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1 Introduction
The NICE quality standard on ectopic pregnancy and miscarriage (QS69) published in September 2014 and has 3 quality statements. 
The NICE guideline on ectopic pregnancy and miscarriage NG126 is currently being updated to include new recommendations on the use of Anti-D prophylaxis to address current inconsistent practice. As part of this work, an opportunity to include a single new statement in this quality standard has arisen. 
The guideline committee have advocated for the inclusion of a new statement focused on the use of Anti-D prophylaxis in people with an ectopic pregnancy or miscarriage up to 11+6 weeks. 
As the existing quality standard only has 3 statements, there is no need to consider removing any quality statements to include this proposed new area. 
The updated sections of the guideline, and a new proposed quality statement on Anti-D prophylaxis, went to a joint stakeholder consultation 04 February 2026 - 17 February 2026. The consultation document is attached with the papers. The plan is for the updated guideline and quality standard to publish in June 2026.
At consultation, registered stakeholders were notified by email and invited to submit consultation comments on the draft guideline recommendations and the draft quality statement. For the quality standard, feedback was invited only for the proposed new quality statement. 
Stakeholder responses to the joint consultation were received from 9 organisations, which included national organisations, professional bodies and a patient organisation. Seven of these organisations provided comments and the other 2 advised they had no comment to make. 
Four key stakeholders were subsequently contacted directly to confirm whether they agreed with the addition of the quality statement. Responses were received from three organisations.
This report provides a basis for discussion by the quality standards advisory committee as part of the post-consultation meeting where the committee will consider stakeholder comments and the draft quality statement. Where appropriate the quality standard will be refined with input from the committee. 
The committee should read this paper alongside the full set of consultation comments, which are provided in appendix 2.
Rhesus disease and anti-D immunoglobin 
Rhesus disease is a condition where antibodies in a pregnant person’s blood destroy the baby's blood cells. Rhesus disease doesn't harm the pregnant person, but it can cause the baby to become anaemic and develop newborn jaundice.
Rhesus disease only happens when the pregnant person has rhesus negative blood (RhD negative) and their unborn baby has rhesus positive blood (RhD positive). The pregnant person must have also been previously sensitised to RhD positive blood.
Sensitisation happens when a person with RhD negative blood is exposed to RhD positive blood, usually during a previous pregnancy with an RhD positive baby. Their body responds to the RhD positive blood by producing antibodies that recognise the foreign blood cells and destroy them. If sensitisation occurs, the next time the person is exposed to RhD positive blood, their body produces antibodies immediately. If they are pregnant with an RhD positive baby, the antibodies can cross the placenta, causing rhesus disease in the unborn baby. The antibodies can continue attacking the baby's red blood cells for a few months after birth. 
Rhesus disease can be prevented by having an injection of a medication called anti-D immunoglobulin. The anti-D immunoglobulin neutralises any RhD positive antigens that may have entered the person's blood during pregnancy. If the antigens have been neutralised, their blood won't produce antibodies.
People are offered anti-D immunoglobulin if it's thought there's a risk that RhD antigens from their baby have entered their blood, for example, if they experience any bleeding. 
During the guideline update, the guideline committee noted that there is a lack of evidence to suggest a benefit of providing anti-D immunoglobulin prophylaxis for women, trans men and non-binary people with an ectopic pregnancy or miscarriage at under 12 weeks of pregnancy.
Comments outside the scope of consultation
One stakeholder commented on quality statement 1. This was not part of the consultation but has been reviewed by the NICE team and no change is considered necessary at this time. 
2 Discussion areas for quality statement 4
Draft statement at consultation
People who are RhD negative with an ectopic pregnancy or miscarriage up to and including 11+6 weeks of pregnancy are not prescribed anti-D immunoglobulin prophylaxis.
Consultation comments
Stakeholders did not make any comments specific to the proposed inclusion of this quality statement during consultation, however, they were generally supportive of the underpinning recommendation for this quality statement:
1.7.1 Do not offer anti-D immunoglobulin prophylaxis to women, trans men and non-binary people who are RhD negative up to and including 11+6 weeks of pregnancy. [2026]
As stakeholders did not make any comments specific to the proposed inclusion of the quality statement at consultation, 4 key stakeholders were contacted to confirm whether they agree with the addition of this quality statement. Responses were received from three of these stakeholders and their responses were: 
· suggestion to amend the statement wording to ‘should not be prescribed’ 
· agreement with including the quality statement in the quality standard
· no objection to the quality statement but noting that it was not within the scope of that stakeholder’s expertise to comment on the clinical appropriateness.  
For information 
Gender language in the quality standard:
The gender language in the proposed quality statement will state ‘Women, trans men and non-binary people’ to match the wording of the recommendation. 
Note: the gender language will not be updated for the existing quality statements following discussions with the NICE publishing team. 
The NICE publishing team have confirmed that the mix of terminology in the guideline reflects the different times parts of the guideline were developed and the NICE style in use at that time. For the content reviewed as part of this update, inclusive language covering wider populations - which is now standard NICE style - was used from the start of development. As such the evidence was reviewed and expert opinion given with this in mind, so NICE is confident the new recommendations apply to all population groups that are mentioned. For content not being reviewed as part of this update the wording has not been amended, as there may be reasons why it would not be appropriate or correct to do this and NICE cannot be sure the recommendations would be applicable without expert input or an evidence review. If other sections are updated or if the guideline is reviewed as a whole, the wording in those sections may be reviewed at that time.
There is a note at the beginning of the quality standard: In this quality standard, we use the terms ‘woman’ and ‘women', based on the evidence used in its development. The standard can also apply to trans men and non-binary people who are pregnant.
If a full update is carried out on this topic in the future, the gender language will be reviewed at that stage.
For discussion:
Note: no current practice data has been identified.
Committee views on:
· quality statement
· supporting information: rationale, measure, audience descriptors, definitions
· equality and diversity considerations.
For decision:
Should this quality statement be included in the existing quality standard?
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[bookmark: _Toc357694781]Appendix 1: Stakeholder comments on quality statement inclusion
	ID
	Stakeholder
	Comments


