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These Frequently Asked Questions (FAQs) are relevant to the CNST Maternity Clinical Risk Management Standards.

Separate FAQs relevant to the NHSLA Risk Management Standards for NHS Trusts providing Acute, Community or Mental Health & Learning Disability Services, Independent Sector Providers of NHS Care and Ambulance Trusts are also available on the NHSLA website.

These FAQs have been developed from queries sent to assessors.  We would like to thank all those who have contributed to the development of these.

If you have a query on the standards or assessment process, which is not covered by this document, please contact your assessor in the first instance.
All new and revised FAQs appear in blue font.

1.
General Principles of Assessment

Q: When will our next assessment be due? 

A: The date of the assessment will be determined by the date of the last formal assessment or pilot assessment against the CNST Maternity Standards if successful, whichever is the latter.  
Maternity services that are due an assessment must be assessed no later than the anniversary date of the last assessment.  Maternity services that request an early assessment may choose to be assessed at any time.  
Level 1 maternity services are assessed every two years and Level 2 and 3 maternity services every three years.  Maternity services that drop back one or more levels must be assessed at that lower level in the following year.  Maternity services that drop to Level 0 will be placed under improvement measures and must undertake a Level 1 assessment within six months of the date of the unsuccessful assessment.  Level 1 and 2 maternity services have the option of being assessed at a higher level at an earlier date.  All maternity services may have an informal visit in the year of assessment in addition to the year(s) between assessments.  Please refer to section 4 of the CNST Maternity Standards.

Q: I understand we are to be assessed in the same quarter of the year as our previous assessment, is this correct? 

A: No, this is no longer correct.  Maternity services that are due an assessment must be assessed no later than the anniversary date of the last assessment.  Maternity services that request an early assessment may choose to be assessed at any time.

Please note as clarification periods (which were previously called improvement periods) are not awarded for Level 2 and 3 assessments these may now be conducted in March.  Please refer to section 4 of the CNST Maternity Standards.

Q: Can our maternity service have an informal visit in the same year as an assessment?

A: Maternity services can request one informal visit from their assessor in each financial year, subject to a reasonable notice period, to provide focused advice and guidance in relation to the standards and to monitor progress against the maternity service’s action plan.  Informal visits must be completed no later than three months prior to an assessment.  Please refer to section 4 of the CNST Maternity Standards manual.

For some maternity services the annual informal visit is sufficient to help them maintain and move through the levels of the standards and implement safe systems and processes, but for others it is not.  For this reason, and in response to requests from maternity services, the NHSLA has agreed that DNV may provide an opportunity for such maternity services to purchase a limited number of additional support visits.  For further information about the additional support visits, please contact your assessor or email nhsla@dnv.com.

Q: If we have a Level 3 assessment and drop a level, when would we be re-assessed and at what level? 

A: You will be reassessed in the following financial year and will have the option of being assessed at either Level 1 or 2.  Please refer to section 5 of the CNST Maternity Standards.

Q: Are we to expect a Level 4 assessment? 

A: It is possible that a Level 4 assessment level could be developed; it would probably require the maternity service to demonstrate detailed change in practice being introduced to manage risk.  No definite proposal or timeframe has yet been established. 

Q: Will acute and maternity levels be linked in future? 

A: At this time, there are no plans to link the levels, but this will be kept under review, as it is important that organisations attach appropriate value to both sets of standards. 

Q: How much notice do we need to provide if we wish to cancel an assessment?

A: Mandatory assessments cannot be cancelled.  Maternity services that have booked a non-mandatory assessment may cancel the assessment.  The maternity service’s assessor must be notified in writing of the maternity service’s wish to cancel the assessment, providing as much notice as possible to enable the dates and other assessor(s) to be released for other assessments or informal visits. 

Q: If a maternity service is assessed at Level 1 and passes can it be assessed at Level 2 in the following financial year? 

A: Yes.  All maternity services are entitled to one formal assessment in each financial year. However at a Level 2 assessment the service will need to provide 12 months evidence of implementation of the approved documents, it is therefore recommended that services wait at least 18 months before being assessed at the next level.
Q: Have the NHSLA thought about providing a forum for maternity services to share policies so that we do not all reinvent the same wheel?

A: Several years ago the NHSLA routinely collected and shared examples of good and notable practice with scheme members.  Assessors soon found that organisations were adopting those examples of good practice as their own with little thought as to how the document would be applied and implemented within their own organisation.  For example a document from a specialist hospital trust was adopted by a large multi-site trust with no real changes to reflect organisational structure, culture, practice, etc. 

As a consequence the NHSLA decided to develop template documents which act as a guide for organisations to develop their own policies by ensuring that the NHSLA/CNST minimum requirements are considered. These can be found at www.nhsla.com. 

2.
Assessment Procedure

Q: Just an observation; self-assessment doesn’t appear to add any value to the assessment process but takes a lot of time and disproportionate effort. 

A: Self-assessment is an integral part of good governance and it would seem foolhardy for any maternity service to enter into an external accreditation process without conducting a self-assessment of its own performance.  Using the evidence template makes self-assessment a natural part of the process of preparing for an assessment and assists the maternity service in selecting the appropriate level of assessment.  Maternity services should remember that there is a potential to fall to a lower level and to lose any associated financial discounts.

Q: How many representatives from the maternity service should be involved in the two day assessment? 

A: For all assessments we ask specifically for the maternity service’s risk manager (or equivalent) to be readily available for the whole two days.  For Level 2 and 3 assessments it is a requirement that a member of the maternity service is present with the assessors during the review of health records.  

