PAT/T68 v.1

we Doncaster and Bassetlaw Hospitals NHS

Care " g MNHS Foundation Trust

)

Faecal Microbiota
Transplantation Policy —

Use of FMT in the management of Clostridium difficileinfection

This is a new procedural document, please read in full.

é : Did you print this document yourself?

The Trust discourges the retention of hard copies of policies and can only guarantee that the
policy on the Trust website is the most-tgp-date versionlf, for exceptional reasons, you need
to print a policy off, it is only valid for 24 hours.

Author/reviewer: (this | Dr Ken Agwuh (consultant Microbiologist)
version) Dr Anurag Agrawal (Gastroenterologist)

Date written/revised: | September 2016

Approved by: Trust Patient Safety Review Group

Date of approval: 07 October 2016

Date issued: 12 October 2016

Next reviewdate: September2019

Target audience: All Trust clinical staff and staff employed or workin

on behalf of the Trust

Page 1 of 26



PAT/T68 v.1
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1. INTRODUCTION

The vast majority of patients witGlostridium difficilenfection (CDIxan be treated effectively
using antibioticsuch as Metronidazole, Vancomycin and Fidaxonti@hhave activity against
the organism.

Symptoms of C. diffiie infection range from mild diarrhoea which may resolve compldiglas
little asdiscontinuation othe offending antibiotic and supportive measures, to severe disease
associated with pyrexia, elevatedr€active protein (CRP), white cell count (WB&icity and
intractable loose stool.

Treatment of C difficile infection with current antimicrobial therapy achieslgscal response in
more than 90% of patient® small percentage of patients have been reported been to
recurrence of loose stool witl difficile first, and the frequency of subsequent relapses rises
after this up to 60% after two or more recurrences.

Fatality rates as high as 24% have been reported in case series of critically ill patients with
Clostridium difficile colitis.

The aim 6faecal microbiota transplar(EMT)is to restore a healthy balance of bacteria in the
gut of patients who have had multiple recurrent Clostridium difficile infection by introducing
enteric bacteridrom screened and safe faeceshaalthy donors Succedsl resolutions of
symptoms or cure rates have been reported in the range of greater than 90% in most
publications.

2. PURPOSE

The purpose of this guideline is to ensure patient saéetgt enable Healthcare professionals at
Doncaster and Bassetlaw Hasys Foundation NHS Trust to follow a procedure to administer
Faecal Microbiota Transplaror the treatment of Clostridium difficile Infection (CDI).

3. DUTIES AND RESPONSIBILITIES

This policy coverselection of patients to under FMT, and timéection preventian and control
management issues:

Trust Board: The Board, via the Chief Executive, is ultimately responsible for ensuring that
systems are iplace that effectively managéke risks associated with Infection Contesid
management Their roles to support the implementation of a Board to Ward culture to support a
Zero Tolerance approach to Health Care Associated Infeciwhgheir appropriate management
The Director of Infection Prevention and Control will provide assurance to the bodrdftbative
systems are in place.
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Director of Infection Prevention and Control: Is responsible for providing expert advicgether
with a named gastroenterologigt accordance with this policy, for supporting staff in its
implementation, and assistingith risk assessment where complex decisions are required.

The Infection Prevention and Control Team: is responsible for supporting the director of infection
prevention and controlith implementation ofthis policy, for supporting staff in its implemetitan,
and assisting with risk asssment whergequired.

Matrons: are responsible for ensuringiplementation within their area.

Ward and Department Care Group Managers: are responsible for ensuring implementation within
their areaand for ensuring altaff that workswithin the areaadheresto the principles at all times.

Clinical Team responsible for the patient: are responsible for ensuring their junior staff read and
understand this policy, and adhere to the principles contained in it at all tiAlss that they work
closely with the medical microbiologist and Infection Prevention and Control Team in the
administration and management of the transplant procedure.

Clinical Site Managers/On-call Managers: are responsible for ensuring patients aragéd in
accordance with this policy, and for escalating any situations where safe placement cannot be
achieved.

4. PROCEDURE

In March 2014, NICE published guidance stating the evidence on the efficacy and safety of faecal
microbiota transplant for reauent Clostridium difficile is adequate to support the use of this
procedure provided that normal arrangements are in place for clinical governance, consent and
audit.

