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Administrative Information  
	Local Site Contact Details
	

	Research Midwife
	<add>

	Principal Investigator 
	<add>



	Randomisation Line
	0800 2802 307



	Trial Office Contact Details 
	

	Trial Manager
	Dee Wherton 

	Lead Midwife 
	Kate Siddall 

	Email address
	iHOLDS@trials.bham.ac.uk

	Telephone number
	Trial Office: 0121 415 8298, Lead Midwife: 07816 363 582

	Trial website
	https://www.birmingham.ac.uk/iHOLDS 

	Trial social media
	Twitter: @iHOLDSTrial  



	Reference Numbers
	

	Trial name
	iHOLDS

	EudraCT number
	2020-004387-26


                                           
	Trial Organisation
	

	Sponsor
	Birmingham Women’s and Children’s NHS Foundation Trust

	National Coordinating Centre
	Birmingham Clinical Trials Unit, University of Birmingham 

	Chief Investigator
	Professor Sara Kenyon



[bookmark: _Toc81904989] 
1. [bookmark: _Toc94776505]Summary of iHOLDS

Evidence is lacking as to the optimum dose regimen of oxytocin for women who require it for induction of labour.
Title
High or Low Dose Syntocinon for induction of labour in nulliparous women (iHOLDS).
Trial Design
Multicentre, randomised, double blind controlled trial of 2400 nulliparous women with singleton, cephalic pregnancy undergoing induction of labour for whom oxytocin is prescribed as part of the induction process. 
Aims
Primary objective: 
· Caesarean Section Rates
Secondary objectives are to:

· To assess the effect on maternal and neonatal outcomes.
· To assess the safety of high dose oxytocin.
· Maternal Satisfaction (Questionnaire completed 2 weeks postnatal).
[bookmark: _Hlk95387422][bookmark: _Toc81904990]NB: Check full inclusion/exclusion criteria. (Page 8 Section 6. Who to recruit?) 

Targets
· Overall target: 2400 women
· Site target: (duration and per month)

 Thousands of women are given oxytocin for Induction in the UK every day. We don’t know which dose of oxytocin works best, and this trial will find that out. We need your help…
 
‘Clinical research is the single most important way in which we improve our healthcare –     by identifying the best means to prevent, diagnose and treat conditions”
[bookmark: _Hlk81988348]

2. [bookmark: _Ref94774222][bookmark: _Ref94774225][bookmark: _Toc94776506]iHOLDS Training Flow Chart
Before you discuss iHOLDS



Contact Research Midwife to arrange training or attend a training session provided by your Research Midwife
Access remote training by viewing the training presentation via the link provided by the Research Midwife


By signing the Training Log, you are agreeing to specific delegated duties 
PI to sign Training Logs to confirm delegation of duties
Please complete electronic Training Log
Please complete the paper Training Log












[bookmark: _Toc83125069][bookmark: _Toc94776507][bookmark: _Hlk81988785]Delegated Duties

	[bookmark: _Hlk95380737]B
	Identification of potentially eligible women
	G
	Prescribing of trial drug (Obstetrician only)

	C
	Inform women of trial
	H
	Trial drug accountability

	D
	Obtain informed consent (if local practice permits)
	I
	Trial drug major temperature deviation reporting 

	E
	Confirm woman’s eligibility (Obstetrician only)
	J
	 Completion of data (Trial Entry Form, Labour Form, Repeat Treatment Form) 

	F
	Randomisation of woman
	
	








3. [bookmark: _Toc94776508]iHOLDS Flow ChartBefore Induction                     

Woman requiring induction of labour (IOL)

Women requiring induction of labour 
(nulliparous with a singleton pregnancy)IOL booked >5 days in advance?

Yes

                                                          Induction of labour (IOL) booked in advance?
                                                                                                        IOL booked by Obstetrician, Clinical Midwife, or       another source (e.g., Community Midwife) 
The Trial may be discussed, and a Participant Information leaflet (PIL) given.
PIL and cover letter posted to all potentially eligible women (by Research Midwife)



[image: ]
No


                                               
                                             

 
Woman admitted for IOL (Collect blue Information Pack)
During Induction


[image: ]

PIL given to all woman                                       Trial discussed and consent can be obtained                                  Consent prior to ARM or Oxytocin                         (by Obstetrician, Research/Clinical Midwife
(Use blue Labour Pack)
 



[image: ]



Decision made to administer Oxytocin


Eligibility confirmed and signed by Obstetrician                  Trial Entry Form 



