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1. SUMMARY 

The Department of Health suspended the Part IX price increase mechanism from 
1 April 2006 for all products in Part IX. From 1 April 2007, the Department of 
Health re-instated it for Part IXA (excluding catheters) and Part IXR from 1st April 
2007. Subsequently 965 prices were changed in 2007/2008.  
 
245 new applications for products to be considered for inclusion in Part IX have 
been received. There was a decrease in the number of applications for products 
where nothing similar has been listed in the Drug Tariff before. There has been 
an increase in the number of “me-too” / line extensions but more of these have 
involved requests for listings with higher prices than similar products already in 
the Drug Tariff. This has meant the workload associated with the application 
process has remained constant. 
  
The majority of applications received are subsequently approved with the main 
reasons for a delay in the process being that CE documents are either missing or 
incorrect, and incomplete application forms. The majority of applications that 
remain pending for a longer period are due to the applicants compiling additional 
information to support the cost effectiveness of their product.  
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2. INTRODUCTION 

The Drug Tariff is compiled and published on a monthly basis by the NHS 
Business Services Authority on behalf of the Secretary of State as provided 
under Regulation 56 of the NHS (Pharmaceutical Services) Regulations 2005.  
Part IX of the Drug Tariff is the list of appliances and chemical reagents approved 
by the Secretary of State for supply under Section 41 of the NHS Act 1977.  This 
is the list of appliances and chemical reagents which may be prescribed at NHS 
expense by an appropriate prescriber. 
 
Responsibility for administration of Part IX of the Drug Tariff is shared between 
the Department of Health and the Prescription Pricing Division of the NHS 
Business Services Authority.  The Department of Health has responsibility on all 
aspects of policy.  The Prescription Pricing Division has responsibility to approve 
the lists of appliances and chemical reagents on behalf of the Secretary of State 
for the purposes of section 41 of the Act, to determine the prices on the basis of 
which the payment for such appliances and chemical reagents is to be calculated 
and to operate a mechanism to remove products from Part IX which have not 
been prescribed in the previous twelve months. 
 
This paper reviews the activity of the Prescription Pricing Division between April 
2007 to March 2008 with regards to the administration of the Part IX price rise 
mechanism, the application process for listing in Part IX and the mechanism for 
removing Part IX products which are no longer being prescribed 

3. PART IX PRICES 

The mechanism to allow annual price rises to products listed in Part IX is set out 
in Annex B to the Drug Tariff Part IX Guidance Notes and is an agreement 
between the Department of Health and the Drug Tariff Part IX Forum. This 
agreement applied to price rises coming into effect from 1 April 2003 for a period 
of three years. Manufacturers were required to give three months notice before 
the annual price increase could take effect and a formula related to the Gross 
Domestic Product (GDP) forecast was applied to all requests.  Requests for a 
price increase larger than that permitted by the pricing mechanism would only be 
approved if special circumstances prevailed. To date, there have been no 
requests out with the current formula. The Department of Health suspended the 
Part IX price increase mechanism from 1 April 2006 for all products in Part IX. 
From 1 April 2007, the Department of Health re-instated it for Part IXA (excluding 
catheters) and Part IXR from 1st April 2007. Manufacturers are now required to 
give two months’ notice before the annual price increase can take effect. 
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Figure 1 illustrates the change in the number of price increase requests that have 
been processed for Part IX products. 37 manufacturers submitted 53 price 
change requests resulting in a total of 965 price changes in the period April 2007 
to March 2008. This number is lower than in previous years because the price 
increase mechanism is currently suspended for Part IXB, IXC and catheters. 
These sections contain the largest proportion of Part IX products. Figure 2 shows 
the number of price increases processed for each edition of the Drug Tariff. The 
figure for July is unusually high because this was the first month price increases 
could be applied for requests by manufacturers after the price rise mechanism 
was reintroduced for Part IXA (excluding catheters and IXR).  It is expected that 
this peak will remain in subsequent years as manufacturers can only apply for 
another price increase after 12 months. The figure in June is due to the price 
increases for the generic category headings taking place in this month.   
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Figure 1.  Number of price increases processed for Part IX appliances and chemical reagents for 
the previous four financial years. 
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Figure 2.  Number of Part IX price increases processed for each Drug Tariff edition over the 

previous four financial years. 
 