4.1 Patient Selection:

The following criteria for selection of patientsfter consultation with the DIPC/named
gastroenterologisfor treatment with faecal microbiota transplant include the following:

a) Multiple recurrence of COpatients who have sufferefilr om = 3 epi sode
confirmed CDI)

b) CDI norresponders (patients categorised as r@sponders, having been treated
with 3 or more courses of an@. difficile antimicrobials including Vancomycin and
Fidaxomicin, and who remain symptomatic)

4.2 Patient inclusion and exclusion

The following inclusion and exclusion criteria must be met for patient treatment:
a) Inclusion
i. Patents meets the criteria in 4.1 (multiple recurrence or mesponder)
category
ii.  Patient suitable for Nasogastric tube (NGT) itiear
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iii.  Patient receiving ariC. difficile antibiotic for at least 4 days prior to EMT
iv.  Informed consent
b) Exclusion
I. Decompensated liver cirrhosis
ii.  Ulcerative/bleeding of the upper gastrointestinal tract
iii.  Life threatening food allergy e.g. peanuts
iv. Intolerance to NGT placement

4.3 Patient consent

The Trust Consent to Examination or Treatment Policy (PAT/PA 2 v.6) must be followed with full
documentation with use of specific Consent form for FK4€e appendix 1MWhen consent is

taken it should ben line with the Human Tissue Authorities published Code of Practice and
Consenthttp://www.hta.gov.uk/quidance/codes of practice.chn

When consent is obtained, this should be donean individual who has the ability to explain the
nature of the procedure, its risks and benefits. The information leaflet dedicated for patient
undergoing FMT should be provided (See appendix 2).

The risk of FMT can include:
a) Low risk of perforation fronNGT insertion
b) Risk of aspiration while NGT in place
c) Low risk of transmission of an unknown infectious agent

4.4 Requesting FMT

Consultation request to the DIPC and or the named gastroenterologist with interest in FMT
should be made if patient meets theclusion criteria.

The provision of FMT service in the Trust is reliant on obtaining alreaescpgened faecal
samples from healthy donors.

The request for patient treatment should be made by a named clinician (the DIPC) by email,
using the FMT requgt form(see appendix 3Yo the microbiology FMT emdihs
tr.HPI@nhs.neThe request should be made at led&hours before the planned transplant
date. A financial contract with the HPE laboragat Birminghanhas beercompleted, giving
details of authorised financial representatives and contract length and value.

FMT supply is available from Monday to Friday and between 9 am and 5 pm. No weekend
service available.

The current cost is £131.123 for a 50 ml HhIS cost is subject to yearly review)

One FMT is supplied as a 50 ml aliquot in a screw capped plastic tubligu is stored at
80°C until the day of delivery and thawed on the day of delivery by the PHE laboratory at
Birmingham.
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All FMT suppliewi t h a validated certificate which wi
traceability purposes.

The FMT will be transported at room temperature to microbiology department for attention of
the DIPC via the Blood Bikes service, a charity transpartgegnt medical products between

NHS Trusts. This service is curhefrtee. There must ba constantaddress and cannot change
with each FMT requesind complies with packaging instructions 620 and 650 and identified with
the UN3373 label.

4.5 Logistics of FMT treatment

FMT samples take about three hours to defrost. As the FMT leaves PHE laboratory at
Birmingham from the freezer, it is expected to i@l thawing oralmost ready for transfer into
the enteral feeding syringe in the ward on arrival to Mimiology laboratory at Doncaster Royal
Infirmary via the Blood Bike Service delivery.

FMT can be administered by a doctor or a staff nurse competent to administer enteral feeding
via NGT.

4.6 Patient pre-treatment

Ensure patient understands and have daarough the FMT leaflets and consent form singed for
the FMT and insertion of NGT.
a) Clotted blood sample (red top) is collected from patient and formed to microbiology for
indefinite storage (for clinical governance and potential look back exercises)
b) Coect another blood sample for patient’ s |
c) Patient must have received at least 4 days C. difficile antibiotic prior to FMT.
d) Stop the C difficile antibiotic the evening before the FMT treatment.
e) Patient should be nil by mouth atdst 6 hours prior to FMT, but can take their regular
medications for other medical conditions.
f) Insert the NGT and confirm positioning with cheeta}X following Trust guidelines. See
Nasogastric Tube Management and Care Policy (PAT/T 17 v4).
g) Give a STAT de of oral omeprazole 20 mg 2 hours prior to FMT administration.
h) Give a STAT dose of oral domperidone 10 mg 2 hours prior to FMT administration.