We also need to see the executive responsible for the assessment at the end of both days to enable us to provide feedback.  Other than that it is for the maternity service to determine who it makes available.  The assessor(s) will undoubtedly have questions on the evidence provided but do not expect staff to sit waiting for two days.  Assessors can see staff at a time convenient for them and can even ask questions over the telephone if key staff are for example located at another site.
Q: When and how should we submit our evidence? 

A: Documentation will not be reviewed in advance of the assessment visit, but at all levels the maternity service will be required to e-mail the risk management strategy and maternity service profile to their assessor ten working days prior to the assessment. 

On arrival for the assessment the evidence template will need to be made available to transfer onto the assessor’s laptop, e.g. via a data stick.  Guidance on collating evidence for assessment can be found in section 5 of the CNST Maternity Standards.  In addition, guidance on completing the evidence template may be found on the NHSLA website at www.nhsla.com/publications.
Q: Can we use electronic health records during the assessment? 

A: Yes.  Documentation should be provided for the assessment to reflect what is happening in practice within the maternity service.  If the maternity service now uses electronic health records to record the progress of pregnancy, labour, delivery and care during the postnatal period (or any part of this) then electronic records will be required as evidence at the assessment. There is no need to print off reports from the system. 
Please contact your assessor to let them know that evidence will be presented via electronic health records ahead of the assessment.
Q: Are electronic records, including scanned papers, acceptable from a legal perspective in relation to evidence for a claim? 
A: Any legal or other documents in relation to a claim can be scanned and forwarded to the NHSLA via the NHSLA’s secure Document Transfer System (DTS).  The NHSLA will advise if any documents need to be forwarded in their original form (where available).

If organisations are unsure about which, if any, documents need to be retained in their original format for claims purposes, please contact your CNST Claims Team Leader at: http://www.nhsla.com/ContactUs/.
Q: When we had our assessment, the assessor asked for all the documents to be in electronic format; why is this necessary? 

A: This is not necessary.  You are required to indicate on the evidence template whether the evidence for each criterion is in either paper or electronic format.   Further guidance on preparing for an assessment can be found on the NHSLA website at: www.nhsla.com/publications, click on Risk Management Publications followed by Evidence Template.
Q: Can the evidence template be printed out? 

A: Yes it can, it is best to print the spreadsheet in A3 size. 

Q: Can a Datix report be used as evidence? 

A: Yes, if the maternity service is assured that the Datix report (or that produced using any other proprietary software systems) meets the requirements of the relevant criterion.

Q: You ask for evidence to be provided from all care settings.  How will you know what services we provide? 

A: Maternity services are required to submit a maternity service profile in advance of the assessment.  This will provide the assessor with background information on the types of services that are provided and where the services are provided.  

Q: Do we need to supply Level 1 evidence for a Level 2 or 3 assessment? 

A: Yes, as the assessor needs to refer to the approved document which is to be implemented into practice at Level 2.  Level 1 evidence is also required for a Level 3 assessment.

For higher level assessments it is advisable for the whole of the evidence template to be populated at Level 1.  As a minimum, the evidence for the minimum requirements carried forward to the higher levels needs to be available, as this will enable the assessor to assess that they are being implemented or monitored in line with the maternity service’s policy. 

Q: Level 2 requires evidence of implementation.  If we have audits, which demonstrate implementation of guidelines, can these be submitted as evidence? 

A: No.  Unless specifically stated in individual criteria, audits and other monitoring tools will not be acceptable as evidence of implementation at Level 2.  Whilst monitoring tools will give the maternity service assurance that systems are being implemented they would by themselves be unable to provide practical evidence of implementation and as such the assessor will need to see for example health records, risk assessments, incident reports, meeting minutes, business plans, rotas and training records, etc. 

Q: What period of time should the evidence cover? 

A: At Levels 2 and 3, the assessors will look for twelve months of evidence to demonstrate compliance.  The twelve month period must reflect the maternity service’s own data collection systems.  Therefore, the twelve month period must reflect one of the following:

· 12 calendar months preceding assessment; if this option is chosen the last month in the data collection period must be no later than 12 months before the assessment, e.g. if the maternity service is being assessed in December 2011, the last month in the data collection period must not pre-date December 2010;
· the financial year immediately preceding assessment;

· the calendar year immediately preceding assessment.

The maternity service should indicate to the assessors on the evidence template the data collection period being used.

The evidence presented to the assessors must be reflective of the full time period i.e. in presenting evidence for a calendar year it would not be acceptable to present health records for births during September to December only.  Failure to provide such evidence will result in non-compliance being awarded.

3.
Measuring Performance

Q: Is there a requirement to pass specific criteria? 

A: No.  To achieve compliance, the maternity service is required to gain no fewer than seven out of ten criteria in each standard as well as a minimum overall score of 40 out of 50.  The scoring matrix can be found in section 5 of the CNST Maternity Standards.

Maternity services which solely provide midwifery led care will only be assessed against those criteria which are relevant to the care that they provide.  The pass mark for these specific services is 26 out of 33 criteria with no fewer than six criteria passed in Standards 1, 3, 4 and 5 and no fewer than two criteria passed in standard 2.

Q: Please explain your rationale for introducing a scoring system whereby it is possible to drop two levels whereas previously it has only been possible to drop back one level. 

