Proposed high level changes in the Compliance and Enforcement Policy
Our Compliance and Enforcement policy sets out how we manage concerns about regulatory compliance. The policy is part of a suite of documents that also includes the Indicative Sanctions Guidance and the Indicative Applications Guidance.

We plan to update this suite of documents based on learning from recent experiences and feedback from our Authority members and committee Chairs.

The policy is a living document that guides the compliance team when there are difficult decisions to be made. Experience suggests that the current policy is broadly effective but some changes as outlined below could improve transparency.  We plan to update the policy to clarify that:
· management review meetings are held to determine if there is a concern that warrants further regulatory action 

· decisions on the escalation of concerns are based on evaluation of the actual or potential risks to the safety of patients, gametes and or embryos

· where there have been observations of non-compliance that have or may pose a risk to the safety of patients, their gametes or embryos or where a serious breach of the Act is suspected, an inspection including potentially forensic scrutiny of some or all of a centre’s practices may be undertaken. 
where any investigation, informal or formal, identifies that improvement is needed a report is drafted and referred to the licensing committee 

Matters to be considered on renewal or grant of a licence as referenced in indicative applications guidance
The current indicative applications guidance sets out the matters that a licensing committee (LC) (either the Licence Committee or the Executive Licensing Panel) will normally take into account when deciding the length of a licence.

The table below sets out how we plan to change guidance on matters the licensing committee takes into account when deciding on the length of a licence, whether a first licence or a renewal. 
	Current guidance on matters that a licensing committee will normally take into account when deciding the length of a licence
	How this is currently referenced in an inspection report 
	Planned change

	Adherence to the regulatory principles published by the Authority
	Reports are currently structured to report inspection findings with reference to regulatory principles. However, the report does not specifically comment on compliance with principles.
	We plan to remove reference to regulatory principles from the applications guidance.

	History of compliance with statutory requirements, general directions, licence conditions and the Code of Practice
	A clinic’s ‘history of compliance’ is commented on explicitly in inspection reports. Information about a clinic’s history is also contained in minutes made available to the licensing committee. 
The assessment of a centre’s ‘history’ of non-compliance is a very significant factor in informing the Executive’s recommendation relating to the duration of any licence to be granted. 
Where there has been failure to implement recommendations for improvement and/or take appropriate action with respect to alerts, advice or guidance, there may be justifiable reason to return to a clinic earlier than the two year norm so that evidence of the implementation of effective corrective action can be reviewed in the course of a focused site visit. This is not meant to be punitive but is intended to encourage and ensure regulatory compliance.
	We plan to amend guidance so that it is clear that consideration of the clinic history should routinely include (but not be restricted to) consideration of the committee minutes from the time of the clinic’s last renewal or four years (if the licence was renewed less than four years prior to the application under consideration); implementation of recommendations made at the time of the last inspection; and co-operation with any alerts, advice and/or recommendations made in the intervening time.  

	Compliance with recommendations made by Licence Committee, Executive Licensing Panel and/or Compliance Department
	See above – this is captured in consideration of a clinic’s history
	We plan to remove this from the applications guidance

	Status of the quality management systems in place at the premises to be licensed.
Status of the premises and facilities at the premises to be licensed.

Timely provision of accurate Register data to the Authority.
	All non-compliance with statutory requirements - including these aspects of practice - is commented on in inspection reports. These three aspects of compliance have no unique role in ensuring the safety of gametes, embryos or patients.

In the absence of assurance that the PR has or will ensure compliance with statutory requirements then the statutory test for issue of a licence (as outlined in decision trees) cannot be met and a licence cannot be recommended or granted. 

Even if a report documents a large number of non-compliances, where there has been a prompt and effective response it is recognised that the risks associated with non-compliance have been mitigated. Where the PR’s response indicates failure to commit to making improvements or even failure to appreciate the seriousness of non-compliance, there may be reduced confidence that compliance can be assured in the future and therefore there may be justifiable reason to return to a clinic earlier than the two year norm so that evidence of the implementation of effective corrective action can be reviewed in the course of a focused site visit. As above, this is not meant to be punitive but is intended to encourage and ensure regulatory compliance.
	We plan to revise guidance to note that when considering the duration of a licence the committee should consider the scale of non-compliance; the PR’s apparent understanding of the impact of the non-compliance; the PR’s commitment (or otherwise) to implement corrective actions within agreed timescales; and most importantly, the risks to safety of patients, their embryos or gametes and or the quality of service of non-compliances as they remain at the time that the decision is being made.