4.7 FMT administration

a) FMT should be stored at room temperature until administration.

b) Administration shoulde completed as soon as possible after delivery.

c) Before administration cross check the FMT batch and lot numbenstghe validation
certificate, and retain certificate in th

d) Confirm positioning of the NGT as per Trust guidelines bdatsiuse

e) ConnectFMT enteral syringe to the NGT and administer 50 ml of the FMT into the
stomach over 30 minutes.

f) Flush the NGT with 30 ml of saline

g) Remove NGT one hour after the procedure
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h) The patient can eat 1 hour following the procedure and removéh@MNGT
i) Patient can be discharge home same day or following day.

4.8 Disposal in the event FMT is not used

The FMT aliquots supplied are for use on the same day of delivery. If the FMT is not used on the
day of delivery, the aliquot will beispose of irclinical waste stream as per Trust pol{ggllow
bag) Audit trail kept, he FMT validaon certificate will be destroyethto the confidential waste.

4.9 Serious adverse events (SAE) and serious adverse reactions (SAR)

Any serious adverse events arehction associated with administration of should be notified to
the DIPC or named gastroenterologist, who in turn will email within 24 hours of the event
occurring to the PHE laboratory, Birmingham contacts:

abid.hussain@heartofengland.nhs.uk
victoria.mccune@heartofengland.nhs.uk
peter.hawkey@heartofengland.nhs.uk

Following notiftation of the SAE/SAR, a root Cause Analysis (RCA) is expected to be performed,
within 5 days as documented in Appendix 4
a) A SAE i s defined by the Human Tissue Auth
be associated with the procurement, testing, pessing, storage or distribution of tissues
or cells intended for human application and which, in relation to a donor of tissues or
cells intended for human application or a recipient of tissues or cells:

I.  Might lead to the transmission of a communicablisease, to death or life
threatening, disabling or incapacitating conditions or

i. Might result in, or prolong, hospitali s:

b) A SAR is defined by the Human Tissue Auth
communicable disease, in amuor of tissues or cells intended for human application or a
recipient of tissues or cells, which may be associated with the procurement or human
application of tissue or cells and which is fatal, life threatening, disabling, incapacitating
or which resuls in, or prolongs, hospitalisation or morbidity

4.10 Post FMT monitoring

FMT is a new technique and therefore patients will be followed up within the routine clinical
service and by the FMT team post discharge, to audit outcome of the treatriRatientwill be
reviewed at the oupatient gastroenterology clinic 2 weeks and via telephone by the FMT team
three months. The telephone interview will help gather information on the effectiveness of the
procedure and to improve the procedure in the future.
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5. TRAINING/ SUPPORT

Training and development in relation to the safe and secure handling of the FMT can be
achieved using standard Infection Prevention and Control policy and effective disposal of body
waste.

5.1 As stated in Nasogastric Tube Management and Care

All nurses and midwives have a responsibility to ensure that they have sufficient knowledge,
skills and competence to perform any procedure as outlined by the Nursing and Midwifery
Council (NMC 2008) It is expected that student nurses/midwivkkgamn the knowledge and

skills necessary to perform wide bore (Ryles tube) nasogastric insertion during their education.

Upon registration they will gain competence under guidance of a preceptor until they can
complete the procedure independently. Hame bore nasogastric insertion, registered
nurses/midwives must extend their scope of practice and undertake additional education and
training using the Trust Clinical Skills Training Package.

All nurses, midwives and medical staff have a responsildiensure that they have received
training and been assessed as competent on the use of pH indicator strips and the NPSA
Guidelines for confirming the correct placement of nasogastric feeding tubes.

6. MONITORING COMPLIANCE WITH THE PROCEDURAL DOCUMENT

This policy will be reviewed routinely every three years unless, when new national or
international guidance are received and when newly published evidence demonstrates need for
change to current practices or any action required from Root Cause Anaéygisis Incident
Investigation Report. The policy will be approved and ratified byPheent Safety Review

Group.