A: It has always been possible for maternity services to drop more than one level but fortunately this has rarely happened.  As there can be a significant time lag between the higher levels of assessment it is difficult to be assured that the maternity service’s risk management systems are as robust as they might be.  The NHSLA therefore needed to provide an ethical assurance process.  If a maternity service drops back one or more levels it must be assessed at that lower level in the following year.  Informal visits should reduce the likelihood of this happening, as should the use of the evidence template and a critical, timely, honest self-assessment.  

Q: Are the criteria weighted? 

A: There are no weightings. 

Q: Will the minimum requirements change each year? 

A: The NHSLA may change the Level 1 requirements carried forward for assessment at Levels 2 and 3 wholly or in part at any time in the future.  These and other minor changes to individual criteria or minimum requirements will not be piloted. 

The NHSLA may also increase or decrease the health and training records sample size required at Levels 2 and 3 at any time in the future.

The need for maternity services to demonstrate that processes to manage risk have been implemented in 75% of cases to achieve compliance at Level 2 and 3 may be increased in the future.    

When new criteria or minimum requirements are introduced they will normally be piloted for one year to allow maternity service’s preparation time before being formally assessed against them.  

Section 7 of the CNST Maternity Standards highlights any changes to the standards since the previous version and section 8 highlights proposed changes and risk areas identified for possible inclusion in future years.
Q: Please could you provide an example of how the scoring table contained in section 5 of the standards works in practice? 

A: Assuming the maternity service holds Level 2 against the CNST Maternity Clinical Risk Management Standards and was applying to be assessed at Level 2 again the following would apply.
· A score of between 40 and 50 would be a pass.  The maternity service would retain Level 2 and would need to be assessed within 36 months;

· A score of between 30 and 39 would be a fail.  The maternity service would drop to Level 1 and would need to be assessed at Level 1 in the following financial year;
· A score of 29 or less would be a fail.  The maternity service would drop to Level 0 and would be placed under improvement measures and must undertake a Level 1 assessment within six months of the date of the unsuccessful assessment, a mandatory informal visit will take place before the assessment at Level 1.
4.
Queries on Standards and Criteria

General Queries

Q: We are being assessed in October 2011/12 and will be presenting data collected in 2010/11.  Clearly this data and our guidelines will reference the 2010/11 standards including the pilot criteria.  Will we therefore be penalised if our data and guidelines do not reflect the 2011/2 standards.

A: No.  If significant changes are made to any of the existing criteria or minimum requirements, including the pilot criteria and minimum requirements, they will be piloted during 2011/12.  Wherever possible, changes will be avoided and in most instances the guidelines and data should still be relevant to the 2011/12 assessment.  

Q: Does your reference to permanent staff include doctors in training? 

A: Yes, and this is stated in the Clarification of Terms in section 11 of the CNST Maternity Standards. 

Q: We spent a lot of time getting competency checklists completed by new junior doctors.  Are these no longer required? 

A: Whilst this is no longer required for the NHSLA assessment process, it may be viewed as good practice and should therefore continue. 

Q: With regard to approving documentation, approving committees don’t meet often to support approval of policies.  How can this be recognised by the assessment? 

A: It is expected that the maternity service adopt a common sense approach to the approval of documents, reflecting this in the policy on procedural documents.  This would dictate that your approval schedule links to the meeting dates of relevant committees.

Q: What does the minimum requirement bullet point ‘process for monitoring compliance with all of the above’ mean? 

A: An explanation of ‘Monitor/Monitoring’ is included in the Clarification of Terms in section 11 of the CNST Maternity Standards.  Properly addressing this Level 1 requirement will ensure sound preparation for a Level 3 assessment. 

Q: Within the standards there are three systems for monitoring - monitoring, audit and continuous audit.  Where the minimum requirement states ‘monitoring’ it also states 'process for monitoring all of the above requirements'.  Where it states audit or continuous audit the 'process for monitoring all of the above requirements' is not mentioned.  Should we describe the process for audit of all minimum requirements or just those being carried forward to higher levels?

A: Where the criterion asks for audit or continuous audit we would expect this to be applied to all minimum requirements.

Q: On the maternity services profile sheet you ask us to record the number of health records that we have pertaining to particular conditions/delivery types.  In calculating this number should we ensure that the figures are taken from our normal data collection period? 

A: Yes, please see the next answer below for information on the data collection periods.  

Q: At Levels 2 and 3, for the purpose of the selection of health records for review at Level 2 and audit at Level 3, can the maternity service use a combination of data collection periods, i.e. a combination of calendar year and financial year?  

A: Yes providing the data collection periods cover 12 months, the time frames must be identified on the evidence template.  The key point here is that when choosing the data collection periods the service must stick to a single continuous 12 month period, i.e. the service could not choose to select a data collection period of January - September 2010 and then January - March 2011.  The service can however have different data collection periods for each criterion, there is no expectation that the same data collection period will be used throughout the standards.
Q: You ask for health care records to be provided as evidence for many of the Level 2 criteria.  Could we use the same records for each of the criteria? 

A: Yes, services are now required to do this.  For all Level 2 assessments maternity services will be required to pre-select a number of health records for review by the assessors on the following basis:

· where the ‘method of assessment’ section requires 100% of cases the maternity service should select all sets of health records which relate to the specific area being assessed

· in instances where the ‘method of assessment’ section requires a set number of health records, only that set number should be selected, other than where a maternity service has had fewer than the required number of incidences of the particular clinical condition being assessed when it should provide the assessors with all the health records that are available.