	Number of incidents reported by the clinic in comparison to the average number of incidents reported per clinic
	The Executive does not compare the number of incidents reported by clinics. Serious incidents (grade A and some grade B incidents) are the subject of reports to a licensing committee.

Any reference to specific incidents in routine inspection reports could have the effect of deterring open and transparent incident reporting and this in turn could impact on opportunities for learning from incidents. 

When considering an incident investigation report, a LC takes account of risks of any non-compliance or failure identified in the investigation and the clinic’s history and this ensures that consideration is given to incidents in matters of licensing.
	We plan to remove reference to these matters in the guidance.

	Number of complaints made to the Authority against the Clinic in comparison to the average number of complaints per clinic
	The Executive does not compare the number of complaints made against clinics and this is not referenced in inspection reports. The number of complaints received by the HFEA is small and they are often beyond the remit of the HFEA to investigate. 
Should a complaint investigation identify serious concerns that warrant recommendations for improvement or even regulatory sanction, this would be escalated to a licensing committee in a separate report so, as with incidents, there is assurance that where relevant, consideration is given to complaints in matters of licensing.
	We plan to remove reference to these matters in the guidance. 

	Number of multiple embryo transfers in comparison to the annual range set by the Authority
	The number of multiple embryo transfers is not a proxy for multiple live birth rates or multiple clinical pregnancy rates. 

Clinics receive alerts from the HFEA’s risk based assessment tool where there is an upward trend in their clinical multiple pregnancy rate. Clinics are expected to investigate the reasons for the trend and where appropriate to implement improvements. Monitoring of clinics’ clinical multiple pregnancy rate is continuous.
	We plan to remove reference to these matters in the guidance in acknowledgement that compliance with the multiple births target is captured in general consideration of regulatory compliance.

	Number of live births in comparison to the national average
	These data are commented on in all reports.

Clinics receive alerts from the HFEA’s risk based assessment tool where there is a downward trend in their success rates. Clinics are expected to investigate the reasons for the trend and where appropriate to implement improvements. Monitoring of clinics’ success rates is continuous.

A clinic’s response to performance alerts is commented on in inspection reports and so issues of persistent poor performance play a part in the decision on the duration of licence to be recommended. However, this matter goes to the quality of service provided rather than regulatory compliance. Like regulatory compliance, the quality of service is a significant factor in determining the recommendation about the duration of a licence. It is noted however that success rates form only a part of the assessment of quality of service.
	We plan to revise guidance to note that when considering the duration of a licence, the committee should also consider the quality of service provided. To assure consistency and proportionality consideration of quality should be based on observation of the clinic’s long term trends in success rates, clinical multiple pregnancy rates; and feedback provided by patients.


Guidance on the length of licences 

The table below sets out our planned approach to determining the length of a licence.
	Length of licence
	Planned criteria for determining the length of a licence

	Four years
	We plan to issue a four-year licence where: 

· a clinic has taken appropriate action in relation to any non-compliances identified as posing a risk to patients, their gametes or embryos;

· the PR has given a commitment to the implementation of all the required recommendations in relation to critical and major non compliances

· the clinic’s history suggests that the PR has previously implemented recommendations for improvement and or advice and guidance
· there are no serious concerns about the quality of service based on observation of success rates; multiple birth rates; and patient feedback

	Three years
	We plan to issue a licence for three years where a clinic has:

· a history that indicates a previous failure to implement recommendations for improvement in the time since the last licence renewal;

· where there is no history (as with a new clinic for example)

· there are concerns related to quality of service

	Two years
	We do not plan to issue two year licences as a norm

	One year
	We plan to issue a licence for one only where concerns are particularly serious and a full review of all practices within a year is warranted