What is being Monitored Who will carry out How often How Reviewed/
the Monitoring Where Reported to
Compliance with policy to | DIPC/ Microbiologist | Annually Revieved throughannual
negae unnecessary reques contractset upwith PHE
out the policy for FMT Birmingham
Audit of outcome of FMT | DIPC/Microbiologis| Annually Feedback questioner ant
and clinicsfollow up
Gastroenterologist
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7. DEFINITIONS

Antibiotics/antimicrobials: Agents used to treatment or prevention of infections.
Colitis: Inflammation of the large bowel.

Diarrhoea: A loose stool enough to take the shape of a container used to sample it or
as Bristol Stool Chart Types 5-7.

Infection: The presence of an organism on the surface of any part in the human body or
in any tissue accompanied by an inflammatory response.

Lansoprazole: Is a medicine that is one of the proton pump inhibitors.
Microbiota: Refers to the organisms of a particular site or habitat.
Relapsing/Recurrence Infection: An infection that recurs despite initial treatment.

Transplantation: The process of removing from one place or content and settling or
introduction elsewhere.

8. EQUALITY IMPACT ASSESSMENT

An Equality Impact Assessment (EIA) has been conducted on this procedural document in line

with the principles 6the Equality AnalysiBolicy(CORP/EMP72and the Fair Treatment For All
Policy(CORP/EMP 4)

The purpose of the EIA is to minimise and if possible remove any disproportionate impact on

employees on the grounds of race, sex, disability, age, sexual orientation or religious belief. No

detriment was identified. (See Appendi%)

9. ASSOCIATED TRUST PROCEDURAL DOCUMENTS

Clostrdium difficile Infection (CDI)dicy— PAT/IC 26

Nasogastric Tube M@gement and Care PAT/T 17
ConsentExamination or TreatmerRolicy—PAT/PA 2

Standard Infetton Prevention and Contrdtrecautions PolicyPAT/IC 19
Waste Managment Policy CORP/HSFS 17 (A) and (B)
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recurrentclostridiumdifficile-infection-1899869993554885
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APPENDIX 1

we Doncaster and Bassetlaw Hospitals NHS

Cq“:. ‘i NHS Foundation Trust
SpecificConsentForm for Faecal Microbiota Transplantation (FMT)
PATIENTNAME: é é 6 éééécéeééeécééééeceééeceééceceéécce.

| hereby authorize
to perform the following procedureag&cal Microbiota Transplantation (FMT).

1. l understand that FMT may Iperformed through a nasoduodenal tube inserted via the nose into the first part of the
small intestine. FMT is administered to treat chronic (recurrent) or s€&estridium difficileinfection (CDI), an
inflammatory condition of the large intestine @o). FMT consists of introducing normal bacterial flora contained in
stool collected from a healthy donor into the diseased colon where the flora is missing.

2. The nature, purpose, risks and benefits of this procedure has been discussed with netahdrttiat the donor

will be screened for a possible history of exposure to a communicable infectious agents through a detailed health
guestionnaire, and also undergo blood aedds testing for occult infectious pathogens as some infectious diseases
maybe silent or clinically undetectable.

I have discussed all alternative treatments for recurrent CDI with my physician, including various antibiotic options,
surgery, or no treatment at all, and understand the risk and benefits of the alternative tsebtmdarstand that my
condition could improve, worsen or stay the same with each of the alternative treatment options, including FMT.

| understand that individuals who are severely ill with FMT have a high risk of dying from their iliness, regdrdless o
what treatment is used. | understand that at the current time the cumulative experience with FMT is limited and that
FMT is therefore considered investigational.

In choosing to proceed with FMT | understand that a solution of donor stool will be infisede beginning of my

small intestinal tract via a hollow tube inserted through the nose OR into my colon through a tube with an inflatable
balloon at the tip.

3. The risks of FMT procedure has been discussed in detail with me. | understand tHatatiom® may arise as a
result of FMT. Complications may include but are not limited to:

-Transmission of infectious organisms contained in stool (bacteria, viruses, fungi, parasites)

-Allergic reactions to constituents (antigens) contained in the dstoor

-Mechanical complication related to the insertion and presence of the tube, such as potential

perforation of the lining of theesophagysstomach, or duodenum, or aspiration of stool into the lungs (for the
Nasogastri¢ube), or trauma to the cum and perforation of the colon (for the enema).

