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CYTOSTATIKUM                         Sygehusapoteket RN
First name Surname                      Pt.nr. 10037 
     CPR-nummer 290250-0000
P. Clinical Trail-123  drug/placebo 240mg 
drug/placebo 
i  55ml Natriumklorid 9 mg/ml inf.v.                  Vol.: 79ml

Adm.: 26-2-2019 15:00 
Adm.vej: i.v. 

                                                                                           Ord.nr. 402758

Opbevaring: Må ikke opbevares over 25 °C 
Holdbar til: 26-2-2019 20:37    Præp.: 26-2-2019 12:37 af NEM/NEM
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How to handle active and placebo drugs  
for a clinical trial in the production system CATO in order to secure the blind 
and to ensure the exact same preparation of active and placebo products

Background 
When preparing treatments for blinded clinical trials it is very important to make sure 
that it is not possible to distinguish between the active and the placebo dose, as this 
may lead to unblinding of the treatment and thus jeopardise the results of the trial.

Aim 
The purpose was to find solutions for how to handle active and placebo drugs in the 
production system CATO to ensure they would end up being identical when prepared.

Method
Name:
Active and placebo must share the same name for the labels to be identical.
E.g. P.’ClinicalTrial’ active/placebo.

Drug data
The drug must be registered in CATO with all of its data. Active and placebo cannot have 
2 different sets of data = they must be the same.
NaCl used for placebo will be stocked with data of the active: mass and volume. Density 
of active can be used for NaCl. Volume of active can be used even if placebo contains a 
lot more, but CATO will only accept withdrawal of the registered max. volume.
As each lot is stored with its actual weight, although very different, ID of both in CATO is 
possible.

When placing in storage in CATO, lot no’s for placebo are followed by e.g. ‘Placebo’ 
to make it easy to see what was actually prepared. Physically, active and placebo are 
stored together to be treated the same in every way.

•  1 name 
•  1 set of data  
•  1 place of storage,  
•  1 �instruction for preparation – active and placebo will be prepared in the same way 

and look the same.

Result 
Our doses of active and placebo are indistinguishable. Labels are the same and, for 
example, withdrawal into a syringe and insertion of a needle into the port of the infusion 
bag will be done in the same way for both.

What next? 
These very simple routines can be used anywhere for the preparation with CATO and 
possibly also with other systems.

No difference in label whether 

active or placebo

Even if 1 placebo vial contains a lot more than is needed for the dose,
placebo is prepared like active, i.e. if 3 vials of active are required for a  
dose it means that 3 vials of placebo would be required for a similar dose.

 

Præparatstamblad - P. ClinicalTrial-123 drug/placebo Udskriftsdato: 6-3-2019 13:18
Side: 1/1

P. ClinicalTrial-123 drug/placebo Sygehusapoteket
Hjælpemiddel: Nej, Studievare: Ja, Fritaget for tillæg: Ne j

virksomt stof: drug/placebo
Dosisbegrænsninger Maks. dosis Maks. kumuleret dosis:
(absolut) 1000mg

P. ClinicalTrial-123 drug/placebo inj.væske
Skal præpareres for alle afdelinger
Transfer labels from vials to paper with allocation.
When preparing placebo, use NaCl (ref.: 742502). These vials are labelled with the name of the trial and are placed on the shelf with the 
active drug. Placebo is registered on stock with batch number followed by: Placebo.
Dokumentationspligtig: Nej
skal præpareres, Opløs: Nej, Fortynd: Ja, Medfølgende ordination: Nej, Tilsætn.stof t. infusionsopl.: Nej, Styrkeangivelse: 1 virksomt 
stof, Afrunding: globale regler

Opbevaring: Temp. Holdbarhed Skal beskyttes mod lys
Uåbnet Opbevares i køleskab (2°C til

8°C)
Ja

Opløst / Åben Må ikke opbevares over 25 °C kem./fys.: 1 t.
mikrobiol.: 14 dage

Nej

produceret Må ikke opbevares over 25 °C med FV: 8 t.
uden FV: 8 t.

Nej

Liste over alle tilladte fortyndingsvæsker Afvigende holdbarhed Konc. min. Konc. maks.
> Natriumklorid 9 mg/ml inf.v. 1ml/0,35mg

P. ClinicalTrial-123 drug/placebo inj.væske 100mg

det virksomme stofs masse: 100mg Tilsætningsstoffer: 10,06g Masse i alt: 10,16g
Volumen: 10ml Volumen AKTUEL: 10,7ml Densitet: 1,016g/ml

Pakningsstørrelse: 1 stk.

foretrukket: : Nej, Afregn ikke i debitorafregningen: : Nej, Eksportér via CDE i styk: : J a

virksomme stoffer
100mg drug/placebo

batchnummer Lagerbeholdning pr.
6-3-2019 13:18

Udløbsdato Beregnet vægt Stregkode Studievare

7112081/ PLACEBO 7 stk. 29-2-2020 63840mg Nej

7032011/ PLACEBO 4 stk. 31-1-2020 63840mg Nej

BATCH NO. / KIT NO. 001 1 stk. 28-2-2020 28520mg Nej

BATCH NO. / KIT NO. 002 1 stk. 28-2-2020 28250mg Nej

BATCH NO. / KIT NO. 004 1 stk. 28-2-2020 28520mg Nej

BATCH NO. / KIT NO. 005 1 stk. 28-2-2020 28520mg Nej

BATCH NO. / KIT NO. 003 1 stk. 28-2-2020 28520mg Nej

Volume of placebo is pretended to be that of active.
For identifying in CATO the different total weight of the  
2 vials are registered when placing into storage.

 

Easy to dinstinguish active and placebo in stock.