Consent Obtained (if not already) 
Or reconfirmed verbally and documented
(If a period passes between written consent and randomisation)



Randomisation
Via 24-hour automated telephone system
Trial Entry Form completion

                             
   Standard dose Oxytocin

Higher dose Oxytocin

Data collection 
Labour Form to be completed
Leave all documentation for the iHOLDS Research Midwife in allocated tray

After Induction



4. Identification of Participants for iHOLDS[image: ]

* Induction of labour is defined as the process by which labour is started prior to its spontaneous onset. 
· iHOLDS discussion can take place when induction of labour is booked
· If time permits the Research Midwife will send out a Cover Letter and Participant Information Leaflet to potentially eligible women
· When a nulliparous woman is undergoing induction, a Participant Information Leaflet (PIL) should be provided, and the trial discussed.
· Use the suggested phrases to help you discuss the study (Page 7 Section 5. Suggested Phrases for discussing iHOLDS Study with Women)

Women can be recruited if induced for the following reasons:


[bookmark: _Suggested_Phrases_for][bookmark: _Ref94774067][bookmark: _Toc94776510]5. Suggested Phrases for discussing iHOLDS Study with Women

[image: ]
[bookmark: _Who_to_recruit]
[bookmark: _Ref94773572][bookmark: _Ref94773577][bookmark: _Ref94773632]

[bookmark: _Toc94776511]6. Who to recruit?

	Inclusion Criteria
	Exclusion criteria

	Nulliparous, no previous births > 24/40
	Multiparous Women

	Singleton cephalic pregnancy
	Second stage of labour

	Aged 16 years or above
	BMI >40 at booking

	Undergoing induction with ruptured membranes
	Existing cardiac disease, bleeding disorders, previous uterine surgery, significant APH

	Who give written informed consent to participate prior to randomisation
	Have a known contra-indication to oxytocin therapy as listed in the Summary of Marketing Product Characteristics (SPC)

	 Prescribed oxytocin is indicated as part of the induction process
	Are in any other IMP or procedure for induction of labour

	
	Have received propess <30 mins ago
Have received Prostin <6hrs ago


· Ensure eligibility is confirmed by an iHOLDS trained Obstetrician
· Eligibility CAN be confirmed following consent if a period passes between written consent and randomisation. This should be documented in the medical notes.
[bookmark: _Toc94776512]7. Responsibilities- Who can do what?

	Process
	Timing
	Person

	Identify potentially eligible women
	When induction of labour is booked or when women is undergoing induction as an inpatient 
	iHOLDS Trained Midwife or Obstetrician

	Confirm eligibility
	Use of oxytocin for induction indicated 
	iHOLDS Trained Obstetrician 

	Consent
	Consent can be taken prior to confirmation of eligibility 
	iHOLDS Trained Obstetrician or Midwife
(where local practice permits)

	Randomisation phone call
	Following consent
	iHOLDS Trained Midwife

	Prescription of drug
	Following randomisation
	iHOLDS Trained Obstetrician

	Collection from labour ward fridge and preparation of drug
	Following randomisation
	iHOLDS Trained Midwife

	Labour data collection
	During use of oxytocin 
	iHOLDS Trained Midwife

	Return all completed forms to the Research Midwife
	Following birth of baby
	iHOLDS Trained Midwife


[bookmark: _Toc94776513]8. Information/Labour Pack

The packs will include everything you need to talk about the trial and to recruit women 
Information Pack  [image: ]

The A5 BLUE pack contains all of the documents you need to approach a woman about the trial: 
· Instructions 
· Suggested Phrases for discussing the trial with women 
· Participant Information Leaflet (PIL)
· Inclusion/exclusion criteria
· Contact details for assistance


Labour Pack[image: ]

 The A4 BLUE pack contains all the documents you need to recruit a woman into the trial and that you need during the course of the trial:
· Instructions
· Informed Consent Form
· Trial Entry Form
· Documentation Labels for Medical Notes
· Prescription Labels
· Oxytocin Regimen 
· Labour Form
· Repeat Treatment Form


Please contact the iHOLDS Midwife if the Packs are running low


[bookmark: _Toc83125078][bookmark: _Toc94776514] 9. Obtaining Informed Consent 
[image: ]



The woman needs to INITIAL NOT TICK each box 








Optional consent must be initialled Yes or No


To be completed
[bookmark: _Hlk94600530][bookmark: _Hlk94600531]Insert details provided to you during the randomisation call


[image: ]Woman and person taking consent must print name, sign, and date in the presence of one another

[bookmark: _Toc94776515]Informed Consent Form tips  
       [image: Close]  DON’TS
[image: ]   DO’s

	
                                     


[image: Checkmark]                                                                                       [image: Close]Use hospital identification stickers

Pre-complete the form. The woman must write name, date, and sign the form

Cross out or alter any statements. 