	Adjournment and/or issue of Special Directions
	Where there is a history that suggests serious concerns about a PR’s ability to ensure regulatory compliance, we plan to recommend that consideration is given to adjourning a decision (perhaps requiring issue of Special Directions) pending the submission of further evidence


Factors which a licensing committee may consider to be aggravating features when considering whether to impose regulatory sanctions
	Guidance on aggravating features as currently referenced in the indicative sanctions guidance
	Comments on these features
	Planned amendment to indicative sanctions guidance

	Failure to obtain required consents relating to use/storage of gametes and embryos and/or to keep proper records of such consents
Failure to comply with consents relating to use/storage of gametes and embryos
Failure to comply with witnessing protocols and procedures
Failure to comply with multiple birth minimisation strategy without good reason
Failure to provide Authority with information required to be included in the Statutory Register under Section 31 of the Act (critical information about donors for example)
	The HFEA’s risk based assessment tool (RBAT) recognises 

· consent failures

· incorrect identification of gametes/embryos

· multiple pregnancy 

· incorrect or incomplete information on donors

as four of the six most significant  risks associated with IVF treatment.

RBAT also considers the following as significant risks of IVF: 

· Cross infection of gametes, embryos or patients

· Damage or loss of gametes or embryos

Where a clinic fails to ensure suitable practices are in place to mitigate these key risks, regulatory sanctions may clearly be warranted. It should be acknowledged however that non-compliances with respect to these areas of practice are common and regulatory sanctions would not usually be considered necessary unless a clinic failed to act on recommendations for improvement.
	We plan to amend the guidance to clarify that failure by the PR to ensure that suitable practices are used to ensure the safety of patients their gametes or embryos and or the quality of service provided and or the quality of service provided to be referenced as an aggravating feature in the indicative sanctions guidance.




	Breach of patient confidentiality 
Breach of statutory storage periods for storage of gametes/embryos 
Failure to notify Authority of incidents 
Failure to properly investigate complaints from users of, or persons affected by, the service offered by the clinic 
	Non-compliance with statutory requirements – including these aspects of practice - is commented on in reports and influences any recommendations on the grant or otherwise of a licence. 

Where failure to ensure compliance with these (or any statutory requirements) has implications for the safety of patients, their gametes or embryos then this might lead to a conclusion that the PR has failed to ensure the use of suitable practices and, therefore, to discharge their duty.
	We plan to remove reference to these features from the indicative sanctions guidance.

We plan to add to the indicative sanctions guidance that failure by the PR to ensure compliance with the conditions of the licence, where this may carry a risk to the safety of patients their gametes or embryos and or the quality of service provided is an aggravating feature.

	Repeated breaches of licence conditions or failure to comply with Directions issued by the Authority 
Failure to comply with recommendations or warnings made by Inspector/Compliance Department
Failure to comply with recommendations or warnings issued by Licence Committee
	The history of compliance is commented on in inspection reports and influences any recommendations on the grant or otherwise of a licence.
	We plan to remove reference to these features from the indicative sanctions guidance.

These matters are captured in the recommendations suggested above.

	Dishonesty
Failure to co-operate with investigation or inspection 
Failure to notify Authority of material change in circumstances
	These matters go to the suitability of the PR.
	We plan to revise the guidance to reflect that it will be considered an aggravating factor where the person responsible ceases to be considered a suitable person to supervise the licensed activity by virtue of dishonesty and or failure to cooperate with investigations particularly where this may compromise the safety of patients their gametes or embryos and or the quality of service provided.

	Abuse of trust/position

Disregard for system of regulation

Disregard of generally accepted/established guidelines or Code of Practice

Failure to respond to correspondence from Authority
	Assessment of these matters is considered likely to be subjective
	We plan to remove this from the indicative sanctions guidance.

	
	The indicative sanctions guidance is not currently aligned with the Act in that it does not  reference that the following may be grounds for revocation or suspension of a licence:

· failure to ensure the suitability of staff;

· failure to ensure that proper equipment is used

· failure to ensure the suitability of premises
	We plan to revise the guidance to reflect that it will be considered an aggravating factor where the person responsible fails to ensure suitability of staff; that proper equipment is used and that premises are suitable particularly where this may impact on the safety of patients their gametes or embryos and or the quality of service provided.


