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Purpose 

The purpose of this paper is to provide assurance with regard to the actions 
taken by the Trust to meet the requirements of the Improvement Notice 
served by the Health and Safety Executive (HSE) on 4th November 2015 in 

relation to contraventions of the Health and Safety at Work Act 1974 section 
2(1) and the Health and Safety (Sharp Instruments in Healthcare) 
Regulations 2013. 

Receive 
 

 

Approve  

Trust Objectives 

Quality People Partnership Resources 

    

Executive Summary  

The Health & Safety Executive (HSE) visited the Royal Cornwall Hospital on the 21st and 22nd 
of October 2015 as part of a proactive sharps safety programme.  This resulted in an 
improvement notice issued on 4th November 2015 giving the Trust three months, until the 2nd 
February 2016, to make the improvements required.  The improvement notice was issued 
because the HSE found that across the Trust when medical sharps were used, devices were 
not consistently provided with a safety mechanism to prevent the risk of injury from used 
needles.  
 
The Trust established an HSE Response Group to oversee the improvements required, led 
by the Medical Director.  Following an intensive programme of work, the Trust wrote to the 
Health & Safety Executive on the 2nd February 2016 detailing the actions taken to meet the 
requirements of the improvement notice with regard to the introduction of safer sharps, safe 
disposal of sharps, training in the use of safer sharps, the completion of risk assessments for 
all non-safer sharps, and actions to improve the investigation of inoculation injuries. 
 
Works continues across the Trust to further embed and build on the progress over the last 
three months. It is proposed that the number of inoculation injuries is added to the Integrated 
Performance Report so that Board members can be further assured of the impact of the 
actions taken to implement safer sharps. 
 

 Key Recommendations 

The Board is recommended to: 

 Note the assurances provided with regard to the actions taken by the Trust to 

respond to the requirements of the Improvement Notice with regard to safer 

sharps, and the ongoing actions to further strengthen compliance. 

 Endorse the proposal to incorporate monitoring of inoculation injuries within 
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the Integrated Performance Report so that Board members can be further 

assured of the impact of the actions taken to implement safer sharps, and 

embed compliance. 

 Mandate the Safer Sharps Group, supported by executive leadership and 

reporting to the Health and Safety Sub Committee on a regular basis, to 

oversee ongoing progress and strengthening of compliance over the coming 

months. 

Assurance Framework 

 This report addresses an assurance gap in the following Board Assurance 
Framework entry: 

Failure to consistently and properly implement health and safety legislation and 
guidance as a result of a historically poor health and safety culture within the Trust. 
This may impact on:  

a. staff and patient wellbeing;  

b. Trust reputation;  

c. Compliance with legal and regulatory obligations leading to prosecution and/or 
regulatory action 

Next Steps 

Ongoing assurance will be reported to the Health and Safety Sub-Committee, with the impact 
of the actions taken assured via the Integrated Performance Report in respect of a reducing 
number of inoculation injuries. 

 

 

Corporate Impact Assessment 

CQC Regulations 15 (Premises & Equipment), 12 (Safe Care and Treatment) 

Financial Implications The Trust was fined as a result of the serving of an Improvement Notice. 

Legal Implications The Trust was found to be in contravention of health and safety 
legislation.  This report provides assurance of the actions taken to meet 
the requirements of the Improvement Notice. Non-compliance with an 
Improvement Notice usually leads to a prosecution. 

Equality & Diversity No issues identified within this report. 

Performance Management  It is proposed that assurance of a reduction in inoculation injuries is 
monitored via the Integrated Performance Report. 

Communication  This assurance report sets out the various mechanisms used to 
communicate with staff across the Trust with regard to safer sharps. 

 

Acronyms / Terms used in Report  

HSE Health & Safety Executive 
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Assurance Report on Sharps Safety Compliance following Health and Safety 
Executive Improvement Notice 

 

 

 
1. PURPOSE 

The purpose of this paper is to provide assurance with regard to the actions taken by the Trust 
to meet the requirements of the Improvement Notice served by the Health and Safety Executive 
(HSE) on 4th November 2015 in relation to contraventions of the Health and Safety at Work Act 
1974 section 2(1) and the Health and Safety (Sharp Instruments in Healthcare) Regulations 
2013. 
 