	1
	The Miscarriage Association
	We have no objection to the quality statement on the basis on which it is being proposed, but it’s also outside our scope of expertise to comment on the clinical appropriateness.  

As a patient organisation, we provide practical information and emotional support for patients through pregnancy loss, but we defer to the experts for medical expertise. We are always happy to provide comment on patient experience and communications, but we don’t have the knowledge to comment on medical interventions. 

I hope that helps and explains our position. 

	2
	Royal college of GPs (RCGP)
	I can confirm that we support the inclusion of the following statement:
•	People who are RhD negative with an ectopic pregnancy or miscarriage up to and including 11+6 weeks of pregnancy are not prescribed anti-D immunoglobulin prophylaxis.

	3
	RCN
	No response received. 

	4
	Royal College of Obstetricians and Gynaecologists (RCOG)
	We had one very minor comment from a member on the RCOG Guidelines Committee which was “Should it not read (of pregnancy SHOULD not BE prescribed antiD immunoglobulin prophylaxis)?





Appendix 2: Guideline and quality standard joint consultation comments table – registered stakeholders

	ID
	Stakeholder
	Guideline/ quality standard
	Comments


	1
	British Society of Abortion Care Providers (BSACP)
	Guideline
	For both recommendations 1.7.2 and 1.7.3 – the dose recommendation of 250international units may be the evidence based dose, however, this dose is not available commonly in the UK and appears to have been discontinued by manufacturers. Indeed the only preparations listed on the BNF are for 500 or 1500 units and these are the preparations you have included for cost impact analysis. We are of the understanding that doses of Anti-D cannot be ‘split’ due to the non-homogenous nature of Anti-D immunoglobulin (i.e. half the volume of a 500 unit ampoule does not reliably provide 250 units).

In order to make the recommendations practicable, we suggest noting that 250IU preparations may not be available due to supply chain issues and so that 500 units could be administered instead. Or perhaps wording as a ‘minimum 250IU dose’.

	2
	British Society of Abortion Care Providers (BSACP)
	Guideline
	We endorse the amendments to the guidance as drafted for patients with pregnancies of less than 12 weeks’ gestation 

	3
	British Society of Abortion Care Providers (BSACP)
	Guideline
	We endorse and welcome the use of gender-expansive language in the drafted guidance

	4
	British Society of Abortion Care Providers (BSACP)
	Guideline
	We endorse and welcome recommendations advising that risks of anti-D administration, as well as benefits, should be discussed with patients prior to initiating treatment.

