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History of previous versions of this document:

Version Issue Review Author
Date Date

Statement of changes made from version

Version | Date Description

Introduction

IR(ME)R 2017 requires a written procedure to establish if a patient of childbearing
potential is or may be pregnant prior to imaging.

The Care Quality and Commission (CQC) IR(ME)R report 2019/2020 highlighted the
need to ensure that all patients of childbearing potential be identified not just those with
traditionally defined gender characteristics.

Scope:

This procedure is to be carried out on all individuals of childbearing potential who are
about to undergo an x-ray examination where the primary beam may irradicate the pelvic
region (diaphragms to knees) and in CT examinations from lung apices to knees.

Individuals of childbearing potential are defined as Any individual between the ages of
12-55 years old.

Standard Operating Procedure
All imaging except theatre imaging (see separate section for theatre imaging)
e ltis the duty of the entitled operator to ensure that this procedure has been carried
out prior to any exposure being made
e Individuals aged between 11 and 18 years old are allowed to answer for
themselves provided that they are deemed able to do so with regard to the Fraser
Guidelines (Gillick competent)
e |If Gillick competence cannot be established in this age group the parent,
responsible adult or carer of the individual must be asked to answer on their behalf
e |If Gillick competence can be established in the interests of safeguarding and
confidentiality the questions relating to childbearing potential should ideally be
asked in the absence of their parent, responsible adult or carer.
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e Questions in relation to the SIGE and LMP form should be asked in a sensitive,
open manner using commonly understood language

e Underage sexual activity must always be seen as a possible indicator of child
sexual exploitation. Sexual activity with a child under 13years is a criminal offence
and should always result in a referral to the trust safeguarding team

e For further information/guidance, advice should be sought from a radiologist or the
referrer

e Where appropriate, staff should explain that although there is no substantial risk to
an unborn child when undergoing most diagnostic x-ray procedures, it is best
practice that x-rays to the pelvic area be avoided if possible during pregnancy

e Explain that certain questions on the possibility of pregnancy must be asked and
the answers recorded on CRIS

e Explain that all patients between 12 and 55 years who are undergoing a
radiographic examination of the pelvic region will be asked to complete the SIGE
section of the form. This is to ensure that individuals identifying as transgender,
non-binary or intersex (variations in sex characteristics) can have their pregnancy
status confirmed

e The entitled operator will ensure that the SIGE form is completed by all appropriate
patients and where applicable, for all patients that have indicated that they have
internal reproductive organs have completed the LMP form on the reverse,
ensuring that the CRIS number is recorded to ensure accurate record keeping

e Using the flowchart provided (Appendix B) the entitled operator will ensure that
correct procedure is followed in order to determine whether to proceed or
postpone the examination for all individuals that have indicated that they have
internal reproductive organs.

o |If a patient declares themselves pregnant or by following the flowchart a resulting
pregnancy test is positive a consultation with the referring clinician is required to
ascertain the risk to the individual of postponing the examination until after delivery

e If the examination cannot be postponed then the possibility of using other imaging
modalities that do not use ionising radiation must be discussed with the
practitioner

¢ If other modalities (ultrasound, MRI- outside of the first trimester) are not
appropriate, then the risk to the foetus, dependant upon the stage of the
pregnancy must be explained to the patient. The risk of not having the examination
should also be explained and informed consent should be obtained. Where
possible, before the procedure is undertaken, the advice of a medical physics
expert must be sought for methods to minimise the foetal dose and to provide an
estimate of the dose and risk to the foetus

e |If there is an overriding clinical need for the examination this should be
documented on CRIS and reasoning explained to the patient.

e In such cases the entitled practitioner will document authorisation on CRIS

o If a patient refuses to complete the SIGE form staff must inform the patient of the
following statement: We have a duty to ask you about your reproductive organs
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prior performing this investigation with ionising radiation. As you have not
completed the form, we will proceed on the basis of the gender we have recorded
for you, which is male / female (delete as appropriate). Staff must document that
the statement has been read to the patient on CRIS.

Theatre imaging:

e |tis the duty of the entitled operator to ensure that a check has been carried out
prior to any exposure being made

e |If the patient is not anesthetised the entitled operator may follow the procedure as
above

e |If the patient is not able to answer for themselves the entitled operator may ask the
staff responsible for the patient to confirm LMP or pregnancy status

e Where a nurse anesthetist or surgeon has confirmed pregnancy status this must
be recorded on the CRIS event entry.

Monitoring:
The trust continually strives to achieve 100% compliance with this procedure. Where this

is not met an action plan will be formulated and reviewed until completion.

