
ill patients.  

10. The eligibility criteria for a fund will by necessity rule out some treatments or conditions and it is 
possible that some patients will find themselves falling between the gaps of all the funding pots 
and unable to access any medicines or services. There is also the risk that a medicine or service 
won’t be commissioned and paid for from the most appropriate fund on the assumption that it will 
be covered by a ring-fenced fund, or vice-versa.  

11. If medicines and services are paid for by a number of distinct funding pots it is likely that each 
will have their own criteria regarding cost-effectiveness. This can mean that potentially unfair and 
inconsistent decisions are made if one ring-fenced fund considers a medicine to be cost-effective 
when consideration through another’s process would not have found it to be. As a result patients 
may be unable to access an effective medicine for their condition on the grounds of cost while a 
less effective medicine for a different condition is made available.  

12. The consultation document states that medicines whose potential range of cost per QALY does not 
include £30,000 will not be accepted into the CDF, in order to permit only those medicines with 
plausible potential for satisfying the criteria for routine use to benefit from the scheme. Studies 
have shown that past NICE decisions appear to have been based on a higher threshold than the 
£20,000–£30,000/QALY range that is explicitly stated, in practice lying somewhere between  
£39,000 and £44,000i. Thus from the outset the proposed new arrangements appear to introduce 
inconsistencies. 

13. One of the CDF’s main original objectives was to act as a bridge to value based pricing, which is 
now no longer on the agenda. While the consultation document acknowledges this, it does not 
appear that NHS England and other stakeholders have given serious consideration to whether it is 
appropriate for the CDF to continue to exist at all, in the absence of one of the primary reasons 
for its establishment. This consultation is a missed opportunity to reflect on what now is the purpose 
of a Cancer Drugs Fund, and whether the objectives could be better achieved by other means. 

14. We are also concerned at the timing of this consultation and how it relates to the Accelerated 
Access Review. The proposals described here essentially convert the Cancer Drugs Fund into a new 
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access route for medicines, decoupling it from other access routes. This is a step towards the 
rationalisation of access routes in England, but to take this step before the Accelerated Access 
Review publishes its final findings is perhaps premature. 

15. However, if the Cancer Drugs Fund must continue to exist, the proposals outlined in the consultation 
document represent an improvement on the current system, rationalising and linking the component 
processes in a more straightforward and reasonable manner. 

Question 2: Do you agree with the proposal that all new cancer drugs and significant 
new licensed cancer indications will be referred to NICE for appraisal? 
16. Unsure. As discussed above, we support a system for the evaluation and commissioning of 

medicines and services which would allow each to be assessed on its own merits by balancing the 
benefit it offers to patients against the cost and then funded accordingly. Requiring NICE to 
appraise all new cancer medicines and significant new licensed indications would appear to 
provide this greater fairness.  

17. However, we are concerned that there has been no indication that the capacity of NICE will be 
increased to handle this increased number of cancer medicine appraisals. In addition to requiring 
NICE to appraise additional medicines not currently subject to NICE appraisal in order for them to 
enter the scheme, these proposals also require a second appraisal to be carried out for all 
medicines on the scheme, to consider the data collected while the medicine was available via the 
CDF. The proposals also involve applying shorter appraisal timescales to cancer medicines than 
non-cancer medicines. We are concerned these arrangements would further reduce the already 
minimal capacity NICE has available for appraising medicines for non-cancer rare conditions.  

18. When a medicine is recommended by NICE, NHS England is legally mandated to fund it and 
make it available to patients within three months. NHS England is able to apportion whatever 
budget remains. However, NICE’s ability to effectively appraise medicines for rare diseases is 
constrained by their capacity and methodology, as well as the limits imposed by the Health and 
Social Care Act. 

19. The guaranteed NICE appraisal for cancer medicines would also mean that these medicines are 
not subject to the uncertainty, delays and duplicated effort common to orphan medicine 
appraisals, which we have written about at length in our patient chartersii, introducing further 
inequity. Patient representatives told us as part of our Patient Charter work that they felt that 
NICE should ensure it only appraised those rare disease medicines where such an appraisal would 
add value to the NHS without duplicating the work of NHS England. Instead, we still believe that it 
would be most appropriate for a system-wide approach to be taken when selecting the best 
access route for a medicine, ensuring due consideration is given to the appropriateness of each of 
the eight pathways and which represents the most effective use of time and resources.  