2. BACKGROUND 
 
The Health & Safety Executive (HSE) visited the Royal Cornwall Hospital on the 21st and 22nd of 
October 2015 as part of a proactive sharps safety programme to examine compliance with the 
Health and Safety (Sharp Instruments in Healthcare) regulations 2013.  This resulted in an 
improvement notice, one of 33 across the country, being issued on 4th November 2015 giving 
the Trust three months, until the 2nd February 2016, to make the improvements required.   
 
The improvement notice was issued because the HSE found that across the Trust when 
medical sharps were used, devices were not consistently provided with a safety mechanism to 
prevent the risk of injury from used needles.  
 
2.1 Assurance of actions taken to meet the requirements of the Safer Sharps 

Improvement Notice  
 
Following the issue of an Improvement Notice with regard to Safer Sharps, the Trust 
established an HSE Response Group to oversee the improvements required, led by the 
Medical Director.   
 
Following an intensive programme of work, in terms of both complexity and scope, the Trust 
wrote to the Health & Safety Executive on the 2nd February 2016 detailing the actions taken to 
meet the requirements of the improvement notice with regard to the introduction of safer 
sharps, safe disposal of sharps, training in the use of safer sharps, the completion of risk 
assessments for all non-safer sharps and improvements to investigations of inoculation injuries. 
  
The report set out below sets out the contraventions identified in the HSE Improvement Notice 
(shown in italics), along with the a summary of the resultant actions taken by the Trust.   
 
1. Health and Safety (Sharp Instruments in Healthcare) Regulations 2013- Regulation 5(1)(b) – 

Improvement Notice JVH/30/10/15 compliance date 2nd February 2016 

Where it is not reasonably practicable to avoid the use of medical sharps, the above 

Regulations require employers to substitute traditional, unprotected medical sharps with a 

“safer sharp” where it is reasonably practicable to do so. Your records show that you had 
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introduced safer cannulas across the trust in 2012. The incident statistics for period 1st April – 

27th October 2015 confirm that staff has reported inoculation injuries have occurred from use of 

traditional blood-letting devices, hypodermics and insulin devices during this period. You failed 

to implement safer devices consistently across the hospital.  

In the last three months the Trust has introduced the following: 

 Safer sharps devices to replace hypodermic needles (in the vast majority of 

applications), subcutaneous infusion devices, blood collection devices and stitch cutters, 

with safer sharps devices. The exceptions are those very specialist applications such as 

lumber puncture and neo-natal devices where the Trust has, so far, been unable to 

identify a suitable replacement product.  

 Safer sharps product to replace pre-filled Fragmin syringes.  (The Department of Health 

procurement function has not made provision so far to replace other pre-filled products.) 

 Blunt fill needles where there was not already a product.  

 Safer sharps for insulin administration where this is carried out by staff. A risk 

assessment has been undertaken where existing devices prescribed to patients are 

used. 

 Safer sharps devices to replace scalpels in all areas except Theatres, Dermatology and 

Pathology. These areas are not able to implement the general safer sharps scalpel that 

has been identified as suitable for other areas across the Trust, or the product 

previously trialled in Theatres, due to the procedures and range of sizes required, but 

staff are working with the Procurement team to source a more suitable alternative for 

their requirements. Whilst this sourcing is undertaken, risk assessments have been 

completed to minimise risk from use of the non-safety products. 

Where devices with safer sharps have been introduced, the original non-safe product has been 
removed from the ward or department. 
 
The replacement of blood gas syringes to safer arterial blood gas devices is programmed to 
commence this week and will be undertaken in a planned and controlled way that reflects the 
complexity of the procedure.  This is expected to be completed by the end of March 2016. 
 

The Procurement team is in liaison with other Trusts who have implemented safety products in 

order to learn from their experience and the products they have introduced. In addition, the 

Procurement team is represented on the Trust’s Safer Sharps Group in order to report on new 

products being introduced to the market and to ensure that, once product selection has been 

made, arrangements are made to manage introduction and continuity of supply through the 

Trust’s prime wholesaler (NHS Supply Chain). 

 

Data provided by the Procurement team is enabling the Trust to identify and monitor the 

products being used in different clinical areas, and will be part of the monitoring reports going 

forward to ensure that the changes are embedded and sustained. 