The Department of Health published a further consultation on 6 September 2007 
entitled “Arrangements under Part IX of the Drug Tariff for the provision of stoma 
and incontinence appliances – and related services – to Primary Care. Revised 
Proposals”. The summary of the responses to the consultation were published in 
March 2008. The Department of Health determined that no decisions could be 
made at this point and further meetings were held with patient representatives, 
health care professionals, the NHS and industry trade associations. The 
Department intends to publish a further consulation document during spring 2008 
that seeks views on a further set of proposals. 
 
The “Drug Tariff Part IX Guidance to Manufacturers and Suppliers of Medical 
Devices” will be reviewed when the outcome of the consultations is available.  
 

4. APPLICATIONS FOR INCLUSION IN PART IX 

The application procedure for products to be listed in Drug Tariff Part IX is set out 
in the Drug Tariff Guidance Notes.  There are three criteria that an application 
must satisfy in order to be approved for listing in Part IX which are: 
 

i.     The products are safe and of good quality; 
ii.     They are appropriate for GP and, if relevant, nurse prescribing; 
iii.     They are cost effective. 
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Between April 2007 and March 2008, a total of 245 new applications for products 
to be considered for inclusion in Part IX have been received.  This represents a 
7% decrease in the number of applications made compared to the year 
2006/2007 where 263 were received.  Figure 3 illustrates the total number of 
applications received over the previous four financial years. The average number 
of applications we receive per year is 246.  
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Figure 3.  Number of Part IX applications received over the previous four financial years. 
 
The number of applications received each month continues to fluctuate 
throughout the year.  Figure 4 shows the numbers of applications received 
month-by-month and makes comparison with the data from previous financial 
years.  There is no clear correlation between the peaks observed for each year. 
During 2007/2008, the average number of applications received per month was 
20. However during February 2008, the PPD received 34 applications which is 
higher than we have received in this month in previous years.  
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 Figure 4.  Number of Part IX applications received each month over the previous four financial 
years. 

 
Table 1 shows a breakdown of the types of applications received during 
2007/2008 compared to the previous year.  The percentage of the total 
applications for “new” products has decreased from 16% to 14.3% during the 
past year. However there has been an increase in the number of “me-too” 
products from 69.6% to 71%.  The evaluation of “new” products is often more 
complex and time consuming than applications for line extensions or products 
where similar products are already listed (“me-too” products). There has been an 
increase in the number of “me-too” products where the applicant has requested a 
higher price than the currently listed items which leads to the application being 
more complex. This factor needs to be considered alongside the total number of 
applications received in order to fully consider the total workload associated with 
the application process for 2007/2008. 
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Application type Applications 

received 
2004/2005

Applications 
received 

2005/2006

Applications 
received 

2006/2007 

Applications 
received 

2007/2008
“New” products 34 68 42 35
Line extensions 62 43 38 36
“Me too” products 157 110 183 174

 
Table 1. Summary of the types of applications received during 2007/2008 in comparison to the 
previous three years.  (“New” products are those where no similar products have been listed in 
the Drug Tariff before; Line extensions are extensions to existing ranges in the Drug Tariff; “Me-

too” products are products where similar products are already listed in the Drug Tariff) 
 
A summary of the status of all applications received and processed in 2007/2008 
is provided in Table 2. 
 

APPLICATIONS RECEIVED 2007/2008 245 * 
Approved 183 ** 
Rejected 29** 
Withdrawn by company 4 ** 
Pending / On Hold 102 *** 

 
 

Table 2. Summary of applications received, approved, pending and rejected in 2007/2008  
 

(* the applications received refer to those logged between 1st April 2007 and 31st March 2008; ** 
the figures for approved, rejected and withdrawn refer to all applications processed between 1st 
April 2007 and 31st March 2008, which includes some carried over from the previous financial 
year. Therefore the sum of the approved, rejected, withdrawn and pending does not equal the 
total applications received in 2007/2008; *** the number of pending/on-hold applications is correct 
as of the 31st March 2008) 
 
The number of applications that were withdrawn during 2007/2008 has remained 
constant compared to last year.  The Prescription Pricing Division continues to 
review applications where no response has been received from the applicant for 
6 months to ensure that all applications are current. 
 