I understand that the outline above is not a complete list of potential complications, and that unforeseen risks that
have not been discussed with me may exist.

4. | understand that the above risksweedl as other complications, may require additional procedures or operations
and that these issues have been discussed with me. | give my consent to undergo additional procedures which my
physician deems necessary.

5. Recuperation from FMT is generallpmplete within a few hours following the procedure if done on an outpatient
basis. Most individuals can return to typical activities and diet at that time. Increasing abdominal pain, bleeding, fever
or other signs of illness could be signs of complicatemms should be reported promptly to your physician.
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6. | am aware that the practice of medicine is not an exact science. | acknowledge that no guarantee or promise can be
made by my physician as to the outcome of my treatment.

7. | acknowledge that thentire content of this form has been explained to me, and that | understand the contents.
I have had the opportunity to ask questions, and all of my questions have been answered to my satisfaction.

Signature: Date Time
(Patient or legal guardian)

Signature: Date Time
(Stool donor)

Providerds Acknowl edgement :
I confirm that | have fully explained to the above patient or legadesentative the nature and purpose of Faecal
Microbiota Transplantation and the possible risks and benefits of FMT and treatment alternatives.

Printed name: Signature:
(Provider) (Provider)

Date: Time:

I nterpreterés Acknowledgement (when applicabl e):
| confirm that consent to proceed with FMT, as explained above, has been given by this patient or legal guardian.

Printed name: Signatu
(Interpreter) (Interpreter)

Date: Time:
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APPENDIX 2

we Doncaster and Bassetlaw Hospitals NHS|

Care .
NHS Foundation Trust

W

Patient Information Leaflet — Recipient

What is Clostridium difficile

Clostridium difficiléC. diff) are bacteria that can live in theastine (also known as the gut).
These bacteria can live amongst normal bacteria in the intestine and cause no harm in healthy
individuals.

Diarrhoea related to Clostridium difficile

However, if the normal bacteria in the gut are reduced, e.g. by the tiaatiiotics to treat
other infections, then the numbers @lostridium difficilean increase. This can lead to
diarrhoea caused by toxins which are released from some strai@s difficilebacteria.

What are the symptoms of Clostridium difficile infection?

Clostridium difficileauses diarrhoea symptoms which range from mild to severe, other
symptoms include fever, loss of appetite, nausea and abdominal pain, and weight loss. It can
also cause a rare complication which is-tlieeatening inflammatio of the intestines.

How does Clostridium difficilespread to other people?

Clostridium difficiléorms spores which are able to live in the environment for a long time and

are resistant to standard cleaning methods. If the spores are ingested by ampattsem then C.

di ff may col onise that person’s intestine fo
unless the person is on antibiotics and is weakened by illness. It is also less likely to cause harm if
the patient has a healthy level of norntzdcteria. It affects the over 65 year olds to a much

greater degree than younger patients.

Treatment of Clostridium difficileinfection (CDI) using antibiotics
Antibiotics such as Metronidazole, Vancomycin and Fidaxomicin kill the Clostridium difficile

bacteria, allowing the normal bacteria in the intestine to return. However, in some people
diarrhoea returns a few days after stopping the antibiotics, this is called a recurrence or relapse.
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Why does the disease relapse?

Recurrence/relapse can occur aimthe normal intestine bacteria do not return, thus allowing
any remaining C difficile in the intestine to increase in numbers and cause symptoms again.
People with reduced immunity or other chronic conditions are more likely to suffer
recurrence/relapsesAlso, people who have one recurrence/relapse are at increased risk of
suffering from further recurrence/relapse of infection.

Treatment of Clostridium difficilelnfection using Faecal Microbiota Transplant (FMT)

A Faecal Microbiota Transplant (FMTa fdtered suspension of stool prepared from a healthy
donor stool which is given to a patient. The normal bacteria in the donor stool replace the
bacteria which are missing in the intestine of CDI patients, competing witGlberidium
difficileand preventing it from growing. As th€lostridium difficilés unable to grow it cannot

cause the symptoms of CDI and the diarrhoea stops. This is a novel treatment for CDI. The
symptoms of CDI are resolved by FMT in around 91% of patients. With antibiotimémaionly
30-40% of patients have resolution of their diarrhoea. Patients usually see improvement in their
diarrhoea within 2472 hours after the FMT. Flatulence, belching and/or constipation may be
experienced in the days following FMT.