Participant to initial, not tick box 

Insert the participant number 

*File the consent form correctly 


[image: Checkmark]                                                                                       [image: Close]
[image: Checkmark]                                                                                       [image: Close]

1x copy women, 1x copy in the medical notes, Original to Research Midwife (one to be filed in the Site File and a copy sent to Trial Office)

[bookmark: _Toc84226095][bookmark: _Toc94776516]Documentation
· The documentation stickers can be used and placed in the medical notes as a record of recruitment to the trial. 
· They can be found in the Labour Pack. 
· If not used, all the fields still need to be recorded in the medical notes.
· If a site is paperless, please place the completed sticker on the back of the completed Informed Consent Form and return to the Research Midwife tray.           

[image: ]Check the version of the Participant Information Leaflet and the Informed Consent Form and complete the Documentation Label fully before adding it your documentation notes.
Always

[bookmark: _Toc94776517]10. Trial Entry Form

[bookmark: _Hlk81940703] The Trial Entry Form contains a checklist for inclusion and exclusion criteria that needs to be completed and signed by an iHOLDS trained obstetrician. (Found in the BLUE Labour Packs).
1. Women must meet all inclusion criteria and none of the exclusion criteria to participate

2. Complete the Trial Entry Form before randomising a woman


3. The iHOLDS trained Obstetrician needs to sign off confirmation of eligibility following completion of the checklist 

4. Following randomisation, write the Participant Number and Treatment Pack Number here


5. Person randomising to sign and date 

6. Overleaf is a helpful checklist which outlines the next steps

[image: ]	





[bookmark: _Toc83125081][bookmark: _Toc94776518]11. Randomisation

Randomisation will be via telephone using an automated secure system


Ensure an outside line is used




Only to be carried out once all eligibility is confirmed by an Obstetrician on the Trial Entry Form

Available 24 hours a day





[image: ]iHOLDS Trial ID 216***

Randomisation number:
 0800 280 2307

Each trial will have its own ID number. The last 3 digits are site specific


Please do not end the call until you are given both a Participant Number (4 digits) and a Treatment Pack Number (5 digits), after which you are told to hang up



Follow the instructions given to you over the phone. You will be required to answer simple questions by responding by dialling a number on the keypad





Check to see if your site has a dedicated iHOLDS phone








[bookmark: _Toc94776519][bookmark: _Hlk82512836]12. Using the Trial Drug
[bookmark: _Hlk82513324]
[bookmark: _Toc94776520]Prescribing the Drug
[bookmark: _Hlk82589091]Only an iHOLDS trained Obstetrician can prescribe the trial drug. Either handwritten as:
oldjksfkjhsfkslkjlfkascj “10iu or 20iu Oxytocin for iHOLDS study”




    OR
[image: ]

                     
    

The pre-printed sticker can be used. You can find this in the Labour Pack.
Place the sticker where you would normally prescribe oxytocin.
	COMPLETED BY PRESCRIBER
	COMPLETED AND CHECKED BY MIDWIFE

	DATE
	DRUG TO BE ADMINISTERED
	ROUTE
	PRINT NAMES (must be on iHOLDS Training Log):
1)………………………..………
2)………………………….…….

SIGNATURES:
1)..….……………………………
2)……………………………………

DATE AND TIME OXYTOCIN ADMINISTERED
__ /__ /__  __ : __

	__ /__ /___
	OXYTOCIN FOR iHOLDS Trial ONLY
10iu/2ml or 20iu/2ml
diluted to a total volume of either 50ml or 500ml
(Please circle total volume)
	IV
INFUSION
	

	PRINT NAME OF AUTHORISED PRESCRIBER (must be on iHOLDS Training Log):
	

	SIGNATURE OF AUTHORISED PRESCRIBER:
	

	V1.0 04.10.2021 iHOLDS Prescription Sticker               EudraCT N°: 2020-004387-26












[bookmark: _Hlk82513420][bookmark: _Hlk82589489][bookmark: _Hlk84872312]





[bookmark: _Toc94776521][bookmark: _Hlk82589634]13. Preparation of Treatment [image: ]
[bookmark: _Toc94607560]
To collaborate with HOLDS, maternity units must fully comply with the regimens of oxytocin described in the protocols:  