These selected health records will be used randomly as evidence for all the other criteria which rely on health records as evidence and require a 0.5% sample.  Each set of health records should clearly identify where the evidence for each criterion is within the health record.

It will not be possible for the assessors to view additional health records if they are found to be non-compliant.

Q: Some criteria might need 50 sets of records.  Is this not going to take the assessors a long time to assess? 

A: There will be two assessors at all Level 2 assessments which is the level at which the most records will be assessed.  At some larger services three assessors will be present to ensure that all records can be reviewed.  Is it also expected that someone from the maternity service is present when the health records are reviewed to help locate the required points.

Q: If we are selecting our records obviously we are going to pick eight sets of notes that are ‘good’.  How does that help you to assess us, if we are cherry picking the notes? 

A: Whilst we are aware that maternity services can select the health records for assessment, we would hope that where health records are identified as non-compliant with the standards or indeed internal requirements then this would be acted upon as good risk management practice.  If the review of other health records during the assessment indicates that the records used in relation to a particular criterion may not be truly reflective of the position, this will be indicated in the report and in some instances further action may be taken.
Q: At Level 2 can we decide exactly which health records the assessors will look at for every criterion?

A: No, the maternity service should provide health records for all the criteria where the method of assessment asks for 100% of all cases or a specific number, for example eight sets of health records of women who have delivered following shoulder dystocia.  However where 0.5% of all health records of women who have delivered is required, for example in criterion 4.4, the assessor will randomly select the records from the records that have been selected for use in the other two circumstances. 
Q: Will it be possible for us to provide photocopied sections of our healthcare records?

A: No.  The assessors will need to see complete healthcare records.  Please refer to section 6.12 of the CNST Maternity Standards which provides further information on the confidentiality of records.

Q: Is it advisable to pull a greater number of records than that requested in the manual? 

A: It is advisable to have a small number of additional health records on standby but please note that we will not request additional records if those reviewed are non-compliant.  Further health records would only be requested if those presented did not cover a specified condition, e.g. fetal blood sampling.

Q: At Level 2 you require maternity services to demonstrate via their health records that processes to manage risk are being implemented in a minimum of 75% of cases.  Please could you explain what you mean by 75% implementation? 

A: Assuming the sample size of records presented was 40, the assessor would need to see that the processes were implemented in 30 out of the 40 records assessed.  Please note however that each set of records would need to be fully compliant with all of the relevant minimum requirements in order for compliance to be awarded.

Q: When we are looking at 75% compliance are we looking at 75% of the total records or 75% of each record? 

A: We are looking for 75% compliance of the total health records.

Q: What if the implementation of a guideline, e.g. shoulder dystocia is not good? 

A: If implementation cannot be demonstrated for 75% or more then the maternity service will not achieve compliance.

Q: At Level 3 what is the sample size? 

A: The method of assessment and the sample size of all criteria are included in each criterion directly underneath the requirements assessed at each level. The sample sizes at Level 3 differ from those at Level 2.

Q: With the spot checks at Level 3 can we choose which notes the assessor reviews? 

A: For all Level 3 assessments maternity services will be required to pre-select a number of health records for review by the assessors on the following basis.  These should be selected using the same principles as for a Level 2 assessment – i.e.:

· where the ‘method of assessment’ section requires a 100% of cases the maternity service should select all sets of health records which relate to the specific area being assessed.

· in instances where the ‘method of assessment’ section requires a set number of health records, only that set number should be selected, other than where a maternity service has had fewer than the required number of incidences of the particular clinical condition being assessed, when it should provide the assessors with all the health records that are available.

Each set of health records should clearly identify where the evidence for each criterion is located within the health record.

It is from these records that the assessors will conduct a random spot check of 16 criteria plus criterion 1.7. However where a 0.5% of all health records of women who have delivered at Level 2 is required, for example in criterion 4.4., the assessor will randomly select the records from the records that have been selected for use in the other two circumstances.  Additionally the assessors will spot check records in clinical areas.  If any of the spot checked health records do not demonstrate 75% compliance these findings will override the evidence provided by the maternity service and will result in no score being awarded for that criterion.

Q: At Level 3 when the spot checks against health records are undertaken, will the assessors want to see health records from the same chosen data collection/audit period or will the assessors expect to review notes from a later period so that improvements in practice can be assessed? 

A: The assessors will not want to assess health records that were reviewed as part of the audit as there would be no point in looking at the same information twice.  For further guidance on the process for spot checking health records, please see section 5 of the CNST Maternity Standards.
Q: As a maternity service we have decided to audit 8% of our records for our Level 3 assessment and not the 1% prescribed in the standards.  How will you assess us? 

A: You are to be commended for auditing a higher percentage of health records and would encourage all other maternity services to increase the audit sample size where relevant.  For the purposes of the assessment we are only interested in 1% of your records, therefore we would ask that in the audit/monitoring report feedback is provided on both 1% and 8% of health records.  Please note that this figure was chosen to ensure consistency in the assessment process across all maternity services in England. 

Q: At Level 3 we are required to show 75% compliance with our systems via monitoring.  If our initial audit shows that we are compliant in less than 75% of cases should we keep re-auditing until we get our 75% compliance?  If the answer is yes should we present all these audits in a report or do we only present the one that shows compliance at 75% and above?  

A: At assessment maternity services will only achieve compliance with audits that demonstrate compliance levels of 75% or more.  Audits which do not demonstrate at least 75% compliance will not be considered at the assessment. 