Question 3: Do you agree with the proposal that the NICE Technology Appraisal 
Process, appropriately modified, will be used to evaluate all new licensed cancer drugs 
and significant licence extensions for existing drugs? 
20. Unsure. It is not clear from the information provided as part of this consultation, whether all new 

cancer medicines will now be appraised by the Single Technology Appraisal (STA) and Multiple 
Technology appraisal (MTA) routes, as this question and the changes to the end of life criteria 
appear to suggest, or whether the cancer medicines for small populations would be assessed via 
the Highly Specialised Technologies Programme. Given that the HST programme was developed 
as an appraisal process tailored to rare disease treatments, including for rare cancers, noting that 
existing systems were not sufficient for access, it would be strange if the medicines for rare 
cancers which would now fall under NICE’s extended remit were to be appraised by a process 
which NICE itself has acknowledged is unsuited to medicines for small populations. 
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21. Historically, NICE has not been the primary route through which rare disease medicines have been 
considered for NHS-wide commissioning. There are eight formal routes through which licensed 
medicines for rare conditions can be appraised and/or commissioned in order for them to be 
made available to patients through the NHS. These are the Highly Specialised Technology (HST) 
Evaluation Programme, Single Technology Appraisal (STA) and Multiple Technology Appraisal 
(MTA) routes at NICE; evaluation through Clinical Reference Groups (CRGs) and the Clinical 
Priorities Advisory Group (CPAG) through NHS England, and the Cancer Drugs Fund (CDF), 
Commissioning through Evaluation (CtE), Clinically Critically Urgent (CCU) and Individual Funding 
Requests (IFRs), which are also managed by NHS England. 
 

22. NICE appraised its first orphaniii medicine in 2009 and since then has evaluated around 3 per 
year. This accounts for less than 10% of licensed medicines for non-cancer indications. The 
introduction of NICE’s HST Evaluation Programme in May 2013 was heralded as the route through 
which rare disease medicines would now be appraised. As we explored in our first Patient 
Charter, however, this route lacks the capacity or capability to effectively fulfil these aims, as the 
programme has been limited to evaluating a maximum of three medicines each year. 

23. Thus these proposals have the potential to be particularly problematic considering that the 
majority of the medicines not currently appraised by NICE which would be included in its 
extended remit are for small patient populations. Given NICE’s extremely limited capacity to 
effectively appraise orphan medicines, the expanded remit has the potential to further decrease 
the proportion of licensed orphan medicines that are able to access the privileged outcomes 
associated with a NICE recommendation, causing non-cancer patients to lose out.  

Question 4: Do you agree with the proposal that a new category of NICE 
recommendations for cancer drugs is introduced, meaning that the outcome of the NICE 
Technology Appraisal Committee’s evaluation would be a set of recommendations 
falling into one of the following three categories: 
i. Recommended for routine use; 
ii. Recommended for use within the Cancer Drugs Fund; 
iii. Not recommended. 
24. Agree. This seems appropriate, given the proposals. 

Question 5: Do you agree with the proposal that “patient population of 7000 or less 
within the accumulated population of patients described in the marketing authorisation” 
be removed from the criteria for the higher cost effectiveness threshold to apply? 
25. We have no comment to make on this question. 

Question 6: Do you agree with the proposal for draft NICE cancer drug guidance to be 
published before a drug receives its marketing authorisation? 
26. Unsure. While we understand the reasoning behind this proposal, these are very short timeframes 

and we question whether NICE will be able to adhere to them in practice.  

27. NICE technology appraisals under the standard process take a minimum of between 26 to 50 
weeks (depending on whether the appraisal is STA or MTA and whether an ACD is produced). The 
STA process timeline requires a positive CHMP recommendation by the 21 week mark, at which 
point according to EMA processes there is another 67 working days remaining before the EC 
decision is made and the marketing authorisation is granted. Thus in order for these processes to 
operate as proposed, licensing and HTA evaluations will need to occur effectively in parallel. 

28. We are aware from our work in this area that NICE appraisals typically take significantly longer 
than the published timelines, particularly for medicines for rare diseases. For example, 
pirfenidone received its positive decision 26 months after it was granted marketing authorisation, 
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and brentuximab’s STA appraisal is currently ongoing 38 months after it received its marketing 
authorisation. 

Question 7: Do you agree with the process changes that NICE will need to put in place 
in order for guidance to be issued within 90 days of marketing authorisation, for 
cancer drugs going through the normal European Medicines Agency licensing process? 
29. We have no comment to make on this question. 