Oxytocin Regimen: Total Volume 500mls
Each ampoule contains 1ml of oxytocin

1. WITHDRAW 2mls of the diluent (0.9% sodium chloride or appropriate alternative) BEFORE adding the x2 ampoules of oxytocin (2mls)
1. The total volume of oxytocin plus diluent should always be 500mls
1. Ensure the x2 ampoules of oxytocin are added to the diluent BEFORE inserting & priming the tubing
	Time after starting
(mins)
	Volume infused
(mls/hour)

	
	Dilute x2 ampoules oxytocin with the diluent (0.9% Sodium Chloride or alternative) to a total volume of 500mls

	0
	6

	30
	12

	60
	24

	90
	36

	120
	48

	150
	60

	180
	72

	210
	84

	240
	96



Oxytocin Regimen: Total Volume 50mls
Each ampoule contains 1ml of oxytocin 
1. Ensure the x2 ampoules of oxytocin (2mls) are added to 48 mls of diluent (sodium chloride 0.9% or appropriate alternative)
1. This may require 2mls of diluent to be withdrawn from 50mls BEFORE adding the x2 ampoules of oxytocin
1. The total volume of oxytocin plus diluent should always be 50mls
1. Ensure the x2 ampoules of oxytocin are added to the diluent BEFORE inserting & priming the tubing
	Time after starting
(mins)
	Volume infused
(mls/hour)

	
	Dilute x2 ampoules oxytocin with the diluent (0.9% Sodium Chloride or alternative to a total volume of 50mls)

	0
	0.6

	30
	1.2

	60
	2.4

	90
	3.6

	120
	4.8

	150
	6.0

	180
	7.2

	210
	8.4

	240
	9.6


[bookmark: _Toc84226100][bookmark: _Toc94776522]Treatment Pack Stickers and Infusion/Syringe Label

The treatment pack has TWO stickers on the outside of the box.
One to be placed onto the Labour Form and one in the Maternity notes (or on the back of the Informed Consent Fform if the site is paperless).[image: ]

[image: ]







[image: ]







[bookmark: _Toc94776523]Infusion/ Syringe label
A syringe/bag label is also provided inside the treatment pack to ensure the infusion is labelled correctly. The participant identifiers should be added to the label. The label should be added to the infusion bag or syringe (See below).
A Stop! Infusion laminated label will be provided for you to attach to the syringe or infusion pump. This will outline the oxytocin regimen to use for your site and a reminder to complete the highlighted ‘following birth section’ of the Labour Form. You can find these in the back of the Labour Ward Manual. 

[bookmark: _Toc81905011][image: ][image: ]
[image: ]


[bookmark: _Toc94776524]14. Drug Accountability Log
When you collect a treatment pack from the fridge you must complete the iHOLDS Labour Ward Drug Accountability Log.
 Please note there will separate logs for HOLDS and iHOLDS, so please complete the relevant trial log.
This must be completed to maintain a log of the trial drug.

[bookmark: _Toc94776525]Example of completed Drug Accountability Log
[bookmark: _Hlk82590507][bookmark: _Hlk82590508]Initial performed and checked by entered here 
[bookmark: _Hlk82590497][bookmark: _Hlk82590498]Treatment Pack Number, Batch Number and Expiry Date to be included

[bookmark: _Hlk82590485][bookmark: _Hlk82590486][bookmark: _Hlk82590487][bookmark: _Hlk82590488][bookmark: _Hlk84259585][bookmark: _Hlk84259586]Date and Action Completed entered here 



[image: ][bookmark: _Hlk82590685][bookmark: _Hlk82590686][bookmark: _Hlk82590687][bookmark: _Hlk82590688]New total number of stock to be inserted


[bookmark: _Toc94776526]Damaged Ampoule

[bookmark: _Hlk84260035] If you notice any ampoules are damaged, inform the Research Midwife, dispose of it safely, keep the empty box in the Labour Pack and update the Accountability Log. You will need to complete a repeat treatment form and go back to the randomisation line for reallocation of the drug.
[bookmark: _Hlk84259998]The Treatment Pack box will be given to Pharmacy by the Research Midwife for accountability purposes who will check the Labour Ward Drug Accountability Log to make sure it has been completed accurately. 
[bookmark: _Toc81905013][bookmark: _Toc94776527]15. Drug storage


    [image: ]

                                          
The trial treatment packs must be stored between 2°C - 8°C in either a separate fridge or in a designated compartment labelled ‘drugs to be used in the iHOLDS trial’ 


 


iHOLDS Treatment Packs are BLUE


               
                          
The iHOLDS Midwife will be responsible for the storage and re-stocking the fridge on Delivery Suite.



