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* 14/3 — happened to bump into the director of R and D

e 23/3 — email from R and D team with some information about the
trial

- PANIC and a fair amount of swearing — we’ll come back to this

e 27/3 — first randomisation!
* Slightly less panic but a similar amount of swearing
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1. ldentify potential patients

2. Consent and randomise

* At this point recognise potential arms
that were not suitable for the patient
prior to randomisation

3. Prescribe the treatment that the
patient is randomised to

* Protocolised on our EPMA system

4. Supply the medication to the patient
on a named patient basis

* Small supplies of each on wards so
treatment could be started ASAP
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1. Identify potential patients
* The goalposts kept moving

2. Consent and randomise

* Patient specific issues meant not all arms were suitable for all patients
* Interactions, administration difficulties, pre-existing conditions

3. Prescribe the treatment that the patient is randomised to
* Not as straight forward as it sounds!

4. Supply the medication on a named patient basis
* Ward and pharmacy staff apprehensive unfamiliar with clinical trials
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The Solutions

Omni Site/lD Omni Name Area Num ber in Stock | Unit
Lj COVID 19 - RECOVERY Clinical Trial {{ NSRXAMB NSECH Ward 7 NSECOT 9996300 PACK Tooknmh ~RECOVERVTraAL
For patients randomised to receive Tociizumab trestment the eMeds
. - - B NSRXRESP | NSECH Ward 12 Respiralory | NSEC12R 99992 00 PACK be followed. Prescribing the comect weight-based dose s detailed in
[ Azithromycin (COVID-19 Clinical Trial) : b T s rescrbe st oot can e e e
- NSRXCRIT NSECH Critical Care NSECCRIT 9998800 PACK freating doctor o o —
=z H H Weight* | Dose = = . s 5
+-_J Tocilizumab - Second Randomisation NTRXWD12 NTGH Ward 12 NTGH12 1000000 | PACK R L This must be consulted prior to requesting randomisation to the Recovery Trial
- WGRX02 WGH Ward 2 WANSO02 99997 .00 PACK * for lower ;?ig:?(s dosing should be 8 mu?ow
(Note: body weight may be estimated If it is impractical to weigh the pal — — — —
For pasis bakw 40k e dase shockd be e e Haloperidol Ranolazine Ticagrelor Amiodarone
° Storage Quetiapine Sildenafil Carbamazepine | Disopyramide
COVID-19 Treatment & Research Trials s e [Budesonite s [siolmus | phenyton___ Hecsinide
2. Stocks will be kept on NSECH wards 7. 12 end Criicel Care. | Domperidone Apixaban Phenobarbital Quinidine
Biepaation Eplerenone Clopidogrel Primidone Erythromycin
Ik d d:13ul 2020 Ei blished: 6 M 2020 i e vabradine Rivaroxaban St John's Wort | Rifampicin
ast up atea: uly, Irst pu IsShea: ay, 1. Galasata e vokmis oF Toalkiinats casicinbaie aba 1571 All Transplant medication All Chemotherapy
dose.

What is it?

https://www.recoverytrial.net/

All Covid patients in hospital and >18 —
swabbed or high clinical suspicion

Consented by a medic and randomised into a
treatment arm by the research nurses

nove the equivalent volume from 8 100mL sodium chioride

Patients on these drugs MAY be suitable for randomisation te lopinavir/ ritenavir but

| and discard
sonbed Volume of Toclizumsb Volume ¢ the climical situation must be considered and a management plan documentad to
Recovery Clinical Trial concentrate required remove - - - - "
o SO maonitor the interaction. Contact a pharmacist for advice.
his message was sent with High importance. oL oL
40mL &0mL Anassthetics — drug effects Analgesics — enhanced effects of Antiacrhythmics — monitor far

Al

t of good news to share.

current plan is start recruitment within the trust tomorrow to a national investigating the use of a number of therapies in the fight agair

/1D-19. See this link to the LIVE SOP we will be working from but please appreciate this is an incredibly fluid and fast developing trial.

hdraw the dose from the visl(s) and 84d to the infusion bseg
by gently inverting the infusion bag to avoid foaming.

ttion

! patient’s pulse, BP, tempersture and respiratory rate shou
¥ to the start of the infusion, sfter 15 minutes and then eves
1 1 hour sfter the infusion stops. These should be recorded

cedures and treatments are likely to change so check when working on the trial, you are using the most up to date version and take spec b
» if using printed resources.