	5
	British Society for Haematology  
	Guideline
	1.7.2 There is no available dose of 250 I.U. This may cause confusion. The wording should be amended to something like "…at a dose of at least 250IU (eg 500IU or 1500IU depending on the preparation available) 

	6
	British Society for Haematology  
	Guideline
	1.7.3 Same point as comment 1 

	7
	British Society for Haematology  
	Guideline
	Would it be possible to also cover molar pregnancy as this is associated with bleeding and loss at similar gestation 

	8
	Dignity Care
	Guideline
	Section 1.1.1 - Guideline States ‘Treat all women with early pregnancy complications with dignity and respect.’

However, women who miscarry at home are not routinely provided with appropriate equipment to safely and respectfully collect pregnancy tissue. As a result, many women resort to improvised household items such as sieves, slotted spoons, or miscarry directly into the toilet. 

This can require women to manually search through blood, urine, and faeces to retrieve pregnancy tissue, or place them in a situation where flushing pregnancy tissue becomes the only perceived option. This removes patient choice regarding cytogenetic testing and prevents the opportunity for respectful burial or cremation. It also represents a loss of clinical and personal autonomy at a time of significant physical and emotional vulnerability.

This experience is distressing, undignified, and inconsistent with the stated principle of respectful care.


	9
	Dignity Care
	Guideline
	Section 1.5.1 - Threatened miscarriage
Evidence indicates that approximately 1 in 3 women experiencing miscarriage attend A&E with uncomplicated miscarriage[1], and around 1 in 5 are discharged without medical treatment [2]. This suggests that many women attend not due to clinical necessity, but because they lack practical support, guidance, and appropriate resources to manage miscarriage safely at home. Clinical interviews indicate the true scale may be significantly higher, as many women seek reassurance, dignity, and support during an uncertain and distressing experience.
Women presenting with symptoms of threatened miscarriage are frequently discharged home without practical guidance or equipment to manage potential pregnancy loss. Many will miscarry at home, often into the toilet, which can cause significant psychological trauma, distress, and loss of dignity.
Providing an appropriate pregnancy tissue collection device would enable women to manage miscarriage at home safely and with dignity. It would also preserve patient choice, including the option for cytogenetic testing and respectful burial or cremation, and aligns with national policy commitments to improve compassionate miscarriage care, including the Pregnancy Loss Review (2023)[3].
[1] https://digital.nhs.uk/data-and-information/publications/statistical/hospital-accident--emergency-activity/2024-25
[2] Health Tech Enterprise 2026 Available on request
[3] https://www.gov.uk/government/publications/pregnancy-loss-review/pregnancy-loss-review-summary-report#:~:text=not%20always%20followed.-,Recommendation%2036,-The%20NHS%2C%20in

	10
	Dignity Care
	Guideline
	Section 1.5.4 – 1.5.5 - Expectant and and Medical Management
Expectant and medical management frequently occur at home. However, the guideline does not address how women should safely and respectfully collect pregnancy tissue during this process. Without appropriate equipment, women may miscarry into the toilet or use improvised methods, which can be distressing and undignified.
NICE should recommend provision of an appropriate collection device for home use. This would improve patient experience, support dignity, and align with recommendations from the UK Pregnancy Loss Review (2023), which identified the need for appropriate receptacles for pregnancy remains.

	11
	Dignity Care
	Guideline
	Section 1.5.20 – 1.5.21 - Surgical Management 
Women awaiting surgical management may wait days or weeks, during which time miscarriage may occur at home. Currently, women are not routinely provided with appropriate equipment to safely and respectfully collect pregnancy tissue if miscarriage occurs while awaiting surgery.
Provision of an appropriate pregnancy tissue collection device during this waiting period would ensure dignified and compassionate care, reduce psychological distress, and preserve clinical options such as cytogenetic testing where appropriate. It would also support patient choice regarding respectful burial or cremation.
This recommendation aligns with the UK Pregnancy Loss Review (2023), which identified the need for appropriate receptacles and miscarriage care kits to support women experiencing pregnancy loss at home or while awaiting clinical management.