What’s involved in FMT treatment?

Donors are anonymous and have agreed to act as a donor through the FMT team. They are
healthy, between the age of 18 and 50, have not taken antibiotics in the last 3 months and have
had no recent change in bowel habit. They will be sceedior gut infections and for infections

that can be transmitted by bodily fluids (usually blood), including Hepatitis A, B, C, E, HIV and
syphilis. Only those negative for these infections will be allowed to be donors.

The patient will be treated with @ Vancomycin antibiotic for 4 days prior to the FMT, but will
stop the night before. They will receive a dose of omeprazole, a proton pump inhibitor, on the
morning of the infusion to reduce the amount of stomach acid which could kill the bacteria being
given in the FMT. Domperidone will also be given to stimulate stomach emptying into the small
intestine.

On the day of the FMT, the patient will have a nasogastric tube inserted on the ward, which is a
narrow tube inserted through the nose, down the thraatd into the stomach (normally used as
feeding tubes). A syringe containing the FMT is connected to the nasogastric tube and the FMT is
administered down the tube. The patient should not smell or taste the FMT. The nasogastric

tube is then flushed with dime and removed
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Is FMT likely to be successful?

Many transplants using this method have been performed in the USA and other countries with a
more limited experience in the UK. Most groups report that over 4 out of every 5 patients
receiving faecal tragplant are cured of thei€lostridium difficileThe procedure has been

approved for use in the UK by NICE in 2014.

What are the risks of FMT treatment?

There is a theoretical risk of transmission of a pathogen from the donor to the recipient. Donors
are £reened for common bloodborne and enteric pathogens and restricted from donating if any
pathogens are detected. Donors undergo clinical, social and travel risk assessment and are only
allowed to donate if there are no risks for infection found. Howevegréhmay be unrecognised
pathogens in the FMT material, which could cause infection in the recipient. Of the
approximately 500 patients who have been treated with FMT, there has been one death which
was possibly attributable to FMT treatment

Follow up

FMT & a new technique and therefore patients will be followed up within the routine clinical

service and by the FMT team after discharge, to audit outcome of the treatment. A member of
the FMT team wil/l contact t he pafdrdisesharge,var t he
tel ephone. This telephone interview will be
discharge and the information will be used to assess the effectiveness of the procedure and to
improve the procedure in the future. Finally thetymt will be asked about their experience of

the FMT treatment.
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Pubic Healt
MI.F207

England

Faecal Microbiota Transplant Request

Form
Public Health England, Birmingham Laboratory

Heartlands Hospital DX6780100 ecrges Uedal Loy
Bordesley Green East Birmingham B '
Birmingham, B9 5SS

Requesterds informati on

Dr Kenneth N. Agwuh (consultant microbiologist/DIPC)
Department of Microbiology

Doncaster Royal Infirmary

Armthorpe Road, DN2 5LT

Patient information

YES / NO

<
M

Clinical details

Toxin positive / Toxin gene PCR positive
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FMT supply information
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APPENDIX 4

The RCA review group must include:

Dir Abid Hussain or Professor P Hawkey (or altermate)
Dr E Moran, or altermate Infectious Dissase physician
Dr v MeCune

Ward nursing lead {(or alternate)

HEFT Infection Control nurse, as necessary

If the incident ococurs with a FMT used cutside HEFT, medical, nursing and infection
conitrol team from the external NHS Trust will attend. The RCA can be conducted by
teleconference.

Patient details

HHS Trust

Patient Name

Hospital number

Date of Birth

Place of FMT
administration

Diate of admission

Diate and time of
administration

Details of Infection incident

Summary of relevant
events in the period
from the administration
of the FMT to the time
the specimen collection
was indicated and
completed (applies for
up to 48 howr after FMT
delivery).

What treatment was
given for this imfection, if
ves please specify?

Organism identification

Date and time of
specimen collection

Specimen number

Page 19 of 26



PAT/T68 v.1

Has the specimen been
saved?

What was the outcome
of this infection for the
patient?

