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Brief outline of proposed new, withdrawn, or amended regulatory activity 

1. ONR regulates all movements of civil radioactive material in GB and approves the 
designs of packages used to carry high-hazard radioactive materials associated with the 
civil nuclear industry and non-nuclear sectors such as hospitals and industrial 
radiographers. As a Competent Authority, ONR assesses package design approvals for 
road and rail and also for sea and air on behalf of Civil Aviation Authority and Maritime 
Coastguard Agency to ensure they are built to robust quality management systems, and 
that these packages are correctly used and maintained.  
 

2. This new guidance is primarily for use by dutyholders and provides advice on how to 
make an application for a radioactive material package design that requires Competent 
Authority approval. 
 

3. The document updates the 2001 Applicants Guide, to reflect changes in the regulations, 
the regulatory framework, the transfer of radioactive material transport responsibilities 
from DfT to ONR, and general and specific policy changes to align more with the wider 
ONR approach.  The new guide is written to try and promote a better quality and ‘right 



first time’ safety case so it is hoped that it will have a positive effect on safety cases and 
reduce the burden of re-writes. 
 

4. One significant change since the 2001 version is that technical details have been 
removed and will be documented in bespoke Transport Technical Assessment Guides 
(TAGs).  TAGs are guidance to ONR’s Specialist Inspectors (and industry) on regulatory 
decision making. They are published for the industry to aid understanding of ONR’s 
processes.  Consequently, there will be three new TAGs to replace the previous 
technical provisions of the Applicants Guide1. 
 

5. Amendments to the guide introduced in July 2016 introduced a policy on how to deal 
with applications where the applicant has seemingly stopped working on improving the 
safety case following reasonable questioning from ONR.  The policy will mean that 
legacy applications may be formally closed, which will save ONR time in pursuing the 
applicant for information and managing long-standing applications. The cost of reading 
the new paragraph is negligible.   
 

6. There are no other consequential changes to ONR procedures. The guidance does not 
place any additional burden on industry, as the process itself and how regulatory 
decisions are made remain unchanged. 
 

7. Under ONR’s openness and transparency policy the guide has been published and is 
available for dutyholders to read on the ONR website. 

 

Which type of business/industry will be affected?  How many are estimated to be 
affected? 

8. The guidance will affect organisations who apply to ONR for the approval of their 
package designs and/or shipments – about 20 organisations in the UK from the 
combined nuclear and non-nuclear sectors.  This estimate is based on applications from 
recent years.  Within those organisations the impact is on the ‘Design Authority’ function 
i.e. the group who put together Package Design Safety Reports (PDSRs), which is on 
average about five people per organisation.  It is not expected that dutyholders will have 
to significantly amend their PDSRs as a result of this guidance.  Applications are 
generally steady over time and ONR actively seeks to smooth the process if peaks and 
troughs are anticipated.  
 

9. There are very few applications that will be affected by para 5 – conservatively assume 
three per year (based on previous records).  There is a historical complication here in 
that applications for approvals used to be done free of charge by ONR, however 
charging was introduced alongside the introduction of the Energy Act in April 2014.  ONR 
wrote to applicants ahead of the introduction of charges and advised that any 
applications received before a certain date would be completed free of charge.  The 
resulting surge in applications caused an influx of applications that have now mostly 
been completed; and at present only three applicants still have nominally ‘free’ 
applications with us.  ONR considers that the ‘free’ period has exceeded what is 
reasonable and so Applicants with legacy applications that are not being progressed will 
have these applications rejected or will have to start paying for ONR assessment 
resource. This is also fuelled by the fact that grant from DWP to cover this activity, will 
not be available in 17/18.  It is expected that those organisations affected will resource 

                                                 
1 The TAGs will be forwarded to the RPC as a separate BIT assessment.  



the remaining work in good time or are content to have their application closed 
(suggesting that it was speculative at the time of application).     
Furthermore, it is assumed that any future, rejected application will be re-submitted (as 
the business need will likely still exist for the package).  When that revised application is 
sent in it is likely to benefit from the initial round of ONR questions and so is more likely 
to be a fit-for-purpose application with negligible re-work necessary.  The costs incurred 
up to the point of rejection will not, therefore, be nugatory and so will not be an additional 
cost to the applicant.  The ONR assessment process is otherwise the same as before 
this guidance was put in place. 

 

Please set out the impact to business/industry clearly with a breakdown of costs and 
benefits 

10. The direct effects expected relate to one-off and then ongoing familiarisation with the 
guidance document. The number of Applications for approvals per dutyholder is not 
relevant as the assessment process is the same as before the guidance was put in 
place.   
 

11. The guidance will aid consistency in inspection practice and improve visibility of ONR’s 
expectations; thereby promoting compliance amongst organisations affected. There are 
no additional requirements introduced through this guidance and no additional 
inspections are necessary because of this guidance.  
 

12. The guidance document replaces an out-of-date and much longer document (46 pages) 
and is 16 pages long (8971 words).  There are no significant new requirements only 
clarification and codification of current policy and practices.  Based on a 200 
words/minute reading speed then this document would take less than 45 minutes2 to 
read.  Assuming 3 reads are necessary for comprehension then 2.24 hours of duty-
holder time are necessary.  Assuming that 20 duty-holders will apply for approvals each 
year and that five people from the dutyholder organisation will read this guidance (and 
they cost on average £47.86/h3) then the cost to industry is (conservatively): 
 
20x5x47.86x135/60=£10,769 one off cost 
 

13. In subsequent years ONR anticipates 50% of the 20 dutyholders specialising in design 
authority may wish to re-read the guidance for familiarisation, resulting in an annual cost 
of £5385.  
 

14. However, as the new guide is about a third of the size of the old guide there are likely to 
be reductions in costs as industry become familiar with the new document.   
The previous document was 46 pages (16820 words) long, but as it had been in 
existence for over 10 years there would not be the same need to re-read for 
familiarisation so assume only one read would be necessary.  The time to read the old 
guidance would therefore be 16820/200 = 1.4 hours and a cost to industry each year of: 
20 x 5 x £47.86 x 1.4 = £6700 / 2 (50% described in para 13) = £3350 
 
The difference in costs of rereading the old and new document is therefore: 

                                                 
2 Based on RAS Group Guidance: valuation of guidance gives an estimate of around 200 words per minute and assuming that 
three readings are required for understanding (8971/200 = 44.8x3 =134.4 minutes) 
3 Based on ASHE 2015 figures for ‘professional occupation’ of £716.70 per week which we have doubled to £1433.40, given 
the skilled nature of nuclear assessment work and the profit margins of an operating facility (diversion of labour), over a 36 
hour week and uplifted by 20.2% to account for non-wage labour costs. 



 
£10,769 - £3350 = £7419 increase in costs in year 1 
£5385 - £3350 = £2035 savings / reduction in costs in subsequent years 

 

Please provide any additional information (if required) that may assist the RPC to 
validate the BIT Score 

As the net impact to business is estimated at less than £50k per annum, the BIT score is 
rounded to zero, in accordance with the Better Regulation Framework manual.  

 