If audits reveal less than 75% compliance, a re-audit can be conducted using the same 12 month period, the same sample size but with a fresh sample.  In order to achieve compliance with the criterion the maternity service will have to demonstrate a minimum of 75% compliance.  An action plan for the non-compliant 25% should be available along with evidence of the action plan being accepted by the committee with responsibility for monitoring the implementation of the actions and evidence of implementation of the action plan.  If the re-audit still demonstrates below 75% compliance the maternity service will see that that the practice has not been implemented in line with the approved document and score it as non-compliant on the evidence template.  Maternity services are not encouraged to re-audit with the sole purpose of trying to find compliant records.
If an initial audit shows that guidelines are not being implemented the maternity service has a duty to investigate this further and to take remedial action.
Q: At Level 3 there are a number of criteria (2.6, 3.2, 3.3, 3.6, 3.7, 4.8, 4.9 and 5.8) which require all health records from the 12 months preceding the assessment to be monitored.  We updated our guideline during this 12 month period as our previous guideline did not meet the minimum requirements, and therefore will only have evidence for 6 months.  Will this be acceptable? 

A: Under normal circumstances, no this approach would not be acceptable and the service would fail to achieve compliance with the relevant criterion.  

Q: For those Level 3 criteria where we need to provide evidence of audit of health records over a 12 month period do we need to show that we were 75% compliant in each of the 12 months assessed? 

A: No, for those criteria which require audit of health records over a 12 month period the service is required to demonstrate that it has selected records which are representative of the 12 month period being audited.  For example: if the service was auditing 120 records from a calendar year, ten would be from January, ten from February, ten from March and so on.  The results of the audit should be collated to demonstrate a cumulative figure over the 12 months.  To achieve compliance the audit would need to demonstrate that a minimum of 75% compliance had been achieved over the 12 months.  Therefore it would be acceptable to have lower compliance rates in some months and higher rates in other months providing that an overall average of 75% is attained.

Where we are looking for continuous audit the service would need to demonstrate that a minimum of 75% compliance had been achieved in every audit undertaken.

Q: The 2011/12 manual appears to be contradictory as it says “It is expected that all clinical guidelines/documentation will be referenced, evidenced based and where applicable include and reflect national guidance. Some of the criteria expect maternity services as a minimum to follow NICE guidance.  For these particular criteria, which are clearly identifiable within the manual, the assessors will be checking the maternity service’s guideline against the relevant NICE guidance.  Where the NICE guidance is not met in full compliance will not be awarded.”  But it then says “In instances where the maternity service has chosen not to implement national guidance the reasons for this should be fully documented, approved by the relevant committee and provided in the evidence portfolio” does this mean we can still ‘opt out’ of NICE guidance?
A: In 2011/12 to support and assess the implementation of NICE guidance the assessors will be checking approved documents against NICE guidance.  It is expected that maternity services will follow NICE as these are generally accepted as best practice however, where a service does not adopt NICE guidance compliance will be awarded if there is clear documented evidence within the evidence portfolio that the organisation has taken a conscious decision not to adopt NICE and is aware of the consequences. 
Queries on Standard 1

Q: What are the NHSLA's definitions of a 'strategy' and a 'policy'? 

A: We have not developed definitions of these terms as it is for individual organisations to determine their own definitions.  The reasons for our use of the term ‘Risk Management Strategy’ are purely historical in that national standards such as the Controls Assurance standards and Safer Childbirth and guidance have always referred to a strategy.

Q:  We have developed a risk management strategy.  Does it need to be board approved prior to assessment?

A: We no longer specifically require the strategy to be board approved.  Importantly the strategy should be approved prior to assessment and this approval should be in accordance with the organisation’s policy on procedural documents – i.e. if this requires the strategy to be approved by the clinical governance committee then this should be done.
Q: Should the maternity service’s risk management strategy be linked to the wider organisation’s strategy? 

A: Absolutely.  Without these close links there is a distinct possibility that systems will develop in isolation.  There should be common risk management systems across the organisation whether these are for risk assessment, incident reporting and risk reporting, etc.

Q: In criterion 1.1 (Risk Management Strategy (Organisation)) what is meant by ‘risk management issues’? 

A: For criterion 1.1 (Risk Management Strategy (Organisation)) at Level 1 the assessor will expect to see that the approved documentation describes how all risk management issues, not just incidents are immediately escalated to trust board level.  Risk management issues will include incidents that have occurred within the maternity service but also other areas of risk. 

Q: In criterion 1.1 (Risk Management Strategy (Organisation)) please clarify the expectation surrounding the word ‘immediately’?

A: The expectation is that when there is a serious incident/risk issue in the maternity service that a member of the board will be informed immediately. It is expected that the service will define the parameters for what incidents/risks should be notified to someone at board level as a matter of urgency and how this will occur for example by telephoning the Duty Director.
Q: For criterion 1.2 (Risk Management Strategy (Leadership)) we are a spilt site service do we need leads for each site? 

A: There is no national guidance on this point therefore the maternity service may set its own standard in the approved documentation it provides at Level 1. 

Q: Has supervision been included within the CNST Maternity Standards? 

A: Yes.  It is included within criterion 1.2 (Risk Management Strategy (Leadership)) and for 2011/12 there is a new requirement at Level 1 in criterion 1.1 “process for receipt and review of the Local Supervising Midwifery Officers’ annual action plan”.
Q: Within the three staffing criteria you require the development of a business plan to address staffing shortfalls.  Why have you not set implementation timescales for these business plans? 