 
2. Health and Safety (Sharp Instrument in Healthcare) Regulations 2013- Regulation 5(1)(c) - 

Prevent re-capping of needles. 
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The above regulations require that needles must not be recapped after use unless a risk 

assessment has identified that recapping itself is required to prevent a risk. In these limited 

cases, appropriate devices to control the risk injury to employees must be provided. During the 

inspection there were a number of recapped needles in the sharps bin. This practice does not 

comply with the above regulation. You are to ensure that employees do not recap needles. 

The potential for recapping needles has been vastly reduced with the replacement, introduction 

and full training in safer sharps devices such as hypodermic needles. The training in the safer 

sharps devices has been given by the manufactures; Becton Dickinson and Sol-Care 

Millennium. In addition, the sharps bin manufacturers, Daniels, have re-trained staff in their use 

and safety. 

The Trust has communicated with staff on the use of safer sharps. This has included Senior 

Leaders Team Talk and associated cascade, One-and-All Email Briefing, Hot Topics and Ward 

and Departmental Safety Briefings. The Safety Briefings attendance is recorded formally and 

there is also revised information posted on wards in appropriate locations. 

Pharmacy Technical Services is the only area where recapping of needles continues, and this 

is carried out using a specific recapping block safety device. Pharmacy has a documented risk 

assessment and procedure to ensure the safety of this task which is carried out as part of the 

preparation of drugs (in a clean environment). 

Spot check audits of sharps bins are taking place to ensure that there is no re-capping and 

appropriate actions are undertaken in respect of audit findings. 

Where safer sharps devices have been introduced or replaced existing devices, then full 

training on the device, including its safety features, has been given by the manufacturer. 

Representatives from Becton Dickinson visited the hospital over a two week period 

commencing 23rd November 2015. They visited all wards and departments to provide 

instruction to the staff on duty as to how to use the BD Eclipse safety hypodermic needle, the 

BD Blunt fill needle and the Safe-T-Intima sub cutaneous infusion device. Written information 

was also provided. A cascade method of training has been adopted and this is being supported 

by the Trust’s Learning & Development Team.   

On 20th, 21st and 22nd January 2016, representatives from Becton Dickinson and Sol-

Millennium visited wards to provide instruction on the use of the BD auto shield duo insulin pen 

safety needle and the Sol-Care insulin safety needle. Again training on the use of these 

products was provided to staff on duty at the time and a cascade method of training adopted. 

Training packages were left on the wards as a resource for the staff to use and a link to the BD 

auto shield video communicated to ward sisters and to all staff via the one-and-all daily bulletin. 

Follow-up training has been provided by the Trust’s Learning and Development Team who 

have also provided training on the BD auto shield duo and Sol-Care insulin safety syringe to 

staff at the West Cornwall and St Michael’s sites. Instruction on their use has also been added 

to the mandatory training sessions. 

Records of all training are being collated via the Electronic Staff Record.  The majority of 

cascade training has been completed, and it is proposed that all training will have been 

completed by the end of February 2016. 
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3. Health and Safety (Sharp Instruments in Healthcare) Regulations 2013- Regulation 5(1)(d) 

The above regulation requires instruction for staff on safe disposal and clearly marked 

containers. Instruction for staff on safe disposal of sharps must also be placed in those areas. 

The aforementioned statistics indicate that there have been inoculation injuries and near 

misses by used sharps not being disposed of correctly. In addition, an audit carried out by 

Daniels highlighted a number of sharps boxes which were inadequately fitted together and were 

not secure. You need to identify where these failings occurred and provide additional training to 

relevant employees to prevent recurrence. 

The Daniels audit identified 20 areas where the sharps boxes were inadequately fitted together 

and not secure, and the following action has subsequently been taken in each of these areas: 

 Representatives from Daniels have provided training and information on the correct 

method of assembly, colour coding, storage and correct disposal of items. 

and/or 

 Information has been provided with regards to correct assembly and is being discussed 

with their teams in their safety briefings this week. 

In total 41 locations within the Trust (including 9 of the areas identified by the Daniels audit) 

were visited by representatives from Daniels and 217 staff were spoken to, with written 

information also provided to these areas. 