	12
	Dignity Care
	Guideline
	I appreciate these comments may fall outside the immediate scope of this guideline update. However, they highlight a significant gap in current miscarriage care.
Women are not routinely provided with appropriate equipment to safely and respectfully collect pregnancy tissue when miscarriage occurs at home or while awaiting treatment. This can result in avoidable psychological harm, loss of dignity, and removal of patient choice
In standard medical practice patients are given a pot to collect urine. When women need to collect their babies, they are given nothing. 
We must do better, and there is no clinical or practical justification for failing to address this avoidable gap in care.

	13
	NHS England
	Guideline
	I do not have an issue with the recommendations which are obviously based on best evidence.   
For clarity I suggest that 1.7.1 you reiterate that this applies to both threatened and complete miscarriage as well as any surgical or medical management.  Or accentuate that it includes all pregnancies up to 11+6 under any circumstances.   
There is likely to be a challenge to implementation as there is a strong historical precedent.   It will need strong comms out to the system via both RCOG and abortion services. We can assist with making links when needed.  

	14
	Royal College of General Practitioners
	Guideline
	We consider the recommendations to be clear, proportionate and clinically reasonable. We have no additional suggestions for change to the proposed updates regarding Anti-D immunoglobulin prophylaxis.

	15
	Royal College of General Practitioners
	Quality standard
	The quality statement on timely referral to early pregnancy assessment services is clear and clinically appropriate. However, the section outlining what the statement means for different audiences would benefit from greater specificity.

	16
	Royal College of General Practitioners
	Quality standard
	For primary care and for women, the current wording does not fully capture the practical constraints of referral pathways. In many areas, GPs are unable to refer directly to early pregnancy assessment services outside of the unit’s opening hours. For example, if a patient is assessed in primary care late in the day, when the early pregnancy unit is closed, referral may not be possible until the following working day. Although the patient may then be seen within 24 hours of referral, this does not reflect the total time from first clinical assessment.

We therefore recommend that the quality measure considers timeliness from the point of first assessment in primary care, rather than from the point of referral. Measuring time to secondary care assessment from initial primary care contact would more accurately reflect the patient experience and avoid penalising clinicians where referral is unavoidably delayed due to service operating hours.

	17
	Royal College of Nursing 
	Guideline
	We noticed on the report, the document doesn't use consistent language. Initially it says women and then later on it says "women, trans and non-binary"

	18
	Royal College of Obstetricians and Gynaecologists (RCOG) 
	Guideline
	Response to question - In addition to feedback on the update we would be grateful for a view from the RCOG as to whether there is potential conflict here around decision making to administer anti-D based on gestational age by LMP or US scan. This was raised as an issue by the guidance executive team. 
 
The revised guidance isn’t clear as to whether they are making this recommendation based on ultrasound findings or LMP. Using LMP would not make sense. Using ultrasound findings would mean the statement needs to be more explicit – an ectopic with a gestational sac equivalent to 12 – 12+6 weeks gestation? Either way, the recommendation is contrary to the  British Committee for Standards in Haematology guidance. As the RCOG ectopic guideline is currently being updated, we will refer to the NICE guidance published at the time of our final review before the updated RCOG guideline is published.  

	19
	Royal College of Obstetricians and Gynaecologists (RCOG) 
	Guideline
	Instead of giving the exact dose of anti-d at each gestation it might be better to give as a minimum dose as a few years ago there was a shortage of one of the doses so everyone was getting a higher dose to cover. 

	No comments

	20
	Ectopic Pregnancy Trust 
	
	At consultation a response was received to confirm they had no comments to make. 

	21
	The Miscarriage Association
	
	At consultation a response was received to confirm they had no comments to make.


Note: Comments received in the course of consultations carried out by NICE are published in the interests of openness and transparency, and to promote understanding of how quality standards are developed. The comments are published as a record of the submissions that NICE has received, and are not endorsed by NICE, its staff or its advisory committees.


Registered stakeholders who submitted comments at consultation
British Society of Abortion Care Providers 
British Society for Haematology  
Dignity Care 
NHS England
Royal College of General Practitioners
Royal College of Nursing
Royal College of Obstetricians and Gynaecologists
Note: The Miscarriage Association and Ectopic Pregnancy Trust responded to advise they had no comments to make. 

