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The Starting Point

• “…anyone who is invited into Hospitals or areas of 
clinical care in an advisory capacity is bound by the 
same legal and ethical obligations as those employed 
within the NHS”.   

• Department of Health, Confidentiality: NHS Code of 
Practice, July 2003.



So how many reps are there?

    For example, in one of the major UK teaching 
hospitals there are in excess of twelve thousand 
company representatives present in patient care 
areas every year. In the wider context there are 155 
acute trusts in England and 14 Health Boards in 
Scotland. 

Anne Rhodes 2015. Published on Barema website.



And what about consent?



Drivers of credentialing  
professional registration

Openness and 
transparency

Patient safety  
& assurance

Managing conflicts of interest in 
the context of the regulatory 
framework for professionals

PSA has oversight of all registers – 
both statutory (eg GMC, NMC) and 
voluntary



The journey so far
• Aug 2014: NHS England announced a review into how life sciences 

industry personnel are authorised to access primary and secondary care 
settings – a process referred to as ‘credentialing’.

“This review will enable us to identify good practice 
that can be used to inform a set of principles and 
standards that NHS organisations will be encouraged 
to use and adopt, making it easier for them to work 
with industry.” 

 Prof Sir Bruce Keogh,  
NHS England Medical Director



The Register
• The Life Science Industry (LSI) register will provide a national database 

for Life Sciences sector staff who interact directly with the NHS front-line 
staff and/ or patients. This will include provider organisations and CCGs. 

• The LSI register aims to be Professional Standards Authority accredited, 
to promote patient safety and provide assurance for NHS 
organisations

Steering Group Members:



• Fitness to practice

• Code of professional 
conduct

• Continuing professional 
development

SCOPE OF 
STANDARDS

• The core skills component of the standards will be based on those expected for NHS 
employees at healthcare assistant grade, including information governance.



Work to date
• Draft standards and register rules written  

• Engagement across industry – staff from all backgrounds 

• Academy for Healthcare Science providing technical solution and 
assurance for the register 

• Application delivered to Professional Standards Authority who are 
going to champion this project due to its benefits to patients. 

• Investigating options for training provision 
― work progressing on how this will be delivered & quantifying benefits



What is the Professional Standards Authority?

The Professional Standards Authority for 
Health and Social Care promotes the 
health, safety and wellbeing of patients, 
service users and the public by raising 
standards of regulation and voluntary 
registration of people working in health and 
care. It is an independent body, accountable 
to the UK Parliament.



Levels of Access

• Tier 1 No interaction with patients or relatives.  
• Tier 2 Possible interaction with patients or 

relatives in areas where no invasive procedures 
are taking place.  

• Tier 3 Possible interaction with patients or 
relatives in areas where invasive procedures are 
taking place. 



Overview of training requirements.
 ‘Non-clinical’ setting 

(Tier 1)
‘Clinical’ setting 

(Tier 2)
‘High risk’ setting 

(Tier 3)

DBS • None • Standard (only if patient 
interaction)

• Standard

Health Status • Recommended 
immunisations: Seasonal 
flu

• Recommended 
immunisations: TB, 
tetanus, polio, Seasonal 
flu, MMR

• Recommended 
immunisations: TB, 
tetanus, polio, Seasonal 
flu, MMR 

• Hep B mandatory in 
specific circumstances

Training • Basic Package 
• Legal Package

• Basic Package 
• Legal Package 
• Clinical Package 

• Basic Package 
• Legal Package 
• Clinical Package  
• Critical Care Package



Training packages.

Basic package: Working in the NHS, Code of Best Practice, product/application 
Legal package: Bribery Act/”Sunshine” rules, Procurement Rules, Competition laws 
Clinical package: infection control, patient safety, Information Governance including 
Patient Confidentiality  
Critical Care package: theatre access training and/or critical care access and/or 
paediatrics as appropriate 



Who does what?



The next steps
• Rollout across the NHS 
• Appointments 
• Registry ID 
• Central database of all free equipment samples 

dropped off within a Trust 
• Changes to consent forms



Any questions?