Did the infection have
any effect in the clinical
area (further cases in
patients and =taff)?

If yes include lists of
patients, staff and
clinical areas affected

If =0 what were the
infection control
interventions (the
Infection Control
documentation from that
incident should be
cross-referenced)

History of the patient

Past medical history and
co-morbidities

Relevant microbiology
results in the 30 days
prior to FMT, include
date of collection and
laboratory numbers
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Antibiotics prescribed in
the 30 days prior to
delivery of the FMT, with
indications

Date of first C. difficile
positive result (toxin or
gene positive), with
laboratory number

Date of subsequent
specimens and results
(as abowve)

Treatment given: agent,
dose, duration with
dates.

Indications for FMT

Az per the clinical
protocol which category
was the patient treated
under, recurrence or Non
responder?

Record evidence for
treatment as a
recurrence or mon-
responder -include
dates, antibiotics and
dosages
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Patient pathway for FMT administration

Had the consent form
been signed, and the
process discussed with
the patient?

Was there an
assessment for NGT
insertion?®

Was the NGT positioning
check documented?

Was the correct pre-
medication given?

Was the FMT used
within the documented
expiry? Give details

Please give details of
any post FMT
administration
medication or follow up

Provide a summary of
MEWS scores post FMT

Review of the process of FMT preparation {all donor information on this

form is anonymous)

Was donor screening
complete? Please
provide evidence
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Was the FMT processing
record complete and
were there any
processing anomalies?

If yes to above, were
they addressed at the
time of production?

Aszsessment of the likely source

Baszed on the available evidence, the source of the infection should be agreed, please
provide details below:

Actions

Have all the steps in the process been fully addressed?
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If the FMT is the confirmed or likely source, confirm donation has been suspended by
this person, and that necessary re-screening is done before the donor can resume
donation.

Are there other necessary interventions that need to be done?
Can the FMT service be reinstated?
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APPENDIX 5 - EQUALITY IMPACT ASSESSMENT PART 1 INITIAL SCREENING

Service/Function/Policy/Project/ | CSU/Executive Directorate and Assessor (s) New or Existing Service Date of

Strategy Department or Policy? Assessment
Faecal Microbiota Transplantation | Nursing, Midvifery and Quality Dr Ken Agwukconsultant New policy 07/10/2016
Policy— PAT/T 68 v.1 (IP&C and Gastroenterology) microbiologist & DIPC

1) Who is responsible for this policy? Name of CSU/Directorate: Infection Prevention and Control & Gastroenterology

2) Describe the purpose of the service / function / policy / project/ strategy? Who is it intended to benefit? What are the intended outcomes? The purpose
this guideline is to ensure patient safety in the administration of Faecal Microbiota Transplant for the treatment ofliGiostiificile Infection (CDI).

3) Are there any associated objectives? Legislation, targets national expectation, standards: NICE Interventional Procedure guidance [IPG485], March 2(

4) What factors contribute or detract from achieving intended outcomes? — None

5) Does the policy have an impact in terms of age, race, disability, gender, gender reassignment, sexual orientation, marriage/civil partnership,
maternity/pregnancy and religion/belief? Details: [sedcquality Impact Assessment Guidahcso

1 Ifyes, please describe current or planned activities to address the impact [e.g. Monitoring, consultation}

6) Is there any scope for new measures which would promote equality? [any actions to be taken] No

7) Are any of the following groups adversely affected by the policy?

Protected Characteristics Affected? Impact
a) Age No Neutral
b) Disability No Neutral
c) Gender No Neutral
d) Gender Reassignment No Neutral
e) Marriage/Civil Partnership No Neutral
f) Maternity/Pregnancy No Neutral
g) Race No Neutral
h) Religion/Belié No Neutral
i) Sexual Orientation No Neutral

8) Provide the Equality Rating of the service / function /policy / project / strategy —tick (P) outcome box

Page 25 of 26



PAT/T 68

v.l

Outcome 1 P Outcome 2 Outcome 3 Outcome 4
*If you have rated the policy as having an outcome of @&, 4, it is necessary to carry out a detailed assessment and comDetaited Equality Analysis form in Appendix 4

Date for next review:  September 2019

Checked by: Dr Ken Agwuh Date: 11/10/2016
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