Question 8: Do you agree with the proposal that all drugs that receive a draft NICE 
recommendation for routine use, or for conditional use within the CDF, receive interim 
funding from the point of marketing authorisation until the final appraisal decision, 
normally within 90 days of marketing authorisation? 
30. Agree. We support this principle, as we supported similar proposals for the functioning of the 

Commissioning through Evaluation programme, had any medicines been selected for this 
programme. However, we would suggest that this interim funding only being available for cancer 
medicines is inequitable, and should be applied across the board. 

Question 9: What are your views on the alternative scenario set out at paragraph 38, 
to provide interim funding for drugs from the point of marketing authorisation if a NICE 
draft recommendation has not yet been produced, given that this would imply lower 
funding for other drugs in the CDF that have actually been assessed by NICE as 
worthwhile for CDF funding? 
31. As discussed above, many NICE appraisals take significantly longer than the recommended 

timeframes. Under this proposal, a medicine which eventually received a negative decision would 
still be funded from the CDF from marketing authorisation until the decision is published. For 
example, pomalidomide which received a negative decision from NICE 19 months after it was 
granted marketing authorisation, would be funded from the CDF throughout that period. While we 
accept that the requirement for the CDF to provide interim funding pending the publication of the 
draft recommendation would potentially provide incentive for NICE to meet these strict 
timeframes, the fact that the funding was coming from the CDF rather than NICE’s own funding 
might diminish the effect. 

32. One of the major advantages these proposals have over current CDF arrangements is how CDF 
medicines will be held to broadly similar standards of clinical and cost effectiveness as other 
medicines. If this alternative scenario were implemented, a substantial proportion of CDF funds 
might continue to be spent on medicines that do not meet NICE’s cost effectiveness threshold. Given 
the proposed investment control and cost capping arrangements, this would reduce the amount of 
funding available for more clinically and cost effective drugs. 

Question 10: Do you have any comments on when and how it might be appropriate for 
the CDF in due course to take account of off-label drugs, and how this might be 
addressed? 
33. We have no comment to make on this question. 

Question 11: Do you agree with the proposal to fix the CDF annual budget allocation 
and apply investment control mechanisms within the fixed budget as set out in this 
consultation document? 
34. Agree. Overspend in the Cancer Drugs Fund has historically been paid for by top-slicing the total 

NHS England budget for the commissioning of medicines and services for rare conditions. It is 
clearly inequitable, and in conflict with the NHS Constitution, for cancer medicines that have not 
been proven to have a significant clinical benefit to be given funding precedence over efficacious 
and potentially life-changing medicines for non-cancer patients. Genetic Alliance UK therefore 
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supported a mechanism which prevents the ballooning overspending which has been seen in the 
CDF up to now. 

Question 12: Do you consider that the investment control arrangements suggested are 
appropriate for achieving transparency, equity of access, fair treatment for 
manufacturers and operational effectiveness, while also containing the budget? Are 
there any alternative mechanisms which you consider would be more effective in 
achieving those aims? 
35. We have no comment to make on this question. 

Question 13: Are there any other issues that you regard as important considerations in 
designing the future arrangements for the CDF? 
36. We have no comment to make on this question. 

 
Question 14: Do you agree that, on balance, the new CDF arrangements are 
preferable to existing arrangements, given the current pressures the CDF is facing? 
37. Agree. As described above, we are concerned that the proposed arrangements retain the 

inequitable nature of the current system, whereby patients for all not cancer conditions receive 
substantially worse access to treatments for their conditions than those who happen to have 
cancer. However, if the Cancer Drugs Fund must be retained, the proposed arrangements are 
greatly preferable to current processes. 

 

Alastair Kent OBE, Director 

                                            

i Dakin, H., Devlin, N., Feng, Y., Rice, N., O'Neill, P. and Parkin, D., 2015. The Influence of Cost-effectiveness and Other 
Factors on NICE Decisions. Health Economics, 24(10), pp.1256-1271, available at: 
https://www.ohe.org/publications/influence-cost-effectiveness-and-other-factors-nice-decisions#sthash.tkJ8DfTC.dpuf 
ii Patient Charter: Patient perspectives and priorities on NHS England’s commissioning of medicines for rare diseases. 
Genetic Alliance UK, October 2014, available at: http://www.geneticalliance.org.uk/nhsenglandcharter.htm 
iii A medicine intended for the treatment of a condition with prevalence in the EU not more than 5 in 10,000 
(http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000029.jsp) 