1 infusion must be given IV via an infusion pump st a rate o
e event of a reaction, stop the infusion and alert the medic

trial medication will be validated by the NTGH dispensary pharmacist 7 days a week as per the attached SOP. Out of hours there will be
“ on NSECH wards 7, 12 and Critical Care to enable patients to be given their first dose as soon as they have had a positive swab result a
sented for the trial. The remainder of the treatment course will be supplied by pharmacy on a named patient basis so the pharmacist in 1

sensary should order on ascribe the required amount of medication to complete usually 10 full days of treatment. Please note if the patic

ischarged or unable to complete the full course of medication please follow the SOP to return stock to pharmacy to avoid wasting certair
Jication that maybe in short supply. This process involves decontamination and quarantining of stock as per the advice of infection contr
15e see the SOP for details.

prescribing of the trial medication will be done on eMeds by protocol which Mike has helpfully built as per the most recent trial
ructions. To find this on eMeds the prescriber should go on to protocols and search COVID. The patient will be randomised by research s
than the carrecnanding treatment nrecrrihad  Plaace note that treatmant ac nart of thic trial chanld anlv he nracerihad by 2 doctor with

LG L TIUCTTC CURTT I LU ULCU Ui Lie iU o

rate when looking at the raw QT.

Ao

PDF

neaded

anhanced and smaller doses may be

strong apiates. Monitor far
taxicity £.5. respiratory
depression, exrewive drowsiness

digaxin tasicity &g, nauses,
wrual disturbances, bradycardia,
Lewels miay be meeded

Bnkibiotics — risks with macralides,
quinalanes and metranidazale.
Monitar LFTS and OTe

Anticoagulants — monitor far sigrs
af bleeding and daily INRs needed
with warfarin

Anticomauliants — maniter far

signe of towicity. Levels may be
nessded

Antidepressants — manitar for
taxicity g drowsiness, nausea,
e pralongaticn

Antidiabet <k of

hypoglycasmia with sulfonylureas.

Monitar Bl

Antiemetics — lower starting
dases should be used

Antifungals - reduced doses of
arales should be used

Antihypertensives — calcium
channel blocker and beta hlocker
affects may be enhanced

Antipgpchotics — increased risk
af side effects from
antipspchotics. Monitor far signs
af movement disarders and QT

Angiolytics — enhanced sedative
wifect, lower doses may need ta be
used

Branchodilators — manitor for
aminaphylline and theaphylline
toxicity &g, nausea) vomiting and
tachycardia

Diuretics — diuretic effect may
be anhanced. Clectrokts and
fluid status manitoring nesded

Immunasuppression — should be
discussed with the speciality
réasponsible for the
ImmUnOsUpArEssian

Lipid lowering therapies — statins
shauld be held far the durstion of
trial medication plus 2 days

Steroids — eMects of oral/
paranberal steraids will be
anhanced. This is unlikely to be
dinically significant far inhaled
steraids

Then an email goes to the NTGH dispensary | : 7 Recovery Trial
email stating; where the patient is and what g il Clinical FAQs v3 pdf
treatment they should get. i S 5 P

Heart Rate (bpm)

'c.Jl domised Evaluation of COVID-19 Therapy
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Coronavirus: Dexamethasone proves first
life-saving drug

By Michelle Roberts

¢ POSitive and negative reSU|tS Health editor. BBC News online
from the trial — all useful © 16 June 2020 | 18 2471 f © ¥ [ < shae

Coronavirus pandemic

* Positive relationship built with
trust R and D team

* Pharmacy and wider staff less
scared of trials




Thanks for listening

Alastair.green@nhct.nhs.uk

@alasgreen
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