Monitoring plan;

Method Peer review
By Departmental leads
Committee Radiation Safety Committee
Frequency Biennially

Review

This procedure will be formally reviewed every three years and biennially at the Radiation
Safety Committee.

References

Care Quality Commission (2020) IR(ME)R Annual Report 2019/2020 Available at:
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Exposure) Regulations 2017
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https://www.legislation.gov.uk/uksi/2024/896/made
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Radiology SIGE Form (Sex, Identity, Gender, Expression)

Name

Legal name if different

Date of Birth

Your Referrer has requested an examination involving the use of ionising radiation that
includes your pelvic region. It is our professional duty to protect patients as best as
possible from any unnecessary exposure. In order to do this we require all patients to
complete this form. If you have any questions or concerns, please feel free to speak with
the Radiographer/Assistant Practitioner prior to your exam.

What are your reproductive organs?

Internal (ovaries, uterus/womb)

External (Testes/testicles)

Both (Intersex)

| do not have reproductive organs

If you have indicated that you have internal reproductive organs, please complete
the section back of this form overleaf.

If you have indicated that you have external or no reproductive organs please
complete the declaration below:

Patients Signature Date

Radiology Staff:

Staff Name and Date
Signature
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DECLARATION OF PREGNANCY IN INDIVIDUALS OF CHILDBEARING CAPACITY
-STRICTLY CONFIDENTIAL-
Statement on the use of ionising radiation in pregnancy — Radiation doses resulting

from most diagnostic procedures in a pregnancy present no substantial risk of harm to
the unborn baby. Advice from the Health Protection Agency and the Royal College of
Radiologists require us to establish whether there is any possibility of pregnancy before
this examination is undertaken. This must be established in all patients of childbearing
capacity between the ages of 12-55yrs (inclusive), when undergoing a radiological
examination of the pelvic area (classified as the area between diaphragm and knees).
We therefore require that you sign to say that you have understood the statement above
and, to the best of your knowledge, can confirm your pregnancy status.

What was the date of the FIRST DAY of your last menstrual period? .......[.......[J.......

| am not pregnant [_]

| could be / | am pregnant ]

Please state reason (if applicable) for not pregnant:

PATIENT SIGNATURE...........oiiiiiee DATE ..................

OPERATOR SIGNATURE...........coiiiiiiiie DATE...................

For Radiology Department use — Operator to complete:

Examination(s) to be undertaken:

D Acceptable reason for not being pregnant- proceed with examination.

This procedure follows the 10 / 28 day rule (delete as appropriate), and it has been _____ days since the patient's LMP. (The 10 day
rule should be followed for high dose fluoroscopic pelvic examinations or CT scans including diaphragm to knees)

Was a pregnancy test performed? Yes |:| Result: Positivelzl Negative |:|

No

For Radiology Department use — Practitioner / Radiologist to complete (if required):
|:| Re-book examination to within the first 10 days of next menstrual cycle, where practicable.

D Urgent examinations — continue following discussion with patient, IRMER practitioner / referrer, OR if clinical need over-rides risk
to foetus.

Radiologist / Practitioner name: - oo
Radiologist / Practitioner signature: - - - - - - - - - - . Date: - oo __

Once complete please scan this form onto the patient’s relevant CRIS exam.
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Procedure to identify pregnancy status of all patients of childbearing capacity aged 12 — 55 years (inclusive).

Is the area to be examined within the pelvic area?
No
(Between Diaphragm and knees)
Yes
No need to complete
SIGE/LMP form, Complete SIGE form. If internal organs indicated complete LMP
continue with form on 2™ page. Is there a reliable reason why the patient cannot > No
examination | be preanant?
es

Note this on the LMP form
and proceed with
examination

. ) -
& Is this a hlgh dose proce_dur.e. > No
(CT examination or examinations

involving significant fluoroscopy of
the pelvic region)

Has it been more than 10 days — Has it been more than 28 days
since LMP? | Yes | Perform pregnancy test. %e since LMP?
No No
Note this on the LMP form, ask the Discuss the result with the radiologist and ask them Note this on the LMP form, ask the
patient to sign accordingly, and to explain the risk/benefit of the examination to the patient to sign accordingly, and
proceed with examination patient. proceed with examination

Are the Radiologist and Patient happy to proceed,
OR does clinical need override pregnancy status?

e o

Y
Note this on the LMP form, ask the patient and Note this on the LMP form, as well
radiologist to sign accordingly, and proceed with as any action taken, and inform the
examination referring clinician
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