A: We will be looking for maternity services to set their own timescales in the action plans they set at Level 1.   

Q: Within the three staffing criteria, what will the assessors be looking for at all three levels?

A: At Level 1 the maternity service must be able to evidence: the annual audit(s), business plan(s) if applicable, contingency plan(s) to address ongoing staffing shortfalls if applicable, and contingency plan(s) to address short term staffing shortfalls.  

At Level 2 we are assessing implementation via the implementation of business plans and contingency plans (if applicable), i.e. the service can demonstrate that something is happening to the plans/something is being done.

At Level 3 we are assessing that the service is monitoring its own progress against the plans (if applicable), i.e. if the service has a 2 year plan to obtain additional midwives, you will need to demonstrate that you are monitoring your progress towards meeting this. 

Q: For criterion 1.4 (Staffing Levels (Obstetricians)), can doctors with completed Certificate of Completed Training (CCT) be included in the consultant hours on labour ward?

A: Yes.

Q:  For criterion 1.4 (Staffing Levels (Obstetricians)), what is meant by presence and prospective cover?

A: Presence - The consultant obstetrician is physically present on the labour ward as described in Safer Childbirth (RCOG 2007).

Prospective cover - Prospective consultant obstetrician presence on each labour ward is the requirement to provide cover for leave, i.e. sick leave, study leave and annual leave.

Q: Can consultants cover gynaecology emergencies whilst providing cover on labour ward?

A: Yes. 
Q: For criterion 1.4 (Staffing Levels (Obstetricians)), what are the requirements for prospective obstetricians cover on a bank holiday?

A: The requirements for prospective cover over bank holiday periods should be in accordance with the requirements described in Section 3.3.3 of Safer Childbirth (RCOG 2007), which states; “The consultant obstetrician should be present on the labour ward and conduct procedures, labour ward rounds to include reviewing midwifery-led cases on referral and teaching, as appropriate.  Outside the hours of consultant presence, we would expect as a minimum that there would be physical ward rounds at least twice daily during Saturdays, Sundays and bank holidays and once in the evenings.  National Patient Safety Agency data seem to suggest that a higher percentage of severe incidents occurs from about 20.00 to 04.00 hours, probably when consultants are not present.” 
Q: Criterion 1.8 requires services to ensure that serious untoward incidents undergo a root cause analysis, involving where appropriate ‘unbiased external input’.  If we asked for example an orthopaedic consultant employed by our organisation to contribute to the investigation could this be classed ‘unbiased external input’?
A: Yes.  Unbiased external input is an impartial, without prejudice contribution from outside of the maternity service.  This could include but not exclusively; a contribution from another service within the organisation or external organisations, e.g. the National Patient Safety Agency (NPSA), the Strategic Health Authority and/or another maternity service/organisation.
Q: How will criterion 1.9 (Training Needs Analysis (TNA)) be assessed at Levels 2 and 3?

A: At Level 2 we are assessing whether the process described within the service’s approved documentation is being implemented against the two subject areas the assessors randomly select from the TNA minimum data set.  As we are examining a process the 75% ruling does not apply to this criterion and as such it is to be assessed in exactly the same way we assess against the training criterion at Level 2 in the Acute Standards.

At Level 3 we would expect to see that the maternity service has monitored that the process, as described within the Level 1 approved documentation, is being followed.  Again, as we are examining a process the 75% ruling does not apply to this criterion and as such it is to be assessed in exactly the same way we assess against the training criterion at Level 3 in the Acute Standards.  
Q: For criterion 1.9 although groups of medical staff are no longer specifically mentioned would you still expect all these staff groups to be on the TNA?

A: This criterion requires the maternity service to have an approved systematic approach to the delivery of specialist training for all permanent staff and medical staff in training that care for women and newborns that is implemented and monitored. Therefore the maternity service should ensure that all staff, including medical staff who care for women and newborns receive the specialist training required to fulfil their role and responsibilities, which should be reflected in the TNA.

Q: The Clarification of Terms states that in relation to the CNST Clinical Maternity Risk Management Standards, specialist training covers all areas where staff training is specified within the criterion at 1.9 or in the TNA Minimum Data Set.  These specialist training requirements currently only apply to permanent staff who are defined as staff directly employed under a contract of employment with the maternity service and medical staff in training.  Does this mean that staff who do not work directly for the maternity service such as anaesthetists and paediatricians can be excluded from the TNA?

A: No, our expectation is that all staff who may provide care for women and newborns must be included within the TNA.  This could include staff provided under the terms of a Service Level Agreement.

Q: Advanced and basic life support are not included within criterion 1.10 (Skills Drills).  Will these be included in future? 

A: There are currently no plans to change the minimum requirements within the criterion on Skills Drills.  Resuscitation and training are included within the NHSLA Risk Management Standards and maternity services would be expected to comply with the organisation-wide requirements.  However, this situation will be kept under review.  Section 8 of the CNST Maternity Standards highlights any risk areas which are being considered for future inclusion in the standards.

Q: For criterion 1.10 Skills Drills, the standards state that maternity services will need to demonstrate that 75% of eligible staff have received multidisciplinary training in skills drills?  Does the term ‘skills drills’ refer to practical sessions or only emergency drills?