Sites will be required to submit a monthly log detailing the daily temperatures.
If the drug is removed from the fridge for > 10 mins, please complete page 2 of the Log. This includes journeys between Pharmacy and Labour Ward that take over 10 mins. 
The trial drugs must be transported in a provided cool bag.






                               																																																		A buffered thermometer records the temperature and will alarm if the temperature falls below 2⁰C or rises to or above 30⁰C (as the oxytocin cannot be used)





[bookmark: _Toc94776528]16. Temperature Deviation Reporting Process
If you discover the thermometer alarming, follow the flow chart instructions that are situated by your fridge (see below).
The thermometer will only alarm if the temperature falls below 2° C or rises to 30° C or above
                        [image: Text

Description automatically generated with medium confidence]
                            [image: Diagram, text

Description automatically generated with medium confidence]
           
[bookmark: _Toc81905015][bookmark: _Toc94776529]17. Repeat Treatment Form 
[bookmark: _Hlk82523019][bookmark: _Hlk82545718]If the allocated treatment has been used and/or needs to be replaced, you must complete a Repeat Treatment Form and telephone the randomisation line for the same treatment allocation.
You will be allocated a new Treatment Pack Number. The dose will remain blind, but it will be the same dose as previously randomised to.

[bookmark: _Toc94776530]18. Data Completion
We are asking you to collect information (data) during labour that is essential and we cannot get any other way. (Example of Labour Form below)

[bookmark: _Hlk94604791]This is mininal extra documentation for Clinical Midwives

[image: ] Please don’t forget….
Document the Participant Number and Treatment Pack number(s) on the form

Every Hour please record

· Maximum dose of oxytocin needs to be recorded.
· Any episodes of tachysystole and hyperstimulation.
If yes, any action taken.







[bookmark: _25:_Definitions][bookmark: _Definitions][bookmark: _Toc81905017]
[bookmark: _Ref94776183][bookmark: _Toc94776531]Definitions

[bookmark: _Toc94776532]Tachysystole
More than 5 uterine contractions in 10 minutes for 20 minutes with a normal fetal heart rate.
[image: ]

[bookmark: _Toc94776533]Hyperstimulation
More than 5 uterine contractions in 10 minutes for 20 minutes with suspicious or pathological CTG according to NICE guidleines 



 

[bookmark: _Toc81905019]
[bookmark: _Toc94776534]Labour Form – Following Birth

[bookmark: _Hlk84261892]Please don’t forget…
To complete the highlighted part at the bottom of the Labour Form, this information is not retrievable anywhere else and is VERY important. 
We need this information, so we know how much oxytocin the women receive. Thank you!
[bookmark: _Hlk84261927]There is a laminated card for you to attach to the infusion to remind you to record the amount when the infusion stopped/taken down (Stop! Infusion Reminder Label).
COMPLETE THIS SECTION AFTER BIRTH                                                                        
Date and time oxytocin infusion began                _ _/_ _/_ _ at_ _: _ _             
How much fluid was the oxytocin diluted in?  50mls      □         500mls      □
How much oxytocin was infused during labour?(if more than 1 syringe/bag was made up, please add the total infused from all syringe bags)                       mls infused in total  
 [image: ]






[bookmark: _Toc84226109][bookmark: _Toc94776535]19. Unblinding
[bookmark: _Toc81905020][image: ]

Unblinding is the process of finding out which treatment arm a trial participant is randomised to and is required in some trials in an emergency.
Unblinding of iHOLDS  participants as an emergency is not required, as management of these women will not change in light of this information. 
The plasma half-life of oxytocin is approximately 5 minutes, so in the event of a safety issue, stopping oxytocin is the most common and effective treatment. 

[bookmark: _Toc94776536] 20. Safety Reporting 

Summary of Safety Monitoring and Reporting[image: ]


Safety monitoring and reporting is essential to protecting the women involved in the trial.
If any problems occur, standard procedure defined by your local maternity unit would be followed as normal practice. 
The plasma half-life of oxytocin is approximately five minutes, so should any cause for concern be identified, stopping the oxytocin is the recommended course of action.

[bookmark: _Toc94776538]Clinical Midwives Responsibilities
Uterine tachysystole and hyperstimulation needs to be noted on the Labour Form every hour and if any action taken as a result (see page 22 Definitions) 
You are responsible for additional safety reporting via completion of the final page of the Labour Form (Pharmacovigilance) and clear and concise medical notes.