4. Health and Safety (Sharp Instruments in Healthcare) Regulations 2013-Regulation 6(4) 

Where safety devices are used, training should be appropriate to ensure that your employees 

know how to work safely and without risks to health with the specific sharps equipment and 

procedures that they will use. There was a number of eclipse needles noted whose guards had 

not been activated prior to disposal in a sharps boxes. You are to ensure that employees 

receive appropriate training when implementing and using safer devices. 

The Trust has implemented a full training programme for the new safer sharps products. This 

now forms a part of yearly mandatory updates for all clinical staff provided by Learning & 

Development. The activation of the safety device for eclipse needles forms part of this training. 

Further items identified during the inspection: 

The regulations require a risk assessment prior to using a non- safety device. There were no 

suitable and sufficient assessments produced prior to the use of non-safety devices. In theatres 

a nurse demonstrated how to make a suture needle safe when not in use, and this required the 

nurse to handle the needle with her fingers. You need to review all activities where employees 

use non-safe devices and ensure that they are suitably assessed. The assessment should also 

identify the additional controls to prevent injury and should include devices brought into hospital 

by patients. 

Risk assessments have been completed for all areas where non-safer devices are still in use. 

 
The safer sharps regulations require investigation of inoculation injuries. The line manager 
comments on the Datix system cannot be considered an investigation as the majority refer to 
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management of the injured person as opposed to how to prevent injury from occurring. An 
incident investigation should confirm if a safer device had been used, if not had a risk 
assessment been completed and it should identify the root cause in order to prevent 
reoccurrence. You need to review your statistics and identify areas where additional training 
may be required by managers. 

A generic training programme for incident investigation and root cause analysis has been rolled 
out and there are monthly sessions available for staff to attend. Specific one-to-one training is 
also offered on an ad-hoc basis by the Quality, Safety & Compliance Department. All 
investigations are quality assured and approved by the Divisional Management Teams for the 
areas where the incidents took place. The Datix incident investigation system has had specific 
questions added so that in the event of an inoculation injury it is possible to obtain more 
detailed information on the incident and establish the root cause. More recently, a system has 
been implemented to enable all inoculation injuries to be reviewed at the Sharps Safety Group. 
This has flagged the need for on-going work to further improve incident investigations. 

2.2 Ongoing compliance 
 
Works continues across the Trust to further embed and build on the progress made over the 
last three months. It is proposed that the number of inoculation injuries are added to the 
Integrated Performance Report so that Board members can be assured of the impact of the 
actions taken to implement safer sharps. 

 
The Trust has made significant progress over the last few months.  However, it recognises that 

there is ongoing work to ensure that actions are fully embedded and compliance continues to 

strengthen.  To protect the organisation, staff and patients the following principles and actions 

have been agreed:  

a. The programme to replace further traditional sharps with safety products will 

continue. 

b. There will be ongoing inspection, challenge and audit of sharps usage, practice and 

disposal. 

c. Specific incident investigation training will be provided to Ward Managers 
responsible for investigating inoculation injuries during March 2016, and incidents 
relating to inoculation injuries will continue to be scrutinised by the Sharps Safety 
Group for quality assurance. 

 
It is recommended that the Safer Sharps Group has executive leadership and reports into the 

Health and Safety Sub Committee on a regular basis. 

 
3. Conclusion. 

This assurance report sets out the actions taken by the Trust to meet the requirements of the 

Safer Sharps Improvement Notice over the last three months.   

The HSE may well undertake a follow up visit to check compliance.  They have already sought 
further information as well as updates on progress following the letter sent to them earlier this 
month (these are all covered off within this assurance report to the Board).   
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The Trust is committed to ongoing scrutiny, focus and support with regard to new products, risk 

assessments, procedures and training to maintain progress and embed compliance with 

revised procedures and newly introduced products. 

4. Recommendations. 

The Board is recommended to: 

 Note the assurances provided with regard to the actions taken by the Trust to respond 
to the requirements of the Improvement Notice with regard to safer sharps, and the 
ongoing actions to further strengthen compliance. 

 Endorse the proposal to incorporate monitoring of inoculation injuries within the 
Integrated Performance Report so that Board members can be further assured of the 
impact of the actions taken to implement safer sharps and embed compliance. 

 Mandate the Safer Sharps Group, supported by executive leadership and reporting to 

the Health and Safety Sub Committee on a regular basis, to oversee ongoing progress 

and strengthening of compliance over the coming months. 

 