A: We will be looking for maternity services to set their own requirements for multidisciplinary skills and drills training including emergency drills within the service’s training needs analysis (TNA).  The skills and drills training must include a practical session to provide a forum for all staff to train together to ensure efficient team working.  Whilst it is expected that 75% of staff will have attended skills and drills training they do not specifically need to have attended an emergency drill.
Q: What is an ‘emergency drill’?
A: This is defined in the Clarification of Terms of the CNST Maternity Standards.
Q: For the criterion 1.11 Labour Ward Staffing (Pilot), the requirement to have a duty anaesthetist on the labour ward 24 hours a day, 7 days a week (not expected in midwifery led units), is this a physical presence on the delivery suite, or identified on a rota to attend as needed?

A: The duty anaesthetist should be immediately available for the obstetric unit 24 hours per day. The duty anaesthetist should not be primarily responsible for elective obstetric work.  In the busier units (i.e. one of the following: > 5,000 deliveries/year, epidural rate > 35%, caesarean section rate > 25%, tertiary referral centres/centres with a high proportion of high risk cases), it may be necessary to have two duty anaesthetists available 24 hours per day, in addition to the supervising consultant.
Queries on Standard 2

Q: We have CTG machines that use a paper printout to electronically record the fetal heart rate.  In criterion 2.3 - Continuous Electronic Fetal Monitoring, the maternity service has to describe a system to record the minimum requirement: 

•
iv, any intrapartum events; which should be recorded at the time of the event, signed and the time noted.

Is it acceptable to use the time that is pre-printed onto the paper trace instead of writing it separately on the trace every time an event occurs?

A: Intrapartum Care (2007 NICE) is very clear in its guidance: ‘any intrapartum events that may affect the FHR should be noted at the time on the FHR trace, which should be signed and the date and time noted …….’ (page 218).  

With respect to the timing printed on the trace and whether the printed time stays ‘true’, there is the risk that a disparity may occur with the actual time and the CTG time due to, for example:

•
Paper jamming

•
Machine malfunction or stopping

•
Incorrect time set within the machine (poor calibration, no regular check, etc.)

•
Timing on the machine not paired with the clock in the ward area, delivery room, theatre, etc. 
Therefore the maternity service needs to describe the way in which ‘intrapartum events’ are noted, signed, dated and timed in ‘real-time’ when they occur and that this is described within the supporting approved document. NICE is quite clear that it expects notation on the CTG itself. 

Q: Criterion 2.3 - Continuous Electronic Fetal Monitoring, minimum requirement d) asks for an hourly systematic assessment of the trace.  In our maternity service the midwives looking after a woman on continuous electronic fetal monitoring carry out an hourly assessment of the heart rate trace against the features of the trace.  I have heard that other units have a system called ‘fresh eyes’ are they the same thing?

A: No, this is not the same thing.  A study in 2006 noted that what often prevents an adverse outcome in maternity practice is the incidental intervention by another practitioner.  As a result of the misinterpretation of CTGs and the failure to alert senior medical staff to significant changes in the fetal heart rate pattern some trusts have implemented a ‘fresh eyes’ approach.  This involves the interpretation or review of the CTG trace by more than one person (i.e. someone other than the midwife giving ongoing care to the woman and undertaking an hourly assessment of the CTG).  This will make the interpretation of CTG traces more robust, and offer both a second opinion and a learning opportunity.

Q: Our caesarean section guideline only looks at Grade 1 and Grade 2 caesarean sections, would this be compliant at a Level 1 assessment? 

 A: No, at Level 1 for all minimum requirements your approved document needs to cover all caesarean sections.  However at higher levels of assessment the minimum requirements carried forward only assess implementation and monitoring of the minimum requirements for Grade 1 caesarean sections. 

Q: Minimum requirement b) in criterion 2.8 (Severely Ill Pregnant Women), refers to the maternity early obstetric scoring system.  I’ve seen this referred to as modified early obstetric warning scoring system too, however at present we use the same system as the acute side of the organisation.  Is this acceptable? 

A: Saving Mothers Lives (CEMACH 2007) recommends the use of a modified system in later pregnancy.  For assessment you should indicate in the policy at Level 1 what system is in place.
Queries on Standard 3

Q: Criterion 3.3 (Operative Vaginal Delivery) requests that the approved document includes informed consent, should this be written consent?

A: It is up to the maternity service to decide whether informed consent should be recorded on a signed consent form.  As a minimum it is expected that the information supplied is documented in the health records, this should describe that the procedure has been explained along with the risks, benefits and alternatives for the woman and the fetus.

Q: Criterion 3.3 (Operative Vaginal Delivery) requests that the approved documentation includes who can perform the procedure. Does this mean that if our guidance states a specific grade of doctor can perform this unsupervised is this what we will be auditing?

A: Yes it is whoever the maternity service has identified in the guideline as being able to perform the procedure.
Q: Criterion 3.3 (Operative Vaginal Delivery) what do you mean by ‘decision to delivery interval’, where is this from and is there any guidance?

A:  No there is not currently any national guidance that would set a time frame but this is based on advice from the NHSLA panel solicitor firms who are one of our stakeholders. Therefore it is up to the maternity service to set a timeframe as is done for example in criterion 2.6 - Caesarean Section.  The RCOG Green Top Guideline Operative Vaginal Delivery (January 2011) includes a table of possible maternal and fetal indications for operative delivery this could facilitate the setting of the expected standard for timeframes. 
Q: In criterion 3.5 you want us to document a discussion regarding the support to women following perineal repair.  What do you mean by ‘support’?