[bookmark: _Toc94776539]Pharmacovigilance Form
[bookmark: _Hlk84262917]The Back of the Labour Form captures any adverse events that may have occurred.
Please complete this section and accurately and in full.
[image: ]See any other serious adverse event 


[bookmark: _Toc94776540]Any other serious adverse event
Any event not listed above which is considered a serious adverse event or reaction.
e.g. If a woman falls off the labour bed causing an injury that requires her to stay an extra night.
Whilst unrelated to trial treatment, this has prolonged the woman’s hospital stay and the information will still need to be completed on the Labour Form so the Research Team can report it within 24 hours of being notified
If you are unsure whether it is a safety reporting issue, please inform the HOLDS Midwife and she will investigate further.  
[bookmark: _Toc81905024][bookmark: _Toc94776541] 21. Documentation Completion Flow Chart


Completed Consent
Form


Completed Consent
Form


Completed Consent
Form




Completed paperwork filed back in the recruitment pack for the iHOLDS Research midwife to collect




iHOLDS Research Midwife collects
Completed Labour Pack



 iHOLDS Research Midwife enters birth and outcome data onto the online database 




[bookmark: _Toc81905025][bookmark: _Toc94776542][bookmark: _Hlk82592470]22. Withdrawal from the trial
Participants can withdraw from the trial at any time. This will not affect the care they receive

The Participant Information Leaflet states that unless a woman explicitly states she wishes to withdraw from all aspects of the trial, birth data will be collected and reported to the Trial Office

If a woman wishes to stop treatment it is not appropriate for the clinical midwife to question the woman further on which aspect of trial they wish to withdraw from

If a woman wishes to withdraw from all aspects of the trial, no data will be collected
This decision must be documented clearly in the woman’s medical notes
                 



[bookmark: _Toc94776543]23. Contact Details

Your PI:   Dr ………………….
The Research Midwife :  …………….
Kate Siddall (Lead Midwife) Telephone: 07816 363 582
The BCTU HOLDS and iHOLDS Trial Office: Telephone: 0121 415 8298 (Voicemail outside office hours)
Email: iHOLDS@trials.bham.ac.uk 
Website: https://www.birmingham.ac.uk/iHOLDS
Trial Social Media: Twitter: @iHOLDSTrial  

                                         [image: ]

For iHOLDS to succeed you are all a vital part of the team.
We cannot do this without you. We need you!
We need you to make this trial a
success!
[image: ]
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Other (Investigators discretion)
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Advanced Maternal  Age
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Diabetes/
GDM


PET/
Hypertension


Obstetric Cholestasis


iHOLDS Labour Ward Manual V1.0a 22-Mar-2022


image3.jpeg
NIHR | National Institute




image4.jpeg
BCT

Birmingham Clinical Trials Unit




image5.png




image6.png




image7.jpg
e

mmnﬁ'ﬂg
INDUCTION

Information Pack





image70.jpg
e

mmnﬁ'ﬂg
INDUCTION

Information Pack





image8.jpg
fnnucx‘ﬁ'ﬂg

Labour Pack





image80.jpg
fnnucx‘ﬁ'ﬂg

Labour Pack





image9.png




image90.png




image10.png
What happens now?
Take some fime before you
decide and let me know if | can
‘answer any questions.

I you decide fo join I will go and
collect the paper work and your
treatment




image11.png
<inset ol et >

Informed Consent Form

iHOLDS

HIGH OR LOW DOSE
SYNTOCINONI

INDUCTION

‘The IHOLDS Trial: High O Low Dose Syntasioea for induction of labour

Version 1.0a dated 3 March 2021

Parccpant amber: [ ][] [ ][] Farcpant el [ ][ ][]
Site Hame: o0

Principal Investigator: 20000436726

Please initil inside each box

T confim tht  have readand undersood the Paricipant Informacon Leafer,daed
& | 16" Navember 2020 vreon 1.0 fr che 0LDS Trsl T have hadtheossortuny o
considarth informaton, ask questions,and have ad thse snswered saisfacorly.