The 29 applications that were rejected during 2007/2008 were received in this 
year and the previous year.  Twenty of these applications were rejected after the 
applicant failed to respond in writing within 28 days of a minded-to-reject letter 
being sent. These minded-to-reject letters dealt with issues relating to 
manufacturers failing to respond to our request to supply additional information to 
support their application. Of the other 9 applications that were rejected during 
2007/2008, 6 were due to insufficient evidence being provided to demonstrate 
that the products were cost effective, 1 was due to the item not being appropriate 
for prescribing and 2 were deemed not cost-effective or appropriate for 
prescribing. 
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There has been one appeal during 2007/2008 from a manufacturer seeking a 
review of a decision to reject an application. The appeal panel found that the 
PPD did not act fairly and in compliance with the Drug Tariff Part IX Guidance to 
Manufacturers and Suppliers of Medical Devices. The manufacturer has made a 
further application for inclusion in Part IX, which is currently being assessed. This 
was the first appeal since the PPD took over responsibility for administering the 
Part IX approval process. The panel also found that the guidance is not 
altogether adequate in setting out what the review panel can do and considered 
that it would be helpful if the guidance was more explicit. 
 
There were 102 applications pending or on hold as of 31 March 2008. On 
average 31% of “me-too” /line extensions can be processed first time, without 
requesting further information from the applicant. This has increased from only 
15% last year.  Incorrect or missing CE documentation is still the main area 
where an applicant needs to be contacted. 54% of these requests are due to the 
applicant not providing confirmation as to which member state of Europe the 
product is registered in and 34% are due to the declaration of conformity not 
being provided. Incomplete application forms are the next highest number of 
requests to the applicant, with 64% of these requests as a result of the applicant 
not providing figures for clinical demand and estimated volume of sales.  The 
third area of main requests relates to the samples of the products, 66% of 
requests were regarding the final packaging being either missing or incorrect. 
Most commonly applicants do not provide a sample of the packaging/ label of 
each of the variants they are applying for (e.g. each different size of dressing). 
The main cause of applications remaining pending for a period of time is a result 
of the applicants being requested to compile information to support the cost 
effectiveness of their products. The Prescription Pricing Division reviews 
applications where no response had been received for 6 months to ensure that 
all applications are current. 
 
The Prescription Pricing Division approved 183 applications for products to be 
listed in Drug Tariff Part IX during 2007/2008.  Figure 7 shows the number of 
applications received in each month against those that have subsequently been 
approved. The gap between the lines represents those that have been rejected 
or withdrawn or that are pending or on-hold.  Figure 7 illustrates that the majority 
of applications received during the first three quarters of 2007/2008 have 
subsequently been approved. The number of applications approved in quarter 4 
has fallen behind due to Prescription Pricing Division resource and workload 
issues. This is likely to be resolved during quarter 1 2008/2009; we have already 
made some progress in reducing the number of applications awaiting initial 
assessment. 
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Figure 7.  Number of Part IX applications received during 2007/2008 against those that have 
subsequently been approved. 

 

5. PART IX PRODUCT REMOVAL MECHANISM 

Products that have not been prescribed for the past 12 months are eligible for 
removal from the Drug Tariff.  Manufacturers are contacted to seek agreement 
for the removal of products or to provide reasons for the product to remain 
prescribable in primary care. 
 
Between April 2007 and March 2008, agreement was reached to remove 29 
products from the Drug Tariff.  This represents a 100% increase on the number 
of items removed last year, where only 14 were removed.  This increase was 
unexplained as the removal mechanism is now in its third year, and had been 
showing a decline on the number of items removed each year since its 
introduction.  Prior to the introduction of the removal mechanism a product was 
only removed when it was discontinued by the manufacturer.  
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Figure 8 shows the number of products that have been removed from the Drug 
Tariff via the removal mechanism over the previous 3 financial years. 
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Figure 8.  Number of products removed from the Drug Tariff over the previous 3 financial years. 
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