A: The maternity service should describe the support arrangements they provide or that are available locally and nationally for women who have had perineal repair, for example, written support, peer support, group support, etc.
Q: If the maternity services shoulder dystocia form does not collect some of the data or reflect the Royal College of Obstetricians and Gynaecologists (RCOG) form would we be compliant? 

A: If the form failed to mirror the layout of the RCOG form but did include the minimum data set it would be compliant.  Forms failing to include the minimum data set would be non-compliant. 

Q: Can you provide a definition of ‘postpartum haemorrhage’? 

A: The CNST Maternity Standards include a minimum requirement which expects the maternity service to document an agreed local definition of postpartum haemorrhage.  In the Clarification of Terms in section 11 we have provided the following definition for postpartum haemorrhage as guidance, but the use of it is not compulsory.
“The maternity service should agree their local definition for postpartum haemorrhage.  An example may be “blood loss from uterus or genital tract >1500ml, a decrease in haemoglobin of > 4 g/dl or acute transfusion of > 4 units blood”.
Q: Do you really expect all women with a BMI of >30 to have an antenatal consultation with an obstetric consultant?

A: This is a pilot minimum requirement and will be reviewed at the end of the year.  There are innovations of care in this high risk area developing, for example the role of the obesity midwife, etc. and this information will be taken into consideration when the minimum requirement is reviewed.  The guidance is taken from the recommendations in Management of Women with Obesity in Pregnancy CMACE and the RCOG (July 2010).
Queries on Standard 4
Q: When services pre-select health records to use for Level 2, the notes are pulled particularly for Standards 2 and 3, based on delivery date covering the 12 month period. These notes will be also used as the random sample for some of the Standard 4 antenatal criteria.  This means that some of these health records, for the antenatal care, will fall outside of the 12 month period. Is this acceptable?   

A: Yes.  Whilst it is the processes during the antenatal period that are being assessed in a number of criteria in Standard 4, the sample size of health care records is still based on 0.5% or 1% of women who have delivered. There are some circumstances where the health records do not have to be for women who have delivered, this is usually where 4 or 8 sets of health records are required and this is indicated in the method of assessment. 
Q: Do the CNST Maternity Standards ask for a woman’s previous pregnancies to be taken into account? 

A: Yes.  This is covered in criterion 4.3 - Clinical Risk Assessment (Antenatal).  This criterion covers antenatal clinical risk assessment and requires the maternity service to have a documented process in place to identify and consider factors from previous pregnancies.  

This is also considered in minimum requirements e) ‘process for identifying for which women health records from previous pregnancies are required for review by clinicians’ and f) ‘process for arranging the availability of health records for women for which health records from previous pregnancies are required for review by clinicians’. 

Q: Criterion 4.10 (Non-Obstetric Emergency Care) covers the care of pregnant women seen in the Emergency Department or elsewhere in the hospital.  Our organisation does not have an Emergency Department or equivalent.  How would we be assessed against this criterion? 

A: Organisations with no Emergency Departments would not be assessed against this criterion in its entirety but would be assessed on those minimum requirements deemed relevant. Maternity services with specific queries on the relevance of this criterion should contact their assessor prior to assessment.
A template document has been created for this criterion to provide a framework within which to develop a policy, procedure, etc. to support best practice and to assist maternity services in complying with the criterion, but its use is entirely optional.  It is available for download from the NHSLA website at www.nhsla.com/publications, click on Risk Management Publications followed by Document Templates.
Queries on Standard 5

Q: Were the Baby Friendly Initiative (BFI) consulted for the development of criterion 5.5 (Newborn Feeding)?

A: Yes.  During the 2008/09 pilots there was a concern raised that if a unit was trying to achieve Baby Friendly accreditation they were not allowed to have an infant feeding policy which would meet our minimum requirements, so we contacted BFI for advice.  The Baby Friendly representatives advised that there was possibly confusion about policies because we were combining breast and bottle feeding in one minimum requirement, therefore the one minimum requirement has become two requirements in the one criterion in the current CNST Maternity Standards. 
A template document has been created for this criterion to provide a framework within which to develop a policy, procedure, etc. to support best practice and to assist maternity services in complying with the criterion and the BFI, but its use is entirely optional.  It is available for download from the NHSLA website at www.nhsla.com/publications, click on Risk Management Publications followed by Document Templates.
Q: There is nothing about supporting staff in criterion 5.8 (Support for Parents)?

A: This is covered in the NHSLA Risk Management Standards for Acute Trusts.
Q: For criterion 5.7 (Bladder Care) do you really expect us to measure the first void of each woman?
A: Yes, the NICE guidance Routine Care of Women and their Babies advises that all urine passed within six hours of urination in labour should be documented.  However this will be reviewed if additional valid evidence becomes available which does not support this practice.
5.
General Queries Relating to the NHSLA
Q: Within the maternity service we have systems in place to investigate incidents and to produce investigation reports.  In collecting these reports are there any defence issues which we may need to consider? 

A: No.  The important point to remember is that all investigation and incident reports should contain fact, not opinion and that they are all discloseable.  If they are factual they should not cause problems. 

Q: Is there a preferred format for investigation reports? 

A: Please refer to the CNST reporting guidelines (which can be accessed at www.nhsla.com) for advice and guidance on preliminary analysis reports.

Q: Can information on settled claims be distributed to maternity services in order for it to be used as a learning opportunity? 

A: The NHSLA is currently reviewing its communication strategy and as part of this review hopes to develop a vehicle to share useful claims information.
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