Lundarstand that my partiction s vluncry and thit L s s o vithdrau st

any ime, wihout Ging any reason, and wiboutmy medica ar o legal ights

being ected

2 | 11 decide o discontinue sl vrestment, T understand that formatien abou: my
it and bay wil 2 b collcred and Shat il b s 3 Natarnl Satitacton

Questsnnse,unlsss 1 xpiity sate cthenise, Al nformacion colected up t my

S of wincranl of concent il 2 b st

Tunderstand tht relevant secions of my/my baby's medical rotesand dats
colicad duing he sty may e ok 5 o il rom the HOLDS Tl
3| Office st the BT, reprasencsve of e Sponsor, fom rgultory authriies,or
from he NHS TrustHeslt Soard, where this s rlvant 1 my king art n this
resrch. 1ive parmssion for e ikl o have SEEEE t o recocs,

| understand st e fornaton olcted sbout e may be used 0 gt
4 | onerresesren n e e, and may b shared anomymously wih cer
Fescarnrs





image12.png
5 | 1agree to my GP bing nformd of my paricipation ntis sty

Data collcted tht etfies e by name (s coy o s Informed Consent Form)

it b ranterad from wher & ol an sored st the BCTU ¢ e

& | Univericy of Bimingham. 1 sgreet the transer and storage of s dta T
ndestand that il ot be dentfed by name.inany pblcaton aring from s

ey

7 | tagres o ke part n the OLDS Tral

The fllwing = gotons! and vill ot sfectentry e th il lsse il the
vt b Ve e
5 | Lsgres o the HOLDS Tril ffce st the BCTU conacting me by post i he uure

for pamission 0 access addionl data sboutm and/ormy b3y i NHS
regtres.

el Ssfacton Questonnsie

Please provide your preerred method of rceiing and complting the questionnaie lsss Bk
one boxand provide th relevant dtal:

[ s [ s
o

1 you vk e o receive 3 £5 Figh St Shoggng Voucher folloing completion o he
uesionnar, plsse provdeyour posal screce m th Spsce radedshave (o ca S5 receive
203 compltathe questonnaire by phone o <l

[ — Py Soratre

Tame o Prson taking Consent. D Soratre

Vou musthave been elegacethisduty
by th princpal nvestigator o dlegats)

W completec O n e sttt Fle, L coy frparticpan, L copy o h el s

sl UNIVERSITYOF

i e forHesthResearch somesne





image13.png




image14.svg
  


image130.png




image140.svg
  


image15.emf

image150.emf

image16.png




image17.svg
  


image18.png




image19.svg
  


image20.png
iHOLDS Trial - Documentation Label for Medical Notes (EudraCT No.: 2020-004387-26)

Please tick boxes to acknowledge completed: |

Participant Information Leaflet given to woman
Dategiven: __/__/___Versionno. Versiondate: __/__/
iHOLDS trial discussed and woman happy to participate.....
Woman is aware she can withdraw from the trial at any time...
(Further summary of trial discussion can be annotated in medical notes)
ity confirmed by an iHOLDS trained Obstetri
Written informed consent obtained from woman..
Date consentgiven: __/__/___ Time:__:__

Consent Form: Copy to woman, copy in medical notes, original to Research Miduwife|
Consent reconfirmed verbally (if a period of time passes before randomisation)

THIS STICKER IS TO BE PLACED IN MEDICAL NOTES / ON THE BACK OF CONSENT FORM
Version 1.0 05-0ct-2021
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iHOLDS Trial iHOLDS Trial iHOLDS Trial
EudraCT: 2020-004387-26 FudraCT: EudraCT:
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iHOLDS

et Labour Ward Drug Accountability Log
INDUCTION|
Site: Principal Investigatol Product storage conditions: 2-8°C
Complete for e
. " Forall | Dispensing
Oxytocin 51U/mi or 101U/ml dispensed §
actions: only:
Date Action ! . . items .
reatment pack New Total in pant | Performed ” Checked
Nomber BatchNumber | ExpiryDate | Stock (No. Namber | Y (i) | by® s
. . . | cartons) .
02709721 B Receipt [] Bispensed 12345 1678935 31/12/22 1 ow s

[C Return to Pharmacy [[] Quarantined
[ pamaged ampoule destroyed locally

02/05/21 | B Receipt [ Dispensed ™ 54321 1678935 131/12/22 2 bW’ ks
[C Return to Pharmacy [[] Quarantined
] pamaged ampoule destroyed locally

02/05/21 | B Receipt [T Dispensed 67550 1678935 131/12/22 3 bW’ ks
[C Return to Pharmacy [[] Quarantined
[ pamaged ampoule destroyed locally

0205721 | ] Receipt W bispensed | 12345 1678935 sz 2 5642 ow s
[C Return to Pharmacy [[] Quarantined
[ pamaged ampoule destroyed locally

0509721 | ] Receipt [ bispensed 54321 1678935 sz bW s
(X Return to Pharmacy [[] Quarantined
(%] pamaged ampoule destroyed locally

05/05/21 | L] Receipt [Iispensed | 67850 1678935 [EZa ) oW s
[C Return to Pharmacy [] Quarantined
[ pamaged ampoule destroyed locally

Comments: Pack Number 54321 ampoule damaged on opening therefore destroyed locally — carton retained for return to Pharmacy
Pack Number 67890 quarantined pending return to Pharmacy following major temperature deviation in fridge

For Trials Office use only
Page reviewed by (initials): Date:

Return original to Pharmacy for filing. Forward copies to iHOLDS Trial Office on completion of each page (or at request by the iHOLDS Trial Office, BCTU)
page 10f_

'CONFIDENTIAL ON COMPLETION V1.013-Dec-2021
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Labour ward Major Temperature
Deviation Procedure (<2°C and
>30°C)
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e @ @ O N cw

Temperature alarm sounds indicating a
deviation

Switch alarm button to off

Telephone the Randomisation Service to report a
‘temperature deviation IMMEDIATELY
Telephone number
0800 280 2307
Select Option 3 o temperature deviation, this will
Suspend recruitment at your site

You will need to do this for both HOLDS and
IHOLDS if the trial treatment packs are stored in
‘the same fridge

Take all treatment packs from the fridge and put
into quarantine bag (these can be found in the
fridge)

Seal the bag and place the quarantine label over
the seal of the bag

Temporarily Store the quarantine drugs ina
fockable drug cupboard (or fridge) and update the
drug accountability log.

(Tick action quarantine and document allthe pack
numbers)

Research Midwife to notify Pharmacy, and to return
Treatment Packs to Pharmacy as soon as possible.
(Research Miduwife to complete the Drug Accountability
Log and the Trial Pharmacist to complete a Labour Ward
Temperature Deviation Form)
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" CONFIDENTIAL WHEN COMP!
Participant number:
Treatment pack number: Additional pack numbers if re-supplied:
Defi
Uterine Tachysystole: More than 5 contractions in 10 minutes for 20 minutes or more
Uterine Hyperstimulation: Tachysystole with non-reassuring or abnormal features of the fetal heart rate
Please record | Highest | Hastherebeen [ Hastherebeen | Action taken if yes to either tachysystole
each hour any episode of | any episode of | or hyperstimulation stick
rateof | tachysystole? | hyperstimulation Treatment Pack
infusion sticker here
b Yes | No Yes No No Reduced | Stopped | Tocolysis | any Comments
mi/hr Action | Ovtocin | oxytocin
in the

last hour
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Please fill in on the 

Labour Form

.

This information is not retrievable anywhere else and is VERY

important. 

Thank you!


image380.emf
Please fill in on the 

Labour Form

.

This information is not retrievable anywhere else and is VERY

important. 

Thank you!


image39.png




image390.png




image40.png




image400.png




image1.jpeg
HIGH OR LOW DOSE
SYNTOCINON

INDUCTION

iHOLDS?




image41.png
CONFIDENTIAL WHEN COMPLETED

Has a Serious Adverse Reaction/Event occurred that resulted in

Desth irespective o cause) Ov O
e threatering event OO
Persistent o signfican disabilty/incapacity Ovs O
Inpatient hosptaization o prolongation of existng hosptalisation [ Yes [ M

1Yes' please inform the Principal Investigator/ Research Midwife who will complete an SAE Form
within 24 hours of becoming aware

1 "Yes' above, please specify the Serious Adverse Reaction/Event:
Maternal anaphylaxi, cardio-respiratory arrest, stroke.

Maternal DYRQORASIIA.

Maternal pulmonary gedema.

Uterine rupture ysterectomy

Postpartum hagmarihage that triggers the Massive Obstetric HagmIQiIhage protocol
Maternal admission to HDU/ITU requiring criticl care level 2or 3

Maternal death

Unexpected provision of neonatal ntensive care.

Neonatal seizures

Neonatal encephalopathy

The need for neonatal therzpeuric hypothermia (cooling)

Intrapartum silirth

Neonataldeath

O0000000000000

Any other serious adverse event:

Did the woman have any of the following:
Headache

Nausea

Vomiting

Tachycardia/oradycardia

oooo

Name of Person completing form (PRINT]  Date Sgrature

Pleasereturnthis form to the Labour Pock and put i the QLD Miduite's tray once all forms are